MHdopmauns 06 n3MeHeHusX:

HaumeHosaHue uameHeHo ¢ 9 Oekabps 2022 a. - PeweHue Coesema Eepa3aulickou
3KOHoMuYecKkou komuccuu om 19 mas 2022 2. N 80

CwM. npedbidywyro pedakyuto

PeweHue CoBeTa EBpa3sMmnckomn aKOHOMUYECKOMN Komuccum ot 3 Hosa6psa 2016 r. N
88
"06 yTBepXXaeHUn TpedboBaHNN K MUHCTPYKLUM MO MeAULIMHCKOMY NMPUMEHEHUIO
fleKapCTBEHHOro npenapara u odLen xapakTepucTmKe riekapCTBEHHOro npenapara
Anst MeaAULMHCKOro npumMmeHeHunsa"

C u3MeHeHUsAMU 1 JONOJSIHEHUAMM OT:

19 masa 2022 r.

B cootBetctBUM co cratbamu 4 m 8 CornaweHuss o eguHbIX MpuHUunax u
npasunax obpaweHna nekapcTBEHHbIX CpeacTB B pamMkax  EBpasumnckoro
9KOHOMMYECKoro cotoda ot 23 gekabpsa 2014 roga, nyHktom 98 npunoxenus N 1 kK
PernameHty paboTbl EBpasnnckon 9KOHOMMYECKOW KOMMUCCUW,  YTBEPXOEHHOMY
PeweHnem Bbicwero EBpasninckoro akoHomMm4yeckoro coseta oT 23 gekabpst 2014 r. N
98, n Pelwwennem Bobicliero EBpasninckoro akoOHoMmM4Yeckoro coeeta ot 23 aekabpsa 2014
r. N 108 "O peanusauun CornawieHns o eauHbIX NpuMHUMNax M npasunax obpalleHus
nekapcTBeHHbIX CpeacTB B paMkax EBpasuinckoro akoHomudeckoro corosa" Coser
EBpasunmnckon 3KOHOMUYECKON KOMUCCUWN peLLun:

MHdopmaums 06 namMeHeHusx:
[MyHkm 1 u3meHeH ¢ 9 Oekabpss 2022 2. - PeweHue Cosema Espa3sutickou
3KOHOMu4Yeckou komuccuu om 19 mas 2022 2. N 80

Cwm. npeodbidywyto pedakyuro

1. YTBepauTb npunaraemble TpebOoBaHUS K WHCTPYKUUM NO  MeOULMHCKOMY
NPUMEHEHUNIO NEeKapCTBEHHOro npernapaTta 1M oblwien xapakTepucTuke neKapCTBEHHOro
npenapata ans MeguLUUHCKOro NpUMeEHEHUS.

2. Hactosdwee PeweHne BcTynaet B cuny no ncredeHmn 10 kaneHgapHbIX gHeEN €
aatbl BCTynsnieHuss B cuny [lpoTokona, nognucaHHoro 2 paekabpa 2015 ropga, o
npucoegnHeHnn Pecnybnukn ApmeHuss Kk CornaweHuio O eauHbIX npuHuMnax wu
npaBunax obpalleHna  nekapcTBEHHbIX CpeacTB B pamkax  EBpasuiickoro
9KOHOMUYECKOro cotosa oT 23 aekabpa 2014 roga, HO He paHee 4Yem no muctedeHun 10
KaneHgapHbIX AHen ¢ gatbl opuLmansHoro onybrnnkoBaHna HacToswero PelweHuns.

UneHbl CoBeTa EBpa3snmckomn aKOHOMUYECKON KOMUCCUMN:

Ot Pecnybnukn ApmeHus
B. MabpuensH

Ot Pecnybnukn benapycb
B. MaTioweBckum

Ot Pecnybnukn KasaxcraH
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A. MamuH

Ot Kbiprbiackon Pecnybnuku
O. MNaHkpaTtoB

Ot Poccurickon denepaummn
W. Wysanos

TpeboBaHusA
K MHCTPYKLUN MO MEAULIMHCKOMY NPUMEHEHUIO NIeKapCTBEHHOIo npenapara m
obLlen xapakTepucTuke NeKapcTBEeHHOro npenapara gnsa MeguuuHCKOro
npuMeHeHus
(yTB. peweHnem CoBeta EBpa3sMmnckon aKoHOMM4eCcKkom kKommccum ot 3 Hos6pAa 2016
r. N 88)

C U3MeHeHNAMU 1 OOMNOJIHEHUSIMU OT:

19 masg 2022 r.

MHdopmaums 06 namMeHeHusx:

Paszden | usmeHeH ¢ 9 Odekabpsa 2022 2. - PeweHue Cosema Egpa3sutickou
3KOHomMu4YecKkou Kkomuccuu om 19 mas 2022 . N 80

Cwm. npeodbIdywyo pedakyuro
. O6wme nonoxeHus

Obuwan xapakTepucTuka JieKapCTBEHHOro npenapata Ans  MeguLMHCKOro
npumMmeHeHus (aanee - OXJIMN) cogepXuT ouumanbHy0 HHOPMALMIO O JIEKAPCTBEHHOM
npenapate Ans MeOUUMHCKOrO MpUMEHEHUs, npefHa3HaYeHHy aAna MeauUUHCKUX
pabOTHMKOB B Lensx NpaBUIIbHOro HasHa4YeHUsa fiekapCTBEHHOro npenapara n KOHTPOonNs
3a ero npumeHeHuem. WHdbopmauma B OXJIT  noanexut  cornacoBaHUIo
YNONHOMOYEHHBIMW OpraHamun rocyaapcTB - 4neHoB EBpasnmckoro 3KOHOMMYECKOro
col3a (ganee COOTBETCTBEHHO - rocygapcTtBa-yneHbl, Coto3) B ciepe obpalleHus
nekapcTBeHHbIX CpeacTB B Xxo4e peructpauMm  wn  nocnegywoowero  obpauieHns
3aperncTpMpoBaHHOro nekapcTBEHHOro npenapaTa Ha Tepputopun Cotosa. CoagepxaHue
OXJIM moxeT ObiTb WM3MEHEHO TOMNbKO C 0A0BpPEHMsT YMNONMHOMOYEHHbIX OpPraHoB
rocygapcTB-4rieHOB B chepe 34paBOOXpPaHEHUS UK NpU HanpaBneHun UM yBe4OMIEeHUS
B COOTBETCTBUM C NpaBuiiaMmn permctpauum n aKkCnepTuabl NekapCTBEHHbIX CPeacTB Ans
MeANLMHCKOro NpUMeHeHus:, yTBepXXaaemMbiMn EBpasmMnckon 3KOHOMUYECKON KOMUCCUEN
(nanee - Komuccus).

OXJM 4aBnsieTcss OCHOBHbIM  UCTOYHMKOM  MHOpMauunM ana  MeauLUHCKUX
paboTHMKOB 0O 6GesonacHoM U 3PAPEKTUBHOM  UCMOMb30BAHUM  FIEKAPCTBEHHOMO
npenapata. VHCTpyKUMS NO MeAULMHCKOMY MPUMEHEHUIO (NUCTOK-BKNabIWw) (oanee -
JIB) nekapcTBeHHOro npenaparta coctasndetcs B cootseTcTBmmn ¢ OXIJIIT.

OXIIIN He npegHa3HaveHa Ansl YCTaHOBMNEHUS O0LWMX peKoMeH4aunn no nevyeHuto
OoTAenbHbIX 3aboneBaHunin, OAHAKO B HEN OOIMKHbl OblTb yKa3aHbl KOHKPETHbIE achneKThbl
nevyeHns n nocrneacTeusi NpUMEHeEHNa nekapcTBeHHoro npenapata. OXJII He gormkHa
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cogepxaTb 0bLWKNX pekoMmeHgaumi nNo npoueaypamMm BeAEHUS TeX UNN MHbIX NauneHToB,
HO B Heu [OOSMKHbl NPUCYTCTBOBATb CreunuYHble acnekTbl A5 Has3HadeHus
COOTBETCTBYIOLLErO NNeKapCTBEHHOrO npenapara.

Hactoawme TpeboBaHusa copepxaT yKasaHWs OTHOCUTENbHO NpeacTaBrieHus
nHgpopmaumm B OXIMN. NHdopmauma, npencraBneHHas B kKaxgom pasgene OXIJIM,
AoSmKkHa ObiTb COOTBETCTBOBATb Kak AOKYMEHTY B LIeNIOM, Tak M C 3arofloBKy pasgena, K
KOTOPOMY OHa OTHOCUTCSH. HekoTopble BONpockl MOryT BbITb paccMOTpeHbl 6onee Yem B
oaHoun Yactn OXIJII, n B Taknx cny4vaax gornyckaeTca cebifika Ha gpyrue pasgensl OXIIM,
B KOTOpbIX NpeAcTaBneHa CoOOTBETCTBYHOLLAA JONOMHUTENbHAsA NHopMaLms.

Hactoswme TpeboBaHuss cnegyer  paccmaTpuMBatb B COYETaHMM €O
cneundpuyeckmmmn  TpeboBaHmammn Kk OXJIIT  oTAENbHbIX FPYnn  feKapCTBEHHbIX
npenapatoB (Hanpumep, BaKUMHbl, NArMNNMPoOBaHHble 6enkn unuM nekapCTBEHHblEe
npenapatbl, MOMNy4YeHHble W3 nNrasmMbl KPOBW, roMeonaTuyeckne JiekapCTBEHHbIe
npenapathbl), ykazaHHbiMu B ripunioxennax N 2, 3, 13 n 19 k HacTtoawmum TpeboBaHusM.

Kak npasuno, Tpebyetca otaensHaa OXJIN ana kaxgon nekapcTtBEHHON POPMBbI,
a B HEKOTOpbIX criydaax v ans nosvmposku. NMogrotoska eanHon OXJIN ana HECKOSbKUX
nekapCcTBeHHbIX dOpPM 1 (MNKN) SO3MPOBOK OCYLLECTBASETCA B TEX Criydasix, Korga cxema
npuema nekapCcTBEHHOro npenapata npegycMatpvBaeT  U3MEHEHME  pexuma
Ao3mpoBaHna unn cnocoba MNpUMEHEHUS, UCNONb3yeMOW neKkapCTBEHHOW (OOpMbl B
npouecce nevyeHus.

OXJMM  pormkHa ObITb pasMelleHa Ha canTe YNoHOMOYEHHOro opraHa
rocygapcrBa-yrieHa B cthepe obpalleHus nekapcTBEHHbIX cpencts
MHOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "MIHTepHeT", a Takke Ha oduumnarbHOM
cante Cot3a B MHpOPMaLMOHHO-TENEKOMMYHMKALMOHHOM ceThn "UHTepHeT".

Il. MpuHUMNBbI NpeacTaBNeHna NHpopmMaLumm o NNeKapCTBEHHOM npenapare, a Takxke
BOMPOCHI, Kacarolwmecs cocTaBneHnsa (M3MeHeHUs), aKcnepTU3bl N ofobpeHus
MHdopMaLmn o neKapcTBEHHOM npenapare

1. Indopmauus, cogepxawasacsa B OXJIM n JIB gomkHa ObITb nNpeactaBneHa B
yeTKon K nakoHn4Hon cpopme. OXJIM n JIB BkntovatotTca B Mmoaynb 1 pernctpaunoHHOro
pocbe. lNpu HeBbiNnonHeHUN TpeboBaHun, npeabaBnsemMblx K coctaeneHuto OXIIM wn
(vnn) JIB, ykasaHHbIX B nyHKTax 7 - 9 - AN opurmHasnbHOro fiekapCTBEHHOro npenapara,
B NyHKTax 7 u 8, nognyHkrax 10.1.1 - 10.1.3 - ans BOCNpoOu3BEeAEHHOro, rmbpuaHoro,
BGuoaHanornyHoro (6uonogobHOro) nekapCTBEHHbIX MNpenapaTtoB, pPerucTpaumoHHoe
AOCbe TaKoro nekapcTBEHHOro npenaparta WnM [oCbe Ha BHECEHWE W3MEHEHUN B
perncTpaumMoHHoOe A0Cbe IIEKapCTBEHHOro npenapaTta Npu3HaeTcd HEKOMMMEKTHbIM, W
3agBuUTEN0  nNpegocTaBndeTca NPeAyCMOTPEHHbLIM  MpaBunamMm  perucrpauum  wu
9KCnepTU3bl SIEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NPUMEHEHUS, yTBEPKAAEMbIMN
Komuccuen, cpok Ha npeacTaBrieHME HegocTalwmx MaTepuanoB pernctpaumoHHOro
Aocbe B COOTBETCTBMM C 3aMeYaHUsIMWU  YMNOSIHOMOYEHHOro opraHa (3KCnepTHOW
opraHusauum) pedepeHTHOro rocyaapcraa.

2. Kaxgbin pasgen gomkeH HauymHaTbCs ¢ MHOpMaLUm, OTHOCSALLENCS K OCHOBHOW
LeneBon rpynne nauneHToB, AN KOTOPbIX NpeAHa3HavyaeTcsa nekapcTBeHHbIN npenapar,
N Npn HEOHBXOOMMOCTWN AOSTKEH OOMOMNHATLCA KOHKPETHOM MHGOpMaUMen No oTAeNbHbIM
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rpynnam (Hanpumep, SeTW UNu nuua noxunoro Bo3pacTta). B cnyyae ecnu npenapat
npegHasHavyeH [Ona eOuHCTBEHHOM LeneBon rpynnbl  "B3pocrble  NauueHTbl", To
yKa3sblBaTb 3TO B KaXJ0OM pasgene He oba3aTenbHo.

3. B OXNM pgomkHa wnCNonb3oBaTbCA COOTBETCTBYyWOWASA MeauumMHCKas
TepMUHOMNorus.

4. OXIIM copepXuT MH@OPMaUMIO O KOHKPETHOM JieKapCTBEHHOM rMpenapare,
MO3TOMY OHa He [OShKHa BKMAYaTb B Cebs CCbIKM Ha Apyrue neKkapCTBEHHble
npenapatbl, 3a WCKIOYEHWEM CrfyyaeB, Korga 97O SBRSeTCs npefocTepeXeHuem,
pekoMeHayeMbIM YNOSIHOMOYEHHbIM OpraHOM rocyfapcTBa-yfieHa, a Takke B Crydae,
ecnu npenapat HeobxoAMMO NPUHUMATL MO CXEME WUCKMYUTENbHO B COBOKYMHOCTU C
APYrMMu nekapcTBeHHbIMU NpenapaTamu.

5. MNpuHUMNbI, yCTaHOBMEHHbIE HacToAWMMM TpeboBaHMaMN, NPUMEHNMbI KO BCEM
nekapctBeHHbIM rnpenapaTtam. Mcnonb3oBaHwe 3TUX MNPUHUMMNOB AN KOHKPETHOro
nekapCTBEHHOro npenaparta byaeT 3aBMCeTb OT Hay4YHbIX OAHHbIX O HEM U MPaBOBbIX
ocobeHHocTen ero pernctpaunn. OTKNOHEHME OT HacToswmnx TpeboBaHMn AOMKHO ObITb
0b60CHOBaHO B COOTBETCTBYHOLLEM 0630pe Unn pestome perncTpaumoHHOro 4ocke.

6. B OXJIIN gomkHa cogepxatbcs cebifika (B cooTBeTCTBUKN C npunoxeHnem N 10 k
HacToAwumM TpeboBaHMAM) Ha calT YMNOMHOMOYEHHOr0 opraHa rocygapcTsBa-yfieHa B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON  ceTu  "MHTepHeT", Ha KOTOPOM OHa
pa3sMeLLeHa.

7. nsa npoeeaeHuns akcnepTtuabl npoektol OXJII n JIB npeacraBnsatoTcd, B yMcne
npoyero, B popmate MS Word ¢ BO3MOXXHOCTbIO peakTupoBaHus. B xoge akcnepTusbl ©
uenbld Hanbonee MOMHOMO M MPaBUSILHOMO OTPaXXEHUS 3aMevYaHun JKCnepTbl Brpase
BHOCUTb WUCMpaBfieHMsi B pexumme peueH3npoBaHus (pyHkums MS  Word) B
npencrasneHHble 3aasutenem npoektol OXJIM n J1B.

8. B cnyyae BHeceHus nsmeHenun B OXJIM u (unn) J1B Heobxoanmo npeacrasuTb
nosiHble NpoekTbl aencTeytowmnx pegakunn OXIM n (nnn) JIB, a Takke NOMHbIE NPOEKTHI
OXJIM n (nnun) JIB ¢ M3MEeHeHUsIMK, BHECEHHBIMU B peXMMe peueH3npoBaHust. MNonHble
npoekTtbl OXJM n (unun) J1IB ¢ nsmeHeHnaMn, BHECEHHbIMU B pPEXMUME pPeLieH3MPOBaHNS,
npegHasHavyeHbl ONS  OTCMEeXMBaHUS BCEX BHOCUMbBIX W3MEHEHUW, YTBEPXOAEHWUIO
nognexar WCKIMIYNTENbHO COrfacoBaHHble MO pe3yribTaTaM BHECEHUS W3MEHEHUN
nonHble npoektol OXJIM n (nnu) J1B. Bce BHocumble B OXJIM n (unun) J1IB nameHeHus
AOMKHblI  OblTb Hay4YHO OOOCHOBaHbLI, 3a WCKMAKYEHWEM NPaBOK peadakuUoHHOro
XapakTepa.

9. MNpun BHeceHun nameHenunm B Tekct OXJIIM un JIB gepxaTtenb pernctpaunoHHOro
yOOCTOBEPEHUS OPUTMHANbLHOIO JfeKapCTBEHHOro MnpenapaTta [[OSMKEH BKNHOYUTL B
Moaynb 1 perucTpaumMoHHOro [Jocbe, B COOTBETCTBUMM C TpeboBaHMAMWU npaBun
perucTpaumm u aKCnepTusbl NeKapCTBEHHbIX CPeaCcTB Af1d MeOUUMHCKOrO NpUMEHEHUS,
yTBepxaeHHbIx Komuccunen, OXJIM wn JIB, yTBepxaeHHble B CTpaHe-rnpousBogutene, u
(vnKn) cTpaHe-gepxartene perncTpaumoHHOro yoocToBepeHuda, U (Mnun) Opyron ctpaHe
ICH, roe 3apernctpmMpoBaH NnekapCTBEHHbIN Npenapar (Mpy Hanmyum).

10. B OTHOWeEHUN BOCNPOU3BEOEHHbIX, MOPUOHBLIX U  BUoaHANOrMYHbIX
(6nonofobHbIX) NekapCTBEHHbIX NpenapaToB Npu BHeCEHUU nameHeHun B TekcT OXJITM n
JIB pencTBytoT cnegyowme AononHUTeNbHble TpeboBaHus.

10.1. OepxaTenb perncTpaumMoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara
AOJKEeH NnpeacTaBuThb:



10.1.1. Konuu pewncteyowmnx B pamkax Cotsa OXJI wn JIB opurmHansHoro
(pethbepeHTHOrO) nekapcTBeHHoOro npenapaTta. Ecnu opurnHaneHbln (pedepeHTHbIN)
nekapcTBeHHbI npenapaT B Cow3e He 3aperncTpupoBaH, Heobxoaumo npencTaBuUTb
OXJMM wn JIB opurMHanbHoro (pedepeHTHOro) nekapcTBEHHOro npenapata (npu
Hanuuuu), [LOeucTBylolWune B CTpaHe-npousBoauTene, wn (MnNu) CcTpaHe-gepxartene
perncTpaumMoHHOro yaoctoBepeHusi, n (mnu) crtpaHe ICH Ha A3blke yTBepauBLIEN KX
CTpaHbl.

10.1.2. deknapaunto o Tom, 4yto B npoektax OXJIIN n JIB BocnponsseaeHHOro unm
BGruoaHanornyHoro (6MonogobHOro) nekapCTBEHHOMO nNpenapaTta OTCYTCTBYHOT OTNINYNA OT
pencteytowmx OXIM n JIB opurnHanbHoro (peepeHTHOro) nekapcTBEHHOro npenapara,
32 WUCKIKOYEHMEM OTMWNYMK, BblOeSNeHHbIX M  ODOOCHOBaHHbIX B COOTBETCTBUMM C
TpeboBaHuamMmun, npuBeaeHHbIMKn B noanyHkte 10.1.3.

10.1.3. MNocTpo4yHoe (pacnonoxeHHoOe napannesibHO Ha OQHOM JIUCTe) CpaBHEHUE
pencteytowmx OXJIM n J1B opurnHanbHoro (pegepeHTHOro) nekapCTBEHHOro npenapara
n npoektos OXJIM wn JIB BocnpousBeaeHHoro, rmMbpuagHoro unu 6GuoaHanormyHoro
(bnonogobHOro) nekapCTBeHHOro npenapaTta C BblgeneHnem n 0BOCHOBaHMEM BCeX
oTivyun. K TUNUYHBIM PasnnyunMsM OTHOCATCS pasfivyuna B NPOU3BOAUTENSX, CPOKe
rogHoCTW, CcocCTaBe BCNoOMOraTesnbHbIX  BeELLeCTB, He3HauYumble pasnuuns B
GrogoCcTynHOCTM NNn hapMakoKMHETUKE, a Takke pasnuunsa B CBS3M C OFPaHNYEHUSIMNA,
npegycMOTPEHHbIMU 3aKOHOLATENbLCTBOM rOCYyapCTB-YrieHOB 06 OXpaHe aBTOPCKUX U
CMEXHbIX npaB. Bo3amMoXxHbl U gpyrne HayyHo OB60OCHOBaHHble pasnunuus. Pasnunuusa B
HanM4MmM pUCKN, NO3BONAIOLWEN pa3fenaTb AeNMMYI0 NekapCTBEHHY hOpMy Ha paBHble
[onu, He Bcerga 6yayT HE3HAYMMbIMKM, NMOCKOSTbKY OHW MOTYT 3HAYUTENbHO NOBNUATL Ha
BO3MOXHOCTU  [OCTMXKEHUS  pexuma [o3upoBaHus, npumBegeHHoro B OXIIM
pedepeHTHOro nekapcTBEHHOro npenapara.

10.2. Ecnu nocne peructpauMm BOCNPOM3BEOEHHOrO, MOPUOHOIO UMK
BuoaHanornyHoro (buonogobHoro) nekapcTBeHHoro npenapata B OXIM w (unu) JIB
COOTBETCTBYIOLLErO OpurMHanbHoro (pedepeHTHOro) rnekapCTBEHHOro npenapaTta
BHOCATCA  W3MEHeHusl, TO  JgepxaTenb  PermcTpauuoHHOro  yAOCTOBEPEHUS
BOCMPOU3BEAEHHOTIO, rmépunagHoro nnm ©noaHanorn4yHoro (buonopobHoro)
nekapcTBEHHOro npenaparta pommkeH B TedeHune 180 kaneHgapHbIX OHEW CO [OHSA,
ykaszaHHoro B pasgene 10 OXMNIM wn (vnn) pasgene "[aHHbIA  NUCTOK-BKMaAbILL
nepecmoTpen" J1B pedepeHTHOro neKkapcTBEHHOrO npenapara, BHECTU
cooTBeTcTBYyOWMNE u3MeHeHuss B OXJIM un (umnu) JIB Takoro BocnpownssBeneHHOoro,
rmbpuaHoro unn 6uoaHanornyHoro (6monogobHOro) nekapCcTBEHHOro npenapara C
y4eToM [OMyCTUMbIX OTNMYMKN, yKasaHHbiXx B nognyHkre 10.1.3. [lpn HeBbINONHEHUN
TpeboBaHM HacToOAWEro noAnyHKTa B OTHOLWEHUMM Takoro BOCNPOM3BEAEHHOrO,
rmbpuaHoro wunn  GuoaHanormyHoro (6uonogoBGHOro) nekapCTBEHHOroO npenapaTta
MPUMEHSIOTCS COOTBETCTBYIOLUME MOSIOXKEHUA MpaBuil  pernctpaumm n 3KCnepTusbl
nekapcTBEHHbIX CPeACTB ANA MeAULMHCKOro NpMMEHeHUs1, yTeepxaaembix Komuccnen, o
NPUOCTaHOBKE, OT3blBE (OTMEHE) PEMMCTPALMOHHOIO YOOCTOBEPEHUS, UMN OrpaHNYEeHNN
NPUMEHEHUS, UNTU BHECEHUN N3MEHEHUI B YCITOBUSA PEMMCTPALMOHHOIO y4OCTOBEPEHUS.

10.3. Ecnn B xoge oakcnepTtuabl OXJIM wn (unm) JIB BocnpousBegeHHOro,
rmbpuaHoro wnu 6uoaHanornyHoro (6uonogobHOro) nekapcTBeHHOro npenapaTta (B
pamMKkax noOATBEPXOEHUA perucTpaumm (nepeperucrpaumm), npuBeseHUd [[OOCbe B
COOTBETCTBME, BHECEHUS W3MEHEHWW B perucTpaumoHHOe [O0Cbe) BbIABMNEHO, YTO



Aeuncrteylowlas B pamkax Cowsa unm B ogHoMm 13 rocygapcte-yneHos OXJIM n (unn) J1B
OopurMHanbHOro (peepeHTHOro) rekapcTBEHHOro npenapara He COOTBETCTBYET
COBPEMEHHbBIM AaHHbIM MO 3 dEKTUBHOCTM 1 6e30NacHOCTM NekapCTBEHHOrO Npenapara
(BKIOYAS 3aKNIOYEHUST IKCNEPTM3 N PpEKOMEHJaL MM YNONMHOMOYEHHbBIX OpraHoB B cdepe
obpalleHns nekapCTBEHHbIX CPeACTB TPeTbMX CTpaH) unu He cooTtBetcTByeT OXJIIM n
(vnn)  JIB, opobpeHHbiM B CTpaHe-npousBoauTene WM  cTpaHe-gepxartene
PErMcTpaumMoHHOrO yOOCTOBEPEHUST Ha JeKapCTBEHHbIM npenapart, MNPUMEHSTCA
cnegyoLime nonoxeHus.

10.3.1. YNOSHOMOYEHHbIN opraH (dKCnepTHas opraHuM3auus) rocygapcrea-yneHa
dopmMupyeT 3anpoc Aep)KaTento permcTpaunoHHOro yaoCTOBEPEHNA COOTBETCTBYIOLLEIO
opurnMHanbHoro (pedepeHTHOro) rekapcTBEHHOro npenapata o HeobxoaumMocTu
ucnpasneHna OXJIM wn (unu) JIB Takoro opurnHanbHOro  (pedepeHTHOoro)
NeKapcTBEHHOro npenapata W HanpasnsgeT ero  YrnofIHOMOYEHHOMY  OpraHy
pedepeHTHOro rocygapcTea, 3aperncTpupoBasLLEero AaHHbIN leKapCTBEHHbIN npenapar.

10.3.2. JkcnepTu3a JOCbe COOTBETCTBYHOLLErOo BOCMPOU3BELEHHOrO, rMbpuaHOro
nnm OrnoaHanorn4yHoro (buonopobHoro) nekapcTBeHHOro npenaparta
npuocTaHaBfMBaEeTCs.

10.3.3. YNONHOMOYEHHLIN OpraH rocygapcrBa-yfieHa B TedeHue 5 paboumx gHen
HanpaBnsieT MOSflyYeHHbIA OT  9KCNEepPTHOM oOpraHusauuMm 3anpoc  gepXaTento
perncTpaumMoHHOro yooCTOBEPEHUS] COOTBETCTBYIOWEro pedepeHTHOro fekapcTBEHHOro
npenapara.

10.3.4. [epxaTenb perucTtpaumMoHHOro YOOCTOBEPEHUS COOTBETCTBYHOLLENO
opurnMHanbHoro (pedepeHTHOro) NekapCTBEHHOro npenaparta [orkeH B TedeHue 60
KaneHgapHbIX OHEN CO OHA MOMyyYeHus 3anpoca nogatb B YNOSAHOMOYEHHbIA OpraH
rocygapcrTBa-yfieHa, HanpaBMBLUErNO YKa3aHHbIA 3anpoc, 3asiBNeHMe O BHECEHUU
M3MEHEHUN B pPerucTpaumMoHHOe [JOCbe TaKoro OpurMHanbHoro (pedepeHTHOoro)
nekapcTBEHHOro npenapata ¢ y4eToMm TpeboBaHUn U pekoMeHOaunn, cogepxalmxcs B
nonyvyeHHoM 3anpoce, nubo npeacTtaBuTb NUCbMEHHOE 0O0OCHOBaHME OTCYTCTBUSA
HEeobXO4MMOCTN BHECEHUSA TakKUX N3MEHEHUN.

Ha ocHoBaHWM nuUCbMEHHOro 0BOOCHOBaHUS, MpPeAcTaBNEHHOro AepXaTenem
perncTpaumMoHHOro yAOCTOBEPEHUS, YMOSTHOMOYEHHbLIW opraH JormkeH B TeyeHue 30
KaneHgapHbIX OHEW CHATb WM noaTtBepauTb TpeboBaHMe O BHECEHUN WU3MEHEHUA B
OXJM wn (wnn) JIB. Ecnn ynonHOMOYEHHbIM OpraHoM noAaTeepXxgatTca TpeboBaHUs,
yKasaHHble B MepBMYHOM 3anpoce, JMOO OHW  KOPPEKTUPYTCH C  y4eToM
npeacTaBfEHHbIX AepXaTenem perucTpaumMoHHOro YOOCTOBEPEHUS pPa3bACHEHUN,
BHECEHME U3MEHEHUN B perncTpaunmoHHoe A0Cbe 3apermcTpmupoBaHHOrO OpUrMHanbLHOro
(pethbepeHTHOro) nekapCTBEHHOro npenaparta OCYLUIECTBMSETCS B COOTBETCTBUM C
npasusiamMmun perncrtpauun uM 3KCnepTusbl JIEKApCTBEHHbIX CPeacTB AN MeAWMUMHCKOro
NpUMeHeHUs, yTBep>xaaemMbiMn Komuccuen.

10.3.5. locne cornacosaHua OXJIM u (unun) JIB opurmHansHoro (pedepeHTHOro)
NekapcTBEHHOro0 npenapata B COOTBETCTBUM C yKa3aHHOW Mpouenypon, aKcneptmsa
pPErmcTpaLmMoHHOro [[oCbe BOCMPOM3BEAEHHOro, rmbpugHoro wnu ©BuoaHanorn4yHoro
(bnonogobHoro) rnekapcTBeHHOro npenaparta Bo306HoBnsieTcs. [lpy 3aToM  3anpoc,
ykasaHHbIn B rognyHkte 10.3.1, He paccMaTpuBaeTCcs B KadecTBe 3anpoca gepxartens
perncTpalmMoOHHOro yOOCTOBEPEHUS BOCMNPOU3BEAEHHOrO, rmépugHoro nnm
BGuoaHanornyHoro (6nonogobHOro) NekapcTBEHHOro Npenapara;



10.3.6. B cBA3M C BO3MOXHOCTbIO MHMUMALMW YNONTHOMOYEHHBIM OpraHoMm
rocygapcrBa-yfieHa YKasaHHOW B HaCTosWweM MoAnyHKTe npoueaypbl, BHeceHue
nameHeHnn B gencteytowyto OXIIM u (unn) JIM BOoCcnpon3BeaeHHOro, rmbpuaHOro mnm
BGuoaHanornyHoro (6monogo6HOro) nekapCTBEHHOro rnpenapaTta He peKkoMeHayeTcs
rpynnupoBaTth C APYrMMU BUOAMU U3SMEHEHNIA.

10.4. Ecnu pepxatenb perucTtpaumMoHHOro YyOooOCTOBEPEHUS OpPUrMHanbHOro
(pethepeHTHOroO) nekapCcTBEHHOro npenapaTta B TedeHne 60 kaneHgapHbIX AHEN CO AHSA
nonyyeHusa 3anpoca, ykaszaHHoro B noanyHkte 10.3.4 HacToAwwmx TpeboBaHui, He
nogaet B  YMNOMHOMOYEHHbIA OpraH 3asiBfieHne O BHECEeHUM U3IMEHEHUN B
perncTpaLmMoHHOe [OOCbe TaKoro OpUrMHANbLHOrO (pedepeHTHOro) nekapCTBEHHOro
npenapata WM He nNpeactaBnseT  MUCbMEHHoe  0BOoCHOBaHME  OTCYTCTBUSA
HEOOXOAMMOCTN BHECEHMS TakMX W3MEHEHWUW, TMNPUMEHSAITCA COOTBETCTBYOLLME
NOSIOXKEHUS nNpaBuin  perucTpaumm K 3KCNepTusbl NeKapCTBEHHbIX CpeacTB AN
MEeOVLMHCKOrO NpUMEHeHUs, yTBepXaaeMblx Komwuccmen, o npuoctaHoOBKe, OT3blBe
(OTMEeHe) perucTpauMoOHHOro YOOCTOBEPEHUHA, WKW OrpaHUYEeHUUn MNPUMEHEHUS, WUn
BHECEHUN N3MEHEHWN B YCMOBUA PErMCTPauMOHHOIO yaoctoBepeHuda. B aTom crniyvae
9KCnepTM3a  [OCbe  BOCMPOU3BEAEHHOro, rmbpugHoro  unuM  GuoaHanormMyHoro
(bnonogobHOro) nekapCcTBEHHOrO NpenapaTa ocylwecTBnsaeTca 6e3 ydeta HeaKkTyanbHbIX
OXIM un (unn) J1B opurnHanbHoro (pedepeHTHOro) siekapCTBEHHOro npenaparTa.

10.5. Ecnu cutyaumsa, ykasaHHas B noanyHkte 10.3 HacTtoawmx TpeboBaHuM,
BO3HMKaET Npu pernctpaumm BOCMPOU3BEAEHHOro, rmbpugHoro unuv GroaHanorn4Horo
(bnonogobHOro) nekapCTBEHHOro npenapaTa, TO 3KCnepTMsa perncTpaumMoHHOro 4OCbe
BOCMPOU3BEAEHHOTO, rmoépungHoro nnm ©noaHanorm4yHoro (buonopobHoro)
NekapCTBEHHOro npenapaTta He NpUOCTaHaBnMBaEeTCHd, U NpuMeHaTcsa TpeboBaHus
nognyHkra 10.1 HactodAwmx TpeboBaHW. JKcnepTHas oOpraHusaumst MHULMUpYyeT
npoueaypy BHECEHUA W3MEHEHWW B pPerucTpaumoHHOe [OCbe COOTBETCTBYHOLLErO
opurnMHanbHoro (pedepeHTHOro) JiekapCTBEHHOro npenapata B COOTBETCTBMN C
npouenypon, ykasaHHon B nyHkTe 10.3 HacToswwmux TpeboBaHUN.

11. Tlpun BbiIgBNeHMn HecooTeeTCcTBUA aeuncteytowen OXJIMMT wu  (mnum) JIB
nekapcTBEHHOro npenapata, 3apermcTpupoBaHHOrO B OAHOM M3 rOCydapCTB-YNEHOB,
COBPEMEHHbIM JaHHbIM MO 3PPeKTUBHOCTU N Be30NacHOCTM NeKapCTBEHHOro nNpenapara
(BKNIOYaAsA 3aKMOYEHUsT KCNEPTU3 N PEeKOMEHJaL MM YNONIHOMOYEHHbIX OpraHoB B cdepe
obpalleHns nekapCTBEHHbIX CPeAcTB TpeTbuX cTpaH), B ToM yucrne OXIIM n (vnn) J1B,
YTBEPXKXAEHHbIM B CTpaHe-npou3BoAUTENe UMW CTpaHe-gepxaTtene pernctpaunuoHHOro
yOOCTOBEPEHUS  Ha  NleKapCTBEHHbIM  npenapaTt,  3KCMepTHble  opraHusauuu,
YNOSTHOMOYEHHbIE OpraHbl rocygapCTB-YSIEHOB UKW gpyriue nvua Bnpase obpatutbca K
YNOSTHOMOYEHHOMY OpraHy rocygapcTBa-dfieHa, B KOTOPOM 3apeructpupoBaH Takow
nekapcTBeHHOW  npenapaT, C WHMUMATMBOM O  HanpasrieHUn  gepxaTernto
PErmcTpaLMoHHOro  YAOCTOBEPEHUs  3anpoca O  HeobxoauMocTU  NpuBeAeHUs
pencteytowen OXJIM n (unun) 1B B cooTBeTCTBUE.

12. MNpun nonyyeHuun 3anpoca, ykaszaHHOro B nyHkre 11 Hactoawmx TpeboBaHum,
HauYnHaeTca npoueaypa, YykasaHHas B noanyHktax 10.3.4. u 10.4 HacTosawmx
TpeboBaHui.

13. lNpun HeBbINONHeHUN TpeboBaHWW, yKasaHHbIX B MyHKTE 12, NPUMEHSIOTCH
nonoxeHus nognyHkra 10.4 HacToawmx TpeboBaHui.

14. TpeboBaHuna nyHkToB 12 1 13 HacToswmx TpeboBaHMI pacnpOCTPaHATCS Ha



aepxarenen pernctpauuoHHbIX YOOCTOBEPEHUW BCEX JIEKAapCTBEHHbIX MpenapaTos,
3aperncTpMpoBaHHbIX B COOTBETCTBMM C MpaBufiaMu pernctpauum mn SKCnepTusbl
neKkapcTBEHHbIX CPeACTB ANsl MeANLMHCKOrO NPUMEHEHUs, yTBepxaaeMbiMm Komuccnen.

15. Ha odwmuymaneHoM canTte ynosIHOMOYEHHOro opraHa rocydapcrBa-yfieHa B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTun "MHTepHeT" M B eOuHOM peecTpe
3apermcTpmpoBaHHbIX feKkapCTBeHHbIX cpeacts Coto3a nybnvkyoTca ogobpeHHble
YNOSTHOMOYEHHbIMM OpraHamu rocygapcte-yneHos OXJIM w JIB (B dopmaTte PDF c
pacno3HaHHbIM TEKCTOM).

16. [ns  nekapcTBeHHbIX npenapaTtoB, Tpebywwnx  OONOSHUTENBHOIO
MOHUTOpPUHra 6esonacHoctn, nepen pasgenom 1 OXJIM pasmelwaeTtcs cneumanbHbIN

cumBon ), COMpoBOXAaeMbl crieayowen dgopmMmynnposkon: "[aHHbIN
neKapCTBEHHbIA npenapaT MNOANEXWUT LOMOMAHUTENbHOMY MOHUTOPUHIY. 3TO NO3BONUT
ObICTPO BbISSBUTb HOBYK WHGopmaumio no ©HesonacHoctn. Mbl  obpawaemca K
paboTHMKaM CUCTEMbI 30paBOOXpaHEeHUs ¢ npocbbon coobwatb O  noOdbIX
noao3peBaeMbIX HeXxenaTenbHbIX peakunax".

Ill. Pazpgensl OXJIMN

1. HammeHoBaHue nekapcTBeHHOro npenapara

B paHHOM pasgene ykasblBalOTCS TOProBoe HavMeHOBaHWe feKapCTBEHHOro
npenapata, CBeAeHUs 0 LO3UPOBKE M NnekapctBeHHon dopme. Hanee no tekcty OXJI
CBefEeHNUs1 O OO3MPOBKE WU JeKapCTBEHHOW (bopMe B HaMMEHOBaHUM NEKapCTBEHHOro
npenapata [Jonyckaetcs He ykasbiBaTb. [lpyM onuMcaHun [OencTByloLlero BellecTBa
crnefyeT Nonb30BaTbCs MEXAyHapoaHbIM HenaTeHTOBaHHbIM HaMMeHoBaHMeM (fanee -
MHH), pekomeHgoBaHHbIM BceMupHom opraHmsauunen sgpaBooxpaHeHna (ganee - BO3),
a npu otcytctBum MHH - oOGWenpuHATBIM, XMMWYECKMM UMK  TPYNMNMPOBOYHbBIM
HanmMeHoBaHWeM AencTBytowlero Bewecta. [lpy HeobxoaMMOCTU peKkoMeHayeTcs
Ncnonb3oBaTb MECTOMMEHUS (Hanpumep, "oH").

1.1. losupoBKa

[losanpoBka  OOfMKHA  COOTBETCTBOBATb  KOMWYECTBEHHO  OnpeaeniieMomy
COAEpXaHUI M NPMMEHEHUIO MnpenapaTta M coBnagatb C KONMMYECTBOM, YKasaHHbIM B
KONMYeCTBEHHOM COCTaBe M pexume 003MpoBaHus. PasHble 003MPOBKM OLHOMO U TOrO
Xe NeKapCTBEHHOro npenapaTta crneayeTt ykasblBaTb 0gMHaKoBo, Hanpumep, 250 mr, 500
mr, 750 wmr. Crnegyet wusberaTb WCNONb30BaHUS OECATUYHbLIX pasgenuTenen, ecnu
npumeHnumo (Hanpumep, 250 mkr, a He 0,25 mr). OgHako ecnu nekapcTBeHHast opma
npeacrtaeneHa AByMs n bonee JO3MPOBKaMU, BblPaXXEHHbIMU HECKOSTbKUMU €ANHULaMU
namepenHus (Hanpumep, 250 Mkr, 1 Mr n 6 Mr), TO B HEKOTOPbIX cnyyasix uenecoobpasHee



yKa3blBaTb 403MPOBKY B OOHMX U TEX Xe eauHuLaXx B Lensax ConocTaBMMOCTU (Hanpumep,
0,25 mr, 1 Mr n 6 mr). B yensx 6e30nacHOCTM MUMAMOHBI (Hanpuvep, eanHUy) Bcerga
cnegyeT nucaTb NOSTHOCTLIO, @ HE CoKpallaTb. He cneayeTt ykasbiBaTb HE3HAYNMMbIE HYN
(Hanpumep, 3,0 unn 2,500).

[nsa nekapcTBEHHbIX MNpenapaTtoB, Y KOTOPbIX BblpaXeHne coaepXaHus
AENCTBYHOLLMX BELLECTB B €4uHMLAX MacCbl HE MOXET B MOMHOM MEpe XxapakTepusoBaTb
BMONOrMyeckyto akTMBHOCTb (B YaCTHOCTH, ANst BUONOrMYECKMX U1 UMMYHOBMONOrMYECKNX
fiekapCTBEHHbIX MpenapaToB), 4O3MPOBKa MOXET ObITb BblpaXkeHa:

B eaMHMLax, UCnonb3yemblx B dapmakonesix:

ME - mexayHapoaHas eanHuua 6monornyeckon akTMBHOCTY;

Lf - eaguHMua 6GMonormyeckomn akTMBHOCTM TOKCMHA (aHaTOKCUHA);

PFU - 6nawkoobpasyoume egmHnbl;

Ph. Eur. U. - eanHuua EBponenckon papmakoneu;

N Opyrux egmHuLlax, Hanpumep:

E[l - eanHnubl genctema 6GMONorM4eckon akTUBHOCTH;

PNU - eanHuubl 6enkoBoro asora.

Ecnn mexgyHapooHaa eanHuua ©rMonornyeckom akTMBHOCTM Obina onpefernexa
BOS3, 1O pekomeHOyeTCs NPUMEHATL AaHHYO eOuMHNLY.

1.2. llekapcTBeHHasa chopma

JlekapcTBeHHYO POpMY JieKapCTBEHHOro rpenaparta HeobxoouMMo ykasbiBaTb B
COOTBETCTBMM C MNOSMHbIM CTaHgapTHbiM  TepmuHoMm  dapmakonen Cor3a, BO
MHOXXECTBEHHOM 4uCrie, ecnn NpUMeHuMo (Hanpumep, Tabnetku) (B COOTBETCTBUM C
NMyHKTOM 3 HacToswero pasgena). MNpu oTCyTCTBMM NOAXOASALLErO NOSIHOMO CTaHAAPTHOro
TepMuMHa, nNyTemM KOMOMHMPOBAHUSA CTaHOAPTHbIX TEPMUHOB B COOTBETCTBMU C
HOMEHKNAaTYpoOn neKkapCTBEHHbIX dopM, yTBepxagaemon Komuccuen, mMoxeT ObITb
COCTaBNEH HOBbLIN TEPMUH.

Ecnn 31O HEBO3MOXHO, cnefyeT HanpasuTb oObpalleHve B YNOSTHOMOYEHHbIN
opraH rocygapcTBa-yrieHa O HeobxoOMMOCTM HOBOrO CTaHAApTHOroO TepMuHa Yy
dapmakonenHoro komuteta Coto3a. [lyTb BBegeHUA M NepBUYHAs (BHYTPEHHSS)
ynakoBka B oOOpalleHMM He YKasblBaloTCs, 3a WCKMAYEHMEM CryyaeB, Korga I3Tu
9NIEMEHTbl SABMAOTCSA YacTbld CTAHOAPTHOrO TEpPMWUHA, WNU HeobXxoaumbl B LEensax
6e3onacHoCTU, UM NpPU HaNUYUN NOEHTUYHBLIX NleKapCTBEHHbIX MpenapaTtoB, KOTopble
BO3MOXHO PasfnnynUTb TOMbKO MOCPEACTBOM yKasaHWA NyTW BBELAEHWUS UKW NepBUYHOWN
(BHYTpPEHHEW) YrNakoBKW.

HanmeHoBaHWe 1 0O3MpOBKa PacTUTENbHbIX NEKAaPCTBEHHbIX NpenapaToB AOSMKHbI
COOTBETCTBOBaTb TPebOOBaHMAM MpaBun perucTpauum m 3KCNepTusbl feKapCTBEHHbIX
CcpeacTB A MeANLUUHCKOro NpUMeHeHus, yTeepxaaemMblx Komuccuen.

2. KaueCcTBEeHHbIN N KONTMYECTBEHHbLIN COCTaB

B paHHom pasgene OXIT npuBoauTCcA MNOSHOE OMUCaHWE KadeCTBEHHOro WU
KONMYeCTBEHHOMo COCTaBa AeNCTBYHOLLEro BELWeCTBa, a Npyu He0BXo0aMMOCTN B pasgenax
4.3 n 4.4 OXNIN npuBoaUTCHA OnNMCaHWEe KavyeCTBEHHOro U KONMUYECTBEHHOro cocTaBa
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BCromMoraTenbHbIX BelecTB. Hanpumep, KayeCTBEHHbLIM U KONIMYECTBEHHLIA COCTaB
BCroOMoraTenbHbIX BELEeCTB, YKaszaHHblIX B npunoxeHnn N 10 K HacToAwmm
TpeboBaHnaMm, AOo0fmkKeH OblTb ykaszaH B pgaHHom pasgene OXI nog oTaenbHbIM
noasaronoBkoM "BcnomoratensHbie BelwecTtBa". B koHue pasgena OXJII Heobxogmmo
yKasaTb crneayoLLyto CTaHAapTHYIO dOpPMYNUPOBKY: "MonHbIN nepeyeHo
BCromoraTenbHbIX BELLECTB NpuBeaeH B pasaerne 6.1.".

Ecnu pactBoputenb siBNFeTcA 4YacTbio NEKAapCTBEHHOro npenaparta, CBedeHust O
HeM HeobxoaMmo BKMOYUTL B cooTBeTcTBylowme pasgensl OXJIM (kak npasuno,
pasgenbl 3, 6.1, 6.5 n 6.6).

2.1. KauecTBeHHbIN coCcTaB

HanmeHoBaHue AencTByroLLero BellecTBa npueoguTCs corfnacHo
pekomeHgoBaHHomy BO3 MHH v npn Heo6xoanmMocTn 4ONOSTHAETCSA YKa3aHNeM CONeBOW
nnu rmgpatHon opmel. Mpu otcytcteum MHH cnegyet ucnonb3oBaTb HaMMeHOBaHWE,
ykaszaHHoe B ®apmakornee Cor3a, a ecnv OeuCTBYHKLLEE BELECTBO He BKMHYEHO B
hapmMakonero - oOLWenpuHATOe, XMMWYECKoe WM TpynnMpOBOYHOE HaMMeHOBaHue
aencrteyowero Bewectea. [lpy oOTCyTCTBUM  OBLLENPUHATOrO, XWUMMUYECKOro Wi
rpynnMpoBOYHOIO HaMMEHOBAHUSA HeODXO4MMO YyKasaTb TOYHOE HaydHoe obo3HayeHue.
Ons pencrtBylOWMX BeLWECTB, HE WMEKLWMX TOYHOr0 HayvyHoOro obo3HaveHus,
yKa3blBaeTCs, Kak U M3 4Yero OHU M3roToBrieHbl. He gonyckaeTca BKIOYaTb CCbINKM Ha
dapmakonenHoe Ka4yecTBo.

Ecnn nekapcTBeHHbIM npenapat SBNSETCS pacTUTENbHbIM  JIEKAPCTBEHHbLIM
npenapaTtoM, ykasaHue KayeCTBEHHOro COoCTaBa [LOSMKHO COOTBETCTBOBaTb MNpasuiiam
perncTpaumm 3KCnepTnsbl U NeKapCTBEHHbIX CPeacTB AN MeOULMHCKOro NpUMeEHeHNs,
yTBepxaaembim Komuccuen.

Mpn  yKasaHMM  Ka4deCTBEHHOrO0  CcoCTaBa  JleKapCTBEHHOro  npenapaTa,
npegcrasnsawowero cobon paguocdapmaueBTUdeckmin Habop, HeobXoaMMO 4YeTKO
00603Ha4NTb, YTO PagMON30TON HE SABMASETCS YacTbio Habopa.

2.2. KonnyecTBeHHbIN cOoCTaB

KonnyectBo pgencrteytowero Beuwecrtsa HeobXoOUMMO BblpaxaTb Ha eguHuly
[031MpoBaHNA (0O3MPOBaAHHbIE MHransiLMOHHbLIE NpenapaTtbl - Ha JOCTaBNSeMy 403y U
(M) OTMEpEHHyY AOo03y), Ha eauHuly obbema unn eguHuULy Maccbl, U OHO AOJIKHO
COOTHOCUTBCH C A03MPOBKOK, yKasaHHoM B pasgene 1 OXIII.

KonnyectBo pencTeylollero BellecTBa HeobXogMMO BblpaxaTb C  MOMOLLbH
MeXOyHapOAHOro NPU3HAHHOMO CTaHO4APTHOMO TEPMUHA, KOTOPbLIN NpM HEOBXO4MMOCTH
AONOMHAT APYrMM TEPMUHOM, eCnn OH Bonee NOHATEH MEAULIMHCKMM paboTHUKaM.

2.2.1. Conu n rmgparsbl.

Ecnun gencreyrowee BewecTBO ABNSAETCA COMb UM rMapaToOM, KONMYECTBEHHbIN
COCTaB cnegyeT BblpaxaTb B eauHMUax maccbl (Mnn 6MONorMyeckon akTUBHOCTU B
MeXayHapoaHblX (MU MHbIX) eAuHuuax, ecnn MNpUMEHUMO) OEeWCTBYIOLWEro Havana
(OCHOBaHMs, KMUCMOTbl UnNn 6essoaHon conu), Hanpumep, "60 mMr TopumedeHa (B Buae
uutparta)" unm "TopumedeHa unTpar, akBuBasneHTHbl 60 Mr TopumedeHa”.



Ecnu B xoae npurotoBneHna roToBOro rnpenapara B peakumMoHHOM cmeck (in situ)
obpasyeTcsa conb (Hanpumep, NPy CMELLUBAHNUKN PacTBOPUTENS M NopoLLKa), Heo6xoamMmo
OTpasnTb KOMWYECTBO akTMBHOW 4YacTW MOMeKynbl [OeWCTBYIOWero BewectBa C
yKaszaHueM Ha obpasoBaHue conu in situ.

B OTHOWEHUN LWMPOKO MNPUMEHSEMbIX [OEUCTBYKOLMX BELLECTB B COCTaBe
nekapcTBEHHOro npenapara, 403MPOBKa KOTOPbIX TPagULNOHHO BbipaXaeTcs B CONeBOM
U rmapaTtHou popme, KOrNMYEeCTBEHHbIA COCTaB [OMYyCKaeTCs BblpaxaTb B BUOE COMU
unu rmgpara, Hanpumep, "60 Mr guntnasema rugpoxnopuga”. 3To Npasusio NPUMEHUMO,
ecnu conb obpasyeTcs in situ.

2.2.2. 3dwmpbl 1 NponekapcTea.

Ecnu pgencrteyrollee BelwecTBO 4ABNSeTcad 39(UpPOM UM NPONeKapCcTBOM,
KONMMYECTBEHHbIA COCTaB HeobXoOMMO BblpaXaTb B BuAE KonudectBa admpa unu
nposiekapcTea.

[na nekapcTBeHHOro npenaparta - MpPoJSfiekapCTBa, akTUBHAs 4YacTb MOJSIEKyIbl
AENCTBYylOLLEero BellecTBa KOTOPOro 3apernctpypoBaHa B BUAE CaMOCTOATENBHOrO
neKkapcTBEHHOro npenapara, yka3blBaeTCs TakKe 3KBUBASIEHTHOE KONMYECTBO aKTUBHOM
yacTu MONeKynbl OEeWCTBYOLWEro BewecTtBa (Hanpumep, "75 Mr docdeHnTomHa
9KBMBaneHTHbl 50 Mr doeHnTonHa").

2.2.3. TlopowoK Ans npuroToBfieHUs pacTBopa WM CyCneH3uu Ans npuema
BHYTPb.

KonuyecTtBo gencrByoLlero Bellectsa HeobxoanmMo BbIpasnTb Ha eanHULY 403bl,
ecnu rnpenapaT SBMseTCsa OAHOOO030BbIM, UMW Ha eduHULy OO0beMHOM [03bl nocne
BOCCTaHoBreHNa. B HekoTopbIx crniydad uenecoobpasHO ykasaTb  MOJSISIPHYHO
KOHUEHTpauuio.

2.2.4. TNapeHTepanbHble npenapaTtbl, 3a WCKIOYEHMEM BOCCTaHaBMBaAEMbIX
NMOPOLLKOB.

Ecnn obwee copoepxumoe nepBUYHON (BHYTPEHHEW) YMaKOBKM OOHOL4O30BbIX
napeHTepanbHbIX NpenapaToB BBOAUTCS B BMAEe O4HOM [03bl ("NOMHOE UCMONb30BaHUe
COOEPXUMOrO NepBUYHOMN (BHYTPEHHEW) YynakoBKW"), KONMMYECTBO [OEeWCTBYIOLLEro
BellecTBa criegyeT BblpaxaTb Ha ¢opMy Bbinycka (Hanpumep, 20 mr u T1.4.) 6e3
yKasaHus M3NULWKOB M M30biTka. HeobxoomMmo Takke ykasaTb KONMYecTBO Ha 1 M u
o6LWKMIM 3aABNEHHbIN 00BEM.

Ecnn konuyectBO OOHOA030BbIX NapeHTepasibHbIX FeKapCTBEHHbIX MNpenapaTos,
paccynTbiBaeTCsl Ha OCHOBaHWWM MaccChbl Tena, nnowagn NoBEepPXHOCTU Tera unm MHOWM
nepeMeHHonm nauneHta ("4yacTU4HOE WCMNONb30BaHME COAEPXMMOro  MNEPBUYHOWN
ynakoBKK"), KONMMYECTBO AEWCTBYHOLLEro BewecTBa cnegyeT BblpaXaTb B MUMNUIUTPaAX.
Heobxoaumo Takke ykasaTb OOWWMA 3asBMEHHbIn 06beM. M3nuwkn u mnsbbITOK He
yKa3blBalOTCS.

KonnyectBo  pgencrteyowlero Bewecrtsa  MHOrOLO30BbIX  NapeHTeparnbHbIX
neKkapcTBEHHbIX MpenapaTtoB W MNapeHTepanbHbIX JIEKAapCTBEHHbLIX MpenapaTtoB B
bonbwmx obbemax cnegyet Bblpaxatb Ha 1 mn, Ha 100 mn, Ha 1000 mn wu T.4.
coobpas3HO obcToATENbLCTBAM, 3@ UCKIHYEHWEM MHOrOA030BbIX BaKUWH, coepalumx
"n" ognHakoBbIX 003. B 9TOM crnyyae JO3MPOBKY crieayeT BblpaxaTb Ha 06bEeMHYHO 4O3Y.
N3nuwkn n n3bbITOK HE yKa3biBaOTCS.

Ecnu npumeHumo, Hanpumep, B OTHOLLEHUN PEHTIEHOKOHTPACTHbIX NpenapaTos U
napeHTeparnbHbIX MpenapaToB, COAepXallMx HeopraHMyeckne CcosiM, KOJIMYecTBO



OENCTBYIOLLEro BewlecTBa cregyeTr Takke YykasbiBaTb B munnuMmonsax. [Ons
PEHTFEHOKOHTPACTHLIX MpenapaTtoB C MOACOAEPXALUMMKN OENCTBYHOLMMN BeLlecTBaMu
NOMMMO KONMYyecTBa OENCTBYIOLLENO BeLLeCcTBa criefyeT ykasblBaTb KONMYECTBO Moda Ha
1 mn.

2.2.5. Tlopowok, nognexawmun BOCCTAHOBIIEHUIO Mepen MapeHTepanbHbIM
BBEeAEHMNEM.

Ecnn  nekapcTBeHHbIN  npenapat  SABNSETCA  MOPOLUKOM,  noasfiexawmm
BOCCTAHOBIIEHUIO Mepen napeHTepanbHbiM BBeAeHMeM, Heobxoaumo ykasaTb obuiee
KONMYecTBO [EeWCTBYIOLLEro BeLlecTBa, CoAepxalleecs B NepBUYHOM (BHYTPEHHEW)
ynakoBke, 0e3 yKaszaHus U3NULKOB U U30bITKa, a TakkKe KonmyecTBo Ha 1 mn nocne
BOCCTaHOBJIEHUSA MPU YCITIOBUN OTCYTCTBUS HECKOSIbKMX BapuUaHTOB BOCCTAHOBMNEHUA U
pasnnyHbIX UCMONb3YEMbIX KOMMYECTB, KOTOPbIE NPMBOAAT K 0O6pa3oBaHMI0 pasnnyHbIX
KOHEYHbIX KOHLIEHTpauun.

2.2.6. KoHUeHTpaThI.

KonnyectBo HeobGXxoauMoO BbIpasuTb Kak codepXaHume Ha 1 MI KOHUeHTpaTta U
obulee copepxaHne [pencTeylowero BewectBa. HeobxogMmo Takke BKIIOYUTH
cogep)xaHne Ha 1 MS1 nocrne pekoMeHOyemoro pasBefeHuUa MNpu ycrioBUM OTCYTCTBUA
pa3BeeHnNda KOHLEHTpaTa 40 pasfnnUyHbIX KOHEYHbIX KOHUEHTPaLNN.

2.2.7. TpaHcaepmMarnbHble NacTbIpu.

Heobxoaumo ykasaTb criegylowne KoONMYeCTBEHHble [daHHble: coaepXaHue
OENCTBYIOLLEro BellecTBa B NNacTblipe, CPEOHIO OOCTaBSEMYIO 3a €OMHULY BPEMEHMU
A03y, nnowaab BelCBOOOXAAOLLEN NOBEPXHOCTU, HAaNnpumMep:

"Kaxxgbin nnactblpb nnowaabto 10 cm 2 cogepxut 750 Mkr acTpaguona,
BbICBOOOXOas 3a 24 Yaca HOMUHanNbHO 25 MKr acTpaagnona”.

2.2.8. MHorogosoBble TBepAble U MSrKMe nekapcTBeHHble POPMbI.

KonnyecTtBo gencTBylollero Belectsa HeobxoaMmMo No BO3MOXHOCTM YKasblBaTb
Ha eguHMUy O003MPOBaHUS, B OCTasbHbIX cnydasix - Ha 1 1, Ha 100 r unm B npoueHTax
coobpasHo obcToATENLCTBAM.

2.2.9. buonornyeckne nekapcTBeHHbIe Npenaparhbl.

2.2.9.1. YKaszaHue 0031pPOBKHU.

KonnuectBo GMoONorMyecknx nekapcTBEHHbIX NpenapaTtoB crieqyeT BblpaxaTb B
eanHuLax Mmaccbl, eauHuuax OMnonornvyeckonm akTUBHOCTM WM MeXOAYyHapOAHbIX
eANHULax B 3aBUCMMOCTU OT KOHKPETHOro npernapata U oTpaxas B COOTBETCTBYHLLMX
cnyyasx nopsagok, npuHaTeln B @apmakonee Coro3a. B oTHOWEHUM NarnnupoBaHHbIX
GenkoB crnegyeT Takke yuntbiBaTb npunoxeHue N 2 Kk HacToawmm TpeboBaHUAM B 4acTu
onucaHusa coctaBa NarunMpoBaHHbIX (KOHBIOMMpoBaHHbIX) 6enkos B OXIII.

2.2.9.2. [lencTyowmne Bewectsa G1MONoOrMyeckoro NponNCXoXaeHusl.

HeobxoamMmo KpaTko onmcaTtb NPOMCXOXOEHNE AENCTBYHOLLErO BELLECTBA, YKa3aTb
CBOMCTBA BCEX MWCMOMb30BaHHbLIX B MNPOM3BOACTBE KIMETOYHbIX CUCTEM W, €Cnu
NPUMEHNMO, UCMNONb30BaHME TexHonorum pekombuHaHTHon [QHK. dpasa nanaraetcs B
cnepywowen pepakuuun: "lNonyyeHo € ucnonb3oBaHMeM KreTok XXX [No TexHomnoruu
pekombuHaHTHOM OHK].".

Hwke npuBegeHbl NpUMEpPbI, WAMIOCTPUPYIOLWLME  UCMNOMb30BaHWE  [OAHHOro
npuHUMna:

"Nnosily4eHo ¢ ncnonb3oBaHneM AuNIongHbIx kneTtok Yyernoseka (MRC-5)";

"nonyyeHo C wucnonb3oBaHMem knetok Escherichia coli no TexHonorum



pekoMbuHaHTHOM [QHK";

"NONy4YeHo C NCNOSb30BAHMEM KITETOK KyPUHbIX 3MOPMOHOB";

"nonyyeHo U3 JOHOPCKOM nsia3mbl YerioBeka";

"nonyyeHo n3 Moyum yenoseka";

"Nosily4eHo 13 KpoBMu KMBOTHbIX]";

"NonyyYeHo 13 TKaHW NogXenyao4HOW Xenesbl CBUHEN",;

"NosTly4eHo 13 Crnm3ncTon 060I04YKM KULWLEYHMKA CBUHERN".

2.2.9.3. Ocobble TpeboBaHUs K HOpManbHbIM UMMYHOTNIOBYIMHAM.

Heobxogmmo ykasaTb pacnpegernieHme HopManbHbIX MMMYHOrNOOYNMHOB MO
cybknaccam IgG B npoueHTax oT obuiero cogepxaHusa IgG. 3atem ykasbiBaeTCsl BEPXHSAS
rpaHvua cogepxanus IgA.

2.2.9.4. Ocobble TpeboBaHMA K BakLUMHAM.

Heobxoaumo ykasaTb coepxaHue [OenCTBYHLWero BelecTBa Ha eauHuuy
AosupoBaHua (Hanpumep, Ha 0,5 mn). MNpu HanMuuMM agbIOBAHTOB HEOBXOAMMO yKasaTb
NX KaYECTBEHHbIN N KONMMYECTBEHHbIA COCTaB.

Heobxogumo nepedncnuTb npumecu, npepcrasnsowme ocoby 3Ha4YMMOCTb
(Hanpumep, oBanbbyMuH B BakUUHaX, MNOMYYEHHbIX U3 KYPUHbIX SK1L).

B npunoxennn N 3 k Hactoswmm TpeboBaHuaM cogepxatcsi OOMOSHUTENbHbIE
pekoMeHgaumm no apmMaueBTUYECKMM acnekTam npeacraBneHns uHgopmMauum o
BaKLMHaX Ansi MEOULMHCKOTO NMPUMEHEHMS.

2.2.10. PacTutenbHble NekapCTBEHHbIE Npenaparbl.

YKkaszaHne KONMU4eCTBEHHOrO0 COoCTaBa [O/MKHO COOTBETCTBOBaTb Mpasusiam
permcTpaumm n aKcnepTusbl NeKapCTBEHHbIX CPenCTB ANA MeAUUMHCKOro NpUMEHEHUs,
yTBepxnaembim Komuccuen.

3. JlekapcTBeHHana hopma

HanmeHoBaHMe nekapCTBEHHOM (POPMblI YyKa3biBaeTCd B COOTBETCTBUM C
HOMEHKNAaTYpON JeKapCTBEHHbIX opM, yTBepxagaemon Komuccuen. ITOT TepMUH
AOIMKeH coBnagaTb C TePMWHOM, ykasaHHbIM B pasgene 1 OXJIMN. OgHako, ecnn Ha
NepBUYHON (BHYTPEHHEN) YNakoBKE UCMONb3yeTCA COKPALLEHHbIN CTaHOAPTHLIA TEPMUH,
B gaHHom pasgene OXJIM cokpalleHHbIn TEePMWH AOMOSTHUTENbBHO NPUBOAUTCA B
ckobkax.

B otoenbHOM OT cTaHgapTHOro TepMmHa ab3aue HeobxoanMo NpUBECTU onncaHue
BHELLHero Buaa npenaparta (UBeT, 3HakKu M T.4.), BKMAYas cBefeHust O (pakTUyeckmx
pa3mMmepax TBepaomn nekapcTBeHHON hopMbl 419 Nnpuema BHYTPb, Hanpumep:

"TabneTtku

Benble, kpyrnble TabneTkM C NAOCKUMU CKOLLEHHBIMU KpasiMn gnameTpomMm 5 mm co
3Hakom "100" Ha ogHoOM CTOpPOHE"

Ecnn Ha TabneTkax npegycMmoTpeHa pucka, HeobxoamMmo ykasaTb, NOATBEPXOEHO
nn BocnpousBoanmMoe pasgeneHve tabnetok. Hanpumep, "Pucka npegHasHadeHa nullb
ANs pasnambiBaHWS C Lienbio obneryeHus npornatbiBaHUs, a He Ons pasgerneHvss Ha
paBHble 003bl", "TabneTky MOXHO pasfennTb Ha paBHble NOMOBUHbLI".

CnepyeTt npencraBuTb cBedeHns o pH 1 ocMonapHOCTU Npu HEOBXOOMMOCTN.

Ecnn  nekapCTBeHHbIM  npenapaTt  MOASIeXUT  BOCCTAHOBIIEHWIO  nepen
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npumMmeHeHneM, B gaHHoM pasgene OXJI Heobxoanmmo onucaTb BHELIHWN BUA nepeq
BOCCTaHOBMeHNeM. BHewWwHWn BNO nNekapCTBEHHOro npenapata nocre BOCCTaHOBEHUS
Heobxo4MMo yKkasaTb B pasgenax 4.2 n 6.6 OXJI.

4. KnuHuyeckmne gaHHble

4.1. NokazaHUA K NPUMEHEHUIO

[MokasaHnsA K MPUMEHEHUIO YKa3bIBAKOTCSH YETKO N MAKOHUYHO, N OOSMKHbI OTpaxaTtb
uenesoe 3aboneBaHWe WAN COCTOSIHAE C YyKasaHMEeM HarnpasfieHHOCTW Tepanuu
(cumnTOMaTMyeckasi, 3TUOTPOMHAA WNU oOKasblBawLWlasi BIUSHUE Ha TeYeHue unu
nporpeccupoBaHne 3abonesaHus), Ans nNpodunakTMkn (NEpPBUYHON U BTOPUYHON) U
anarHoctuku. Ecnum npymeHuMmo, ykasbiBaeTcs MHGopMaums O LeneBor nonynsaumm,
OCOBEHHO MPY HANUYUN OrpaHUYEHNIA NS OTAENbHbIX KaTeropui NaumneHToB.

NHpopmMaumnsa o KOHEYHbIX TOYKax UccneoBaHus, Kak npaBumo, He NPUBOAUTCA.

[MokaszaHna K NPUMEHEHUI0 C Uenblo NPOPUNAKTUKN U MHOpMaUMIO O LieneBou
nonynsauMm gonyckaeTcs ykasbiBaTb B OOLLMX YepTax.

Pesynbtatbl nocrnegywowmx  UcCrnefoBaHUM,  YTOYHAKOLWNUX  POPMYNUPOBKY
3aperncTpmMpoBaHHbIX NMoOKasaHUM UIN CBEAEHUM O HUX, MOXHO BKIOYUTb B pasgen 5.1
OXIII, ecnu oHM He npeagnonaratT BKNOYEHNE HOBOIO NoKasaHus!.

Heobxogumo ykasaTb WHGopmaumio o6 o06s3aTenbHbIX YCHOBUSX MPUMEHEHUS
npenapata, ecnn OHW OOSMKHbIM 06pa3oM He ynoMuHarTca B Apyrmx pasgenax OXJIM,
HO SABNSAKTCA 3HAYUMbIMK, Hanpumep, O COMYTCTBYWOLWMX OUETUHECKUX Mepax,
n3MeHeHuaxX obpasa XXU3HU UM CONyTCTBYIOLLEN Tepannu.

HeobxoomMmo ykasaTb BO3pacTHble [pynnbl, KOTOPbIM MOKa3aH npenapaTt, C
yKaszaHueM BO3pacTHbIX rpaHuL, Hanpumep:

"X nokasaH [B3pOCMbIM, HOBOPOXAEHHbIM, MriajeHuam, OeTsaMm, NogpocTkam] B
BO3pacTe OT X A0 Yy [neT, mecdaues].". Ona uenen Hactoswmx TpeboBaHu peTckas
nonynauusa pasgernieHa Ha Bo3pacTHble NoArpynnbl: HEAOHOLWEHHbIE HOBOPOXAEHHbIE (C
yKasaHueMm cpoka recraumm), OOHOLWeEHHble HOBOpOXAeHHble (0 - 27 aHen), netu
rpygHoOro Bospacta u mnageHubl (28 gHen - 23 mecqaua); getn (2 - 11 neT), NOAPOCTKM
(ot 12 - 18 ner).

Ecnun nokasaHne K npyumMeHeHnto npenapaTa 3aBUCUT OT OnpeaeneHHoro reHoTuna,
WM 9KCMpeccuuM reHa, wunuM onpegersieHHoro deHoTuna, AaHHoe OBCToATENbCTBO
HeobX0ANMO OTPa3nTb B MOKa3aHUMW.

4.2. Pexkum o0O3MpPOBaHMA N CNOCOb6 NpUMeHeHuns

B cnyyae Hanuuua ocobblXx MeaUUMHCKUX npeanucaHnuin no  nNpUMEHEHUIO
nekapCcTBEHHOro npenaparta, B TOM 4uCre OrpaHU4YeHHOro OTnycka, OaHHbIM pasaern
OXIIIN cnegyeT HayaTb C ONUCaHNA TaKMX YCNOBUN.

Mpn HanuMyuum ocobbix onaceHu B OTHOLWIEHMM Be3onacHOCTU criegyeT Takke
OTpasnUTb pPeKOMeHOyeMmble OrpaHU4YeHuss OTHOCWUTENbHO YCMNOBUMA  MPUMEHEHUS
(Hanpumep, "TONbKO ANA CTauMOHAPHOro NpUMeHeHus" nnu "HeobxogmMmo pacnonaratb



NOAXOASLLMM peaHUMaLMOoHHbIM obopyagoBaHnem").

4.2.1. Pexum gosmpoBaHu4.

CnepyeT 4eTKO yKasaTb pPEeXUMM [O03MpPOBaHMA ANa Kaxgoro cnocoba (nytu
BBEAEHWS) U AN KaX4oro nokasaHus K NpUMEHEHI0.

Ecnn npumeHumo, npuBOOATCA CCbINKM Ha oduumarnbHble pekoMeHOauuu
(HanpumMep, N0 NEPBMYHON BaKUMHAUMM M aHTMOMOTMKaM, a Takke peBakunHaLuun).

Ecnv npyumeHuMo, Ansa Kaxkaow kateropumn (BblgensoTca noarpynnsl nonynsumm no
BO3pacTy (macce Tena, nnowaan noBepxXHOCTU Tena) COOTBETCTBEHHO) YKa3blBalOTCH
pekoMmeHayemble [03bl (Hanpumep, B Mr, Mr/kr, Mr/M2) Oons vHTepBana go3MpoBaHUA.
KpaTHOCTb NnpuMeHeHusi criedyeT BblpaxaTb B eAuHuLax BpeMeHn (Hanpumep, 1 nnu 2
pa3a B OeHb (CyTKM) unu kaxgable 6 4acoB), BO u3bexaHue nyTaHuubl He crenyet
nonb30oBaTbCA COKpaweHnamMmn, Hanpumep, "1 p/a, 2 p/a, 1 pas/cyT, 2 pasa/cyt".

Ecnn npumeHumo, ykasbiBatoTcs:

MakCuManbHas pekoMeHayemasi pas3oBasi, CyTodHas u (mnu) obuwas (Kypcoas)
[03a;

HeobxoaMmMocCTb noabopa 4o3bl;

CTaHOapTHas OnUTEeNbHOCTb MPUMEHEHUMS W BCe OrpaHuMyeHust no ee
NPOOOSDKUTENBHOCTN, a Takke, ecnv nNpUMEHMMO, HeOobXOAMMOCTb MOCTENEHHOro
CHWXXEHMUS A03bl U pekoMeHZaumm no oTMEHe NPUMEHEHMWS;

npegnpHUMaemMble Mepbl Npu Nponycke ogHou unu bonee 03, UK, Hanpuuep,
npu pBOTE Nocne npuema npenaparta (pekomeHgaumm OOMmKHbl BbITb Kak MOXHO Bonee
TOYHbIMM, YYMTbIBAKOLLNMM pEKOMEHOYEMYIO KpaTHOCTb NPUMEHEHUS n
COOTBETCTBYOLWMNE PapMaKOKMHETUYECKNE AAHHbIE);

NpeBEHTMBHbIE Mepbl BO u3bexaHue pasBUTUA HEKOTOPbIX HexenaTesnbHbIX
peakuunn (Hanpumep, NpUMeHeHe NPOTUBOPBOTHbLIX NPenapaToB) CO CCbISNIKOW Ha pa3aen
4.4 OXJI;

CBA3b NpuemMa rnpenapaTta C NPUEMOM XUOKOCTU U MULLM BMECTE CO CCbISIKON Ha
pasgen 4.5 OXII, ecnu MmeeT MeCcTO B3aMMOAEWCTBME, HaANpuMep, C arnkoronem,
rpemnpyTomM 1M MOJSIOKOM;

pekoMeHgaumm Mo rMOBTOPHOMY MPUMEHEHUIO BMeCTe C WHdopmaumen o
HeobXOANMbIX MHTEpPBanax Mexay KypcaMmu neveHus, ecriv NpUMeHNMo;

B3aMMOENCTBUSA, Tpebylolme cneumanbHOM KOppeKuMn 03bl, CO CCblfiIkaMu Ha
apyrne npumeHumble pasgenst OXIIIM (Hanpumep, pasgensl 4.4, 4.5, 4.8, 5.1, 5.2);

npu HeobXoOMMOCTM - pekoMeHZauuuM O HeZdonyCTUMOCTM  LOCPOYHOro
npekpaweHs Tepanun Mnpu BO3HUKHOBEHUM HECEPbEe3HOW HexenaTenbHOW peakuuu,
ABMSAOLLENCS YaCTOW, HO NPEXOAALLLEN UK YCTPaHSeMOoKr C NOMOLLbI0 nogbopa Ao03bl.

[nsa KOHKpeTHOro npenapata, ecnu gaHHaa WHgopMauus sBRASETCs 3HAa4YMMOW,
cnefyeT ykasaTtb criegyrollee:

"AKTUBHOCTb nekapcTBEHHOro npenapara [Toprosoe HanMeHoBaHue
nekapcTBEHHOro npenapata] BblpaxaeTcs B [ykaszaTb HaMMmeHoBaHue] eguHuuax. ITu
eONHULbI He B3aMMO3aMeHsieMbl C eAuHMUaMW, UCMNOSIb3YEMbIMU AN BblpaXKeHUs
aKTMBHOCTW ApYyrnx npenapaTtoB C [HaMMeHoBaHWe OENCTBYOLEro BewecTsal.".

4.2.2. Ocobble rpynnbl NaLMEHTOB.

MpuBOoOATCA CBEAEHMsI O KOPPEKUUM [03bl UM UHbIE CBEAEHUs, Kacarowmecs
pexuMa [Oo3MpoBaHUS Yy o0coObix rpynn nauMeHToB B cCreunanbHO BblOeNEeHHbIX
nogpasgenax. YkasaHHble CBeleHUd pacrnonaraloTcs no CTeneHn BaXXHOCTU, Hanpumep,



B OTHOLLEHUMN:

N, NOXKUoro Bo3pacrta. YeTko ykasblBaeTCca HeobXoaAMMOCTb KOppekumn 003bl y
nobbIX NOArpynn nuy, NOXUAOro Bo3pacTa CO CCbifikamu Ha gpyrue pasgenst OXJI,
cofepXalune ykasaHHble cBeaeHus, Hanpumep, 4.4, 4.5, 4.8 nnn 5.2,

naumMeHToB C MNOYEYHOW HeOOoCTaTOYHOCTbI. PekomeHgauum no O03MpOBaHULO
JOMMKHbl  Kak MOXHO ©0onee TO4YHO COOTHOCUTBCS C Auana3oHamMu  3Ha4YeHUM
OMOXMMMYECKMX  MapKepoB MOYEYHOW HEeAOCTaTOYHOCTWU, WUCMOSIb30BaHHbIMM B
KIMHNYECKNX UCCeaoBaHUNAX, U pesynbTaTamMmm 3TUX UCCeq0BaHUMN;

NnauneHToB C MEYEeHOYHOM HeOOCTAaTOYHOCTbD B COOTBETCTBUMM C OAHHbIMU O
naymeHTax, BKIIOYEHHbIX B UCCNegoBaHus (Hanpumep, "ankoronbHbid UMppo3") wu
onpeaeneHnamMm, NCnonb3oBaHHbIMKM B 3TUX UCCReAoBaHusIX, Hanpumep, 6ann (knacc)
no wkane Yanna-lbto;

nauMeHToB C onpefeneHHbIM reHOTUMOM CO CCbifikamu Ha apyrue pasgenst OXJIIT,
cogepxalune bonee noapobHble cBEAEHUS, €CNUN NPUMEHUMO;

NPOYMX 3HaAYUMbIX OCOObIX rpynn NauuMeHToB (Hanpumep, nauueHTbl C ApYruMm
conyTcTBylOLWMM 3aboneBaHMem Unn naumeHTbl ¢ n3bbITOYHON Maccon Tena).

B HekoTOpbIX cnyyasx MpMBOAATCA pPeKoMeHOaunnm no Koppekumn [0o3bl,
HanpuMep, Ha OCHOBaHUN HABMAEHW 3@ KITMHUYECKUMN CUMITOMamMn U Npu3Hakammn mn
(vnn) nabopaTopHbIX OaHHbIX, BKIOYAs KOHUEHTpAUUKO JIeKapCTBEHHOro npenapata B
KpoOBW, CO ccbinkamu Ha gpyrue pasgensl OXJIM, ecnn npuMmeHumo.

4.2.3. leTn.

B OXIIM pomkeH 6bITb npegycMoTpeH oThenbHbln  nogpasgen  “"Hdetun.
[MpuBoauMbIE CBedeHUs [OOSKHbI OXBaTblBaTb BCe Noarpynnel  AeTen, crnegyet
coobpasHO 06CTOATENLCTBAM MCMNOMb30BaTb KOMOMHAUMIO MOTEHUMarnbHbIX CUTyauun,
OMUCaHHbIX HUXeE.

Ecnun npenapat nokasaH geTsam, pekoMeHLaunmn rno pexmmy o3vpoBaHua cnegyet
ykasaTb AN Kaxdon 3HayMmon noarpynnbl. Bo3pacTHble pamMku OOSKHbI OTpakaTb
OLIEHKY NOMb3bl M PUCKOB, MPOBEAEHHYIO ANS KaXXA0W NoArpynnbl.

Ecnn pexum gosmpoBaHMsa y B3pPOCHbIX U AeTen coBnagaeT, OOCTaTOYMHO 3TO
yKasaTb, JONOSHUTENBHO MOBTOPATbL PEXMM J03UPOBAHUSA He TpebyeTcs.

HeobxogmMmo ykasaTb pekoMeHayemble A03bl (Hanpumep, B Mr, Mr/kr, Mr/m 2) ons
WHTEepBana A03MpOBaHMSA B OTHOLWIEHMM BO3pPaCTHbIX MOArpynn, KOTOPbIM MOKasaH
npenapat. B OTHOWeEHUM pasnuMyHbIX NoArpynn MoxeT notpeboBaTbCs yKasaHue
pasnnyHbiX CcBedeHun o p[osupoBaHun. [lpy HeobxogumocTn crnefyeT nNpuUBECTH
pekoMeHaaumm OTHOCUTENTIbHO HEAOHOLUEHHbIX HOBOPOXAEHHbIX C YyKaszaHuem 6onee
nogxogsuiero Bo3pacta, Hanpumep, reCtalMOHHbIN U NOCTMEHCTPYarbHbIN.

B 3aBMCMMOCTM OT nNoarpynnbl, KIIMHUYECKUX AAaHHbLIX U AOCTYMNHbIX NeKapCTBEHHbIX
dopM [03a BblpaXkaeTcsl UCXoAsa M3 MacChbl UK NoLagn NoBEPXHOCTU Tena, Hanpumep,
"netam B Bo3pacTe oT 2 Ao 4 net no 1 Mr/kr maccel Tena 2 pasa B AeHb".

Ecnn npumeHnmo, ceeeHns 0 BpeMeHU npuemMa npenapata A0SKHbl YYUTbiBaTb
pacnopsiaok aHa pebeHka, Hanpumep, WKona Unn CoH.

Ecnn npenapat nokasaH [eTsM M HEBO3MOXHO paspaboTaTb NOOAXOOSALLYHO
AETCKYI0 nekapcTBeHHyo dopmy, B pasgen 6.6 OXII co cebinkon Ha pasgen 4.2 OXII
HeobXo4MMO BKNKOYUTL NOAPOOHbIE MHCTPYKUMM MO cnocoby nonyyeHus npenaparta ex
tempore.

[03bl 1 cnocob NPMMEHEHNS Y pa3NMYHbIX NOArPYNN AonycKaeTcs NpeacTaBnaTh B



dopme Tabnuupbi.

Ecnun npenapat He nokasaH HEKOTOPbIM UM BCEM BO3pacTHbIM rpynnam AeTen,
NPy HEBO3MOXHOCTU [AdaTb peKoMeHZauum no pexumMy [O03UPOBaHUSA, UMeroLmecs
cBefeHuss crnegyeT o0006WMTE C  UCMOMb30OBaHWEM  Criedylwmx  CTaHA4apTHbIX
POPMYSIMPOBOK (OAHOWN NN KOMBUHALIMKN N3 HECKOSBbKUX UCXOAS U3 0BCTOATENLCTB):

"[be3onacHocTb U adhdekTUBHOCTL] X y AeTen B Bo3pacTe OT X A0 Y [Mecaues,
net] [vnun y mobbix Opyrnx 3Ha4YMMbIX NOArPynmn, HanpuMmep, No macce Tena, NoroBou
3penocTtun, Nosy] Ha AaHHbIN MOMEHT He YCTaHOBIIEHbI".

Heobxogmmo nobasuTb 0gHY M3 crieayrowmx opmynmnpoBoOK:

"[lJaHHbIE OTCYTCTBYIOT".

"Imetowmeca Ha cerogHAWHWA OeHb OaHHble npuBedeHbl B pasgene [4.8; 5.1,
5.2], ogHako HEBO3MOXHO JaTb PEKOMEHOaUNM Mo pexnmMmy 4o3mposaHma".

"X He crnegyeTt NpUMeHATb Y AeTen B Bo3pacTe OT X A0 Yy [mecsaues, net] [unm y
nobbIX OPYrMX 3HaAYMMbIX NOArPYNM, Hanpumep, NO Macce Tena, MonoBOW 3pPernocTy,
nosy] B CBA3M C OMNaceHnaAMuM OTHOCUTENbHO [be3onacHOCTH, 3PEPEKTUBHOCTU]
[nepeuncnsaoTca onaceHnsa] nNogpobHO U3NOXEeHHbIMWU B pasgenax [ykasblBarTcA
pasgenbl, cogepxxaiune nogpobHblie cBeaeHus, Hanpumep, 4.8 unu 5.1]".

"lNo nokasaHusaMm [ykasaTb nokasaHus] X y [oeTewn, geten B Bo3pacte OT X A0 Y
[Mecsaues, net], unu y nobblx gpyrnx 3HadnMMbIX NOArpynm, Hanpumep, No Macce Tena,
NOJSI0BOM 3peNoCTH, nony] He NnpumeHsaeTcs".

"X npoTmBoMnoKasaH y AeTen B Bo3pacTe OT X A0 Y [Mecsaues, net], unu y nwobbix
ApYrnx 3Ha4YnMMbIX Noarpynn, Hanpumep, No Macce Tena, NosioBOM 3penocTu, nony], [npu
nokasaHuu [ykasaTb Ha3BaHuWe rnokasaHus] (ccolnka Ha pasgen 4.3)]".

Mpn Hannumn 6Gonee noaxogdwen Ansa MNpUMEHEHUa [O03UPOBKM U (Unn)
nekapCTBEHHbIX OOPM ANA HEKOTOPbIX UKW BCEX NoAarpynn geten (Hanpumep, pactsBop
Ans npuemMa BHYTPb Ana geten), ato gonyckaetcs ykasaTtb B OXJII Ha npeacTaBneHHyto
(MeHee noaxoasLyo) 403MPOBKY U (MNN) NeKapCTBEHHYIO dOpMY.

Hanpumep: "gpyrve nekapcTBeHHble opMbl U (MNK) OO3MPOBKM MOFYT nydlle
yOOBIEeTBOPATb NOTPEBHOCTN AaHHOW rpynnbl”.

4.2.4. Cnocob npuMeHeHus.

Mog otpenbHbiM nogsaronoBkoM ("Mepbl NpenoCTOPOXHOCTWU, MPUHUMAEMbIE
nepen npMMeHeHWeM npenapata unu npu paborte ¢ HUM") CO CChbINIKOW Ha pasgen 6.6
(vnn 12) OXIJIM ykasbiBatoTCA BCe 0cobble Mepbl NpefoCTOPOXHOCTU npu paboTe C
npenapatoMm WM ero MNpUMEHeHun (Hanpumep, ANs UMTOTOKCUMYECKUX npenapaTos)
MEeANLMHCKUMN paboTHUKaMM (BKMo4as OepeMeHHbIX MeOUUMHCKMX paboTHUKOB),
NauMeHTOM M yXaXXKuBaroLwmmm nuuamu.

YkasblBaeTca MyTb BBEOEHUHA, U NPUBOAATCS WUCYEpMbiBAKOLWME MHCTPYKUUKM MO
npaBuSIbHOMY BBEOEHUIO W TMPUMEHEHUI0. WIHCTpyKuMM MO NPUroTOBMEHUK Unn
BOCCTAHOBJIEHMIO creayeT npuBecTu B pasgerne 6.6 wnu B pasgene 12 OXIM (npw
HeobXo4MMOCTK) N AaTb CCbIfIKYy Ha AaHHbIM pasgen OXJIN.

Mpn Hanuuum noaTBepXAarwWwmMx AaHHbIX HEeobXOOMMO MakCUMarnbHO MOHATHO
npeactaBuTb cBeAeHUs 00 anbTepHaTMBHbLIX CNOCoBax, yny4llarowmx NnpuMeHeHne unm
NpUeMNeMocTb MPUMEHEHNSA JeKapCTBEHHOrO npenapara (Hanpumep, BO3MOXHOCTb
pasnambiBaHus TabneTkun, paspes3aHusi TabneTtku wunuv TpaHcaepManbHOro nracTbIps,
pasmenbyeHnsa TabneTku, BCKPbITUS Kamncys, CMELIMBAHUA MX COAEPXUMOro C MULLEN,
pacTBOPEHUA B HanUTKax C YKasaHMeM Ha BO3MOXHOCTb MPUMEHEHUs 4acTu [03bl),



0COB6€eHHO Npu BBEAEHUN NOCPELCTBOM 30HAOB 4151 UCKYCCTBEHHOMO BCKapMIIMBaHMS.

Heobxoommo o06bsACHUTL BCe cneuunanbHble pekoMeHZauuMm Mo MNPUMEHEHMIO,
obycnoBreHHble NIekapCTBEHHOM (hOPMON, Hanpumep:

"B CBSI3N C HEMPUATHbIM BKYCOM >XeBaTb TabneTKu, NOKpbITble OOOMOYKON, He
cnepyet";

"He cnenyeT pasnambiBaTb TabneTkn, MNOKPbITble  KULIEYHO-PaCTBOPUMOM
000no4YKkon, MNOCKONbKY OHa npenaTcTByeT [pH-3aBucumomy pacnagy, pasgpakeHuto
KnwedHukal";

"He crnegyeT pasnambiBaTb TabneTKy, MOKPbITY0 060M0YKON, NOCKONbKY 060Mno4vKka
npegHasHavyeHa onga obecrneyvyeHnsa MNPOSIOHIMPOBAHHOIO BbICBOOOXAEHNA (CM. pasgern
5.2)".

HeobxoomMmo npencrtaBuTb CBeAEHUSI O CKOPOCTM BBEOEHMS MapeHTepanbHbIX
npenapaTos.

Llenecoobpa3Ho npuBectTM CBeAEHMSS O  MakKCUManbHOWM  KOHUEHTpauuu
napeHTeparnbHbIX MpenapaToB, KOTOPYK MOXHO 6e3onacHO BBOAUTL AeTaM (ecnu
NPUMEHNUMO), OCODEHHO HOBOPOXAEHHbBIM, Y KOTOPbIX [OCTAaTOYHO 4acTo MMEKTCH
orpaHn4yeHns Ha BBeLEHUE XMUAKOCTU (Hanpumep, "He 6onee yem X mr/Y mn pacteopa").

4.3. NMpoTnBonokasaHus

B paHHom pasgene OXIJIM  ykasbiBaloTcAa 06CTOATENLCTBA, MNPU  KOTOPbIX
nekapcTBEHHbIN npenapaT He OOSMKEeH NPUMEHATLCA N3 coobpaxkeHnin 6e3onacHOCTH, TO
eCTb npoTmBonokasaHus. K TakMm oO6cToAaTenbCTBaM OTHOCATCA oOnpeneneHHble
KNMUHUYECKNE COCTOSsIHUSA, COonmyTCcTBylowwmMe 3aboneBaHund, gemorpadpuyeckme gakTopsbl
(Hanpumep, non, BO3pacT) Unu nNpeapacnosioXXeHHOCTb (Hanpumep, metabonunyeckne m
UMMYHOOrMyeckne ¢aktTopbl, onpeaesieHHbI reHOTUN U NeKapCTBEHHbIE peakunn Ha
npenapaTt WNU Krnacc npenapaTtoB B aHaMHese). OTU obcTodaTenbctBa Heobxooumo
yKasaTb HeJBYCMbICIIEHHO, UCYEePNbIBAIOLLE U YETKO.

Heobxoaumo ucxogs w3 (akTUY4eCKMX [LaHHbIX WU CTPOrnX TeopeTUYeCcKnx
nNpeanoCLISIOK NepevyncnnTb apyrme npenapatbl UM Knaccbl npenapaTtoB, KOTopble He
cnefyet nMpPUMEHATb OAHOBPEMEHHO WM nocnefosaTenbHo. Ecnu  npumeHnmo,
npuBoauMTCA ccbifika Ha pasaen 4.5 OXJI.

Monynsumn nauMeHToB, HEe W3y4YeHHble B paMKax nporpamMmbl KIUHUYECKUX
nccnenoBaHun, criegyet onuckiBaTh B pasgernie 4.4 OXJIMN, a He B gaHHOM pasfene, 3a
UCKITIOMEeHNEeM criydaeB HebnaronpusiTHoro nporHo3a B OTHoweHun 6e3onacHoCTU
(Hanpumep, NpUMEHEHNE BELLECTB C Y3KMM TepaneBTUYEeCKUM gMana3oHOM, BbIBOAUMbIX
noYykamu, y naumMeHToB C MOYEYHOW HeLoCTaTOYHOCTb). OfHako, ecnv Kakue-nnbo
nonynauMmM nauneHToB UCKYanucb U3 uccnegoBaHnsa n3 coobpaxeHun 6esonacHocTy,
X crnegyeT nepevncnnTb B JaHHOM pa3gerne. Ecnu npymeHnmMo, npuBoANTCS CCbiNka Ha
pasgen 4.4 OXJII.

BepeMeHHOCTb M rpygHoOe BCKapMiuvBaHME yKasblBalOTCA B AaHHOM pasfene,
TOMbKO €CfM OHM SABNATCA MNpOTMBOMOKa3aHuaMU. [Npu 3TOM HeobxoauMo ykasaTb
ccbiiky Ha pasgen 4.6 OXJIM, B koTopom cnegyet npeacraButb 6onee nogpobHble
cBedeHus.

CBefeHns o rmnepyyBCTBUTESTIbHOCTU K OEMCTBYIOLLIEMY BELLECTBY (rpynne CXOXuX



MO XMMMUYECKOMY CTPOEHUIO BELLECTB, €CNM NPUMEHNMO) 1 NtoOOoMy BCriOMoOraTtenbHOMY
BELLLECTBY, NPOM3BOACTBEHHON NPUMECHK, a TaKKe O NPOTUBOMNOKa3aHMM, 06YCNOBNEHHOM
HanMuMem onpeneneHHbIX BCMOMOraTesfibHbIX BewecTB, HeobXxoauMO BKMKYUTL B
AaHHbIn  pasgen OXIJIMT (B cootBetcTBUM C npunoxeHnem N 1 K HacToAWwMM
TpeboBaHusam).

[Ons pacTuTenbHbIX feKapCTBEHHbIX MpenapaTtoB MPOTUBOMNOKA3aHNEM TaKxe
SABMSIETCA MNEepYyBCTBUTESNTbHOCTb K OPYrMM pacTEHUAM TOro XXe CeMencTtBa v Apyrum
4YacTAM TOro Xe pacTeHus (ecrnv NPUMEHUMO).

HepoctaTtoyHOoCTb AaHHbIX camMa no cebe He  JormkHa  sBMATbCS
npotmBonokasaHnem. Ecnm n3 coobpaxeHun 6e3onacHOCTM npenapar AofmkeH ObiTb
NpoTUBOMNOKa3aH y ocobon nonynsaumm, Hanpumep, y geTten unm noarpynnsl geTeun, aTo
Heobxogmumo oTpa3nTb B gaHHom pasgene OXIIM n patb cebinky Ha pasgen OXIIM, B
KOTOPOM npuBoAATCA noapobHble cBedeHust o6 aTom. [lpoTMBOMoOKasaHwe y aeten
cnegyert ykasbiBaTb 6€3 noasarosioBka.

4.4. OcobOble yKa3zaHUsi U Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHUN

[Mpn BbLIGOPE Mopsiaka M3NOXEHUA OCOObIX yKa3aHMM U Mep MPeaoCTOPOXHOCTU
cnefyeT npexae BCero UCXoAnTb N3 BaXXHOCTU MPUBOAUMBIX CBeAeHM 0 6e30nacHOCTH.

KoHkpeTHOe copepxaHue paHHoro pasgena OXIM Oygetr oTtnuMyatbecs B
3aBMCUMMOCTM OT npenapaTta U OT nokasaHuda. OgHako npegnonaraeTcs, YTo B 3TOT
pasgen OXJII [omkHbl ObITb BKMAKOYEHbl CBEOAEHUS, 3HAYUMble Of9 KOHKPETHOro
npenaparTa.

CeBepeHnsa o6 oToenbHOM pucke cregyeT BkMoYvaTb B AaHHbin pasgen OXIIN
NUWb TOM cny4ae, ecnu puck TpebyeT cobniogeHuss mep npeaoCTOPOXHOCTU Mpu
NPUMEHEHUN, UK NPU HEOBXOOMMOCTU npeaynpexneHna MeguumnHCKoro paboTHuka ob
9TOM pucke. pynnbl NauMeHTOB, Y KOTOPbIX NPUMEHEHMEe JeKapCTBEHHOro npenapata
NPOTUBOMNOKa3aHO, crieayeT nepeduncnutb Tonbko B pasgene 4.3 OXJI, He oybnupys B
AaHHOM pa3sgerne.

Heobxoaumo ykasaTtb criegytoLlee:

YyCNoOBUA, MPU KOTOPbIX MPUMEHEHME FEKAPCTBEHHOrO npenapaTta MOXeT ObiTb
npuemnemMblM, B 4YaCTHOCTMW, criegyeT onucaTb chneuuasribHble Mepbl N0 MUHUMMU3ALNK
PUCKOB, HEODXOOMMbIE KaK YacTb MNfaHa ynpasfieHUs puckamu B Lenax obecneveHus
B6esonacHoro n adeKkTMBHOrO npumeHeHnsa (Hanpumep, "lMepen Havanom Tepanun u
aanee exemecsa4yHO HeobxoauMmo KOHTponupoBaTtb GyHKUMKO nedveHn", "lMauymeHToB
cnefyeT NPOUMHCTPYKTUPOBATb O HEOBXOOMMOCTU HeMeOneHHOro coobuweHnss 0 Nbbix
cMMnToMax genpeccun n (Mnu) cynmuyupanbHbiX Mblcnax”, "KeHWwuHbl ¢ 4eTOPOAHbIM
NOTEHUMAaNoM OOSKHbI UCMONb30BaTb KOHTpauenuu" 1 1.n.);

ocobble rpynnbl  MaUWEHTOB, MOABEPXEHHbIE MOBLILUEHHOMY PUCKY WK
ABMAOWNECS  €OUWHCTBEHHbIMW  Tpynnamu, MOABEPXEHHbIMU  PUCKY  pPa3BUTUS
HexenaTenbHbIX peakuMin Ha npenapaT WM Kracc npenapaTtoB (Kak npaBuno,
CepbesHble UMM 4YacTble), HanpuMmep, NoXurble, OeTW, NaUMEHTbl C MOYEYHOW wunn
Ne4YeHOYHON HeOoCTaTOYHOCTLIO (BKMOYaa CTerneHb HeaoCcTaTOYHOCTW, Hanpumep,
NErkyl, CPegHIon U TSXKeNy), nauMeHTbl, NoaBepraeMble aHecTe3uu, U nauueHTbl C
cepaevYHON HeLOCTaTOYMHOCTLIO (BKIOYas B 4aHHOM crnyyae Krnaccudukaumo, Hanpumep,



no knaccudukaumm Hblo-Mopkcko akagemum no M3yyeHulo 3abonesaHwii cepaua
(NYHA)). lMNpuBoantca ccbinka Ha pasgen 4.8 OXJIM ¢ uenbto anddepeHuymaumnm
3 PEeKTOB C NO3NLMIN YACTOTbl N TSHXKECTU ONpeaeneHHON HexenaTenbHON peakuum;

cepbe3Hble HeXenaTenbHble peakumn, O KOTOpbiX HeobxoammMoO OnoBECTUTb
MEeANLMHCKMX pabOTHMKOB, CUTYaUnn, NPU KOTOPbIX OHWU MOrYT BO3HUKATb, U Tpebyemble
Mepbl, HAaNpPUMep, HEOTNOXHas peaHnMauus;

NPU HanNU4YnUM KOHKPETHbLIX PUCKOB B Hadane (Hanpumep, addekTbl NEPBON A03bl)
WM Npu  npekpaweHun (Hanpumep, “"pukowet”, peakuum cuHgpomMa “"oTMeHbl")
NPUMEHEHUS NeKapCTBEHHOro npenapaTta ux HeobxoaMMo NpMBECTU B AaHHOM pa3sferne
BMECTe C HE0BX04MMbIMM MepamMU ANs X NpeaynpexneHus;

Mepbl, KOTOpble MOXHO MNPUHATL ONS BbIABNEHUA NaAUWEHTOB, MOABEPXEHHbIX
PUCKY, N NPeaoTBPALLEHNA UNN PaHHErO BbISABIEHNSA Havyana unm ycyrybneHmsi onacHbix
coctosHu. Ecnn TpebyeTca onoselleHne O CUMMTOMax M MNpU3HaKax, SBMASOLWNXCA
npeaBeCTHUKaMN CEPbE3HON HEXeNnaTenbHON peakunn, nx HeobxoaMmo onucaTs;

B Crydae HeobxoaAMMOCTM  npoBedeHus  Kakoro-nmbo  crneumndunyeckoro
KIMWHMYECKOro unm nabopaTtopHOro MOHUTOPUHIA pekoMeHOaunun OTHOCUTESNBHO TaKoro
MOHUTOPUHIa AOSKHbI cogepXaTb MPUYUHY, BpeEMS M Cnocob ero OCYLUECTBMEHUNA B
pamMKax KNMHWYECKOW MpakTUKW. Ecnn npu Takux OBCTOATENLCTBAX WM COCTOSHUSX
TpebyeTcsa CHWXKeHue 003bl UM UHOW peXxnm LO3UpOoBaHUS, cBedeHus ob aTom cneayert
BKNtoUNTb B pasaen 4.2 OXJIM n ykasaTb CCbIfIKy Ha AaHHbLIN pasgern;

HeobXxo4MMble YKa3aHUsi B OTHOLUEHMM BCNOMOraTesibHbIX BELLECTB U OCTATOYHbIX
NPON3BOACTBEHHbIX NPUMECEN;

CBeEeHNs O coAepXaHun 3TaHoma B fleKapCTBEHHbIX npenapaTax, coaepallmnx
ankoronb, MNPUBOOATCA B COOTBETCTBUM C npunoxeHnem N 1 K HacToAwMm
TpeboBaHuswMm;

yKasaHusa o TpaHcMmuccmBHblx areHTax B OXJIM u JIB nekapCcTBeHHbIX npenapaTos,
NOJSTly4YEeHHbIX 13 Mnasmbl;

CyOBbEKTLI U NAUMEHTbI C ONpeaeneHHbIM reHOTUNOM UNKU PEHOTUNOM MOryT nnbo
He oTBeyaTb Ha rne4veHne, nMBo ObITb NOABEPXKEHbI PUCKY  YPE3MEPHOro
drapmakogmMHaMMYecKkoro addekta uUnm HexenaTenbHOW peakumn, 4To MOXeT ObITb
obycnoeneHo annenaMm  HedYHKUMOHMPYIOLWMX  (PEepMEHTOB, arnbTepHaTUBHbLIMU
meTabonuyeckummn  nyTaAMM  (onocpeayeMbiMM - ONpPeAEeneHHbIMA  annensamMm) — Unu
aeduuntom TpaHcnopTepos. NMogobHble cuTyaummn, ecrim 0 HUX M3BECTHO, HeoBXxoanMO
4YeTKOo onucaTb;

yKa3blBalOTCs BCE PUCKW, OOYCNOBMIEHHbIE HENPaBUIbHbIM MNYTEM BBEOAEHUS
(Hanpumep, pUCK HeKpo3a Npu BHECOCYAMCTOM BBEOEHUMW BHYTPMBEHHOrO npenaparta
WM HEBPOSIOrMYECKNX  MNOCNEeACTBUMMA  MPU  BHYTPUBEHHOM  BBEOEHMN  BMECTO
BHYTPUMBbILLEYHOrO0), C peKOMeHAAUMSAMUN N0 BO3MOXHOCTU UX YCTPaHEHUS.

B wucknoumTenbHbIX Ccrniydyasx ocobo BaxHble cBegeHus Mo 6e3onacHocTu
AonyckaeTcs BblAENUTb MONYXXUPHbIM LLPUGTOM, 3aKITHYMB UX B PpaMKYy.

Bce HexenaTenbHble peakuMn, YKasaHHble B OaHHOM pasgene  wnu
00ycrnoBneHHblIe COCTOAHUAMM, NPeayCMOTPEHHLIMU JaHHbIM pa3genoMm, crenyeTt Takke
BKNOUNTL B pasaen 4.8 OXIII.

Ecnn  npumeHMmo, ykasblBaeTCsl  BO3MOXHOCTb  UCKaXEHWs  pe3yribTaToB
nabopaTopHbIX TEcToB, Hanpumep, nNpu npoBeaeHun npodbbl Kymbca Ha doHe
npumeHeHus 6eta-nakramoB. MIx HeoBxoaMMOo 4YeTKO onucaTb, UCMOMb3yst NOA3arosiI0BOK,



Hanpumep, "VIckaxxeHne ceponornyeckmx TectoB".

OnucaHne ocobbix YyKasaHMA W Mep NPeaoCTOPOXHOCTU B OTHOLUEHWUK
GepeMeHHOCTU W KOPMMEeHus Tpyablo, BIAUSHUA Ha CNOCOBHOCTb  ynpaBnATb
TpaHCNOpPTHbIMX cpeAcTBamMu KU paboTaTb C MexaHu3MamMm W MpPOYMX acrneKkToB
B3aMMOAENCTBUK, B LeNoMm, cregyetr npuBoauTb B pasgenax 4.5 - 4.7 OXJM
COOTBETCTBEHHO. B cny4asax ocobon KAMHMYECKOW 3HaYMMOCTWU OnpedesSieHHble Mepbl
NPefoCcTOPOXHOCTU LenecoobpasHee onucaTb B JaHHOM pasfene, Hanpumep, Mepbl
KOHTpauenumun wunM npu HexenaTernbHOCTU COMyTCTBYHOLLEro MPUMEHEHUA OpYroro
npenapaTta c NpuBeLeHNEM CCbINKN Ha pasgensl 4.5, 4.6 nnn 4.7 OXJII.

4.4.1. NeTn.

Ecnun nekapcTBeHHbIN npenapart nokasaH ogHon unu 6onee BO3pacTHbIM rpynnam
aeTen n umeroTca ocobble ykaszaHust 1 Mepbl NPEeLOCTOPOXKHOCTU NO €ro NPUMEHEHMIO,
sABnsaoLWmnecs cneundudHbIMn Ang geTen Nnn Kakon-nmbo BO3pacTHOW rpynnbl AeTen, nx
HeobxoaMmMo npuBecTM NoA4 [AaHHbIM noAsarofnoBkom. CriegyeT onucatb Bce
HeobOxoguMmble ocobble yKasaHMs W Mepbl  NPefOCTOPOXHOCTU  OTHOCUTESBHO
aonrocpoyHon  GesonacHoCcTuM  (Hanpumep, AN pocTa,  HEBPOSOrMyeckoro,
NOBEAEHYECKOro pasBuUTUS M MNOSIOBOMO CO3peBaHWdA) U cneuuanbHbIi MOHUTOPWUHT
(Hanpumep, pocrta) geten. lNpu OTCYTCTBMM HEOBXOAUMbBIX LOMATOCPOYHbBIX AAHHbIX MO
Ge3onacHOCTU 3TO yKasblBaeTcss B AaHHOM pasgene. [pu HanuMyuuum NoTeHuManbHOro
CYWECTBEHHOIro WNU OfANTESNbHOrO BIIMSIHUA Ha NOBCEAHEBHYH aKTUBHOCTbIO OeTeu
(Hanpumep, cnocoBHOCTb K 0BYyYEeHMIO NN (PU3NYECKYIO aKTUBHOCTbL), UK NPU BIIUAHUN
Ha anneTuT UKW COH NPUBOAATCS COOTBETCTBYHOLLME yKa3aHWs.

[MepeuncnaTcsa Mepbl, cneunuyHble OnNa OeTen, KOTOpbIM MnokasaH npenapart
(Hanpumep, Kak YacTb nfiaHa ynpaBreHnsa puckamm).

4.5. BzanmogencrtBume ¢ ApyrumMmm nekapcTtBeHHbIMU npenapaTtamMu u apyrue Buabl
B3aumoaenucTBus

B paHHOM pasgene Heobxogumo npeactaBuTb CBeAEHUA O NoTeHuuarbHO
KIMWHMYECKN 3HAYMMbIX B3aMMOLEWNCTBUSX, OCHOBaHHbIX Ha (papMakoaUHaMUYECKUX
cBOMCTBaX W  pesynbrtatax dapMakOKMHETUYECKMX  UCcnegoBaHMM  in Vivo
NeKkapCTBEHHOro npenapata C OTAefNbHbIM yKa3aHMeM B3auMOOEWCTBUWA, KOTOpble
NPUBOOAT K WM3MEHEHWUIO pekoMeHJaunn Nno MPUMEHEHUID OaHHOro NeKapCTBEHHOro
npenapata. K HAM OTHOCATCA pes3ynbTaTbl B3aMMOAENCTBUSA in Vivo, Heobxoaumble ans
aKcTpanonauum addgekta Ha mMapkepHoe ("KOHTpoSibHoe") BewecTBO Ha gpyrue
nekapcTBeHHbIe npenaparbl, obnagatowine OANHAaKOBbIM C MapKepom
drapMaKkoKMHETUYECKMM CBONCTBOM.

CHavana cnefyet onucaTb B3auMOOENCTBUSA, BIIUAIOLWINE HA NPUMEHEHWE JaHHOro
nekapcTBEHHOro npenapaTta, 3ateM YykasaTb B3auMOOEWCTBUSA, MpuBoasdlme K
KIMUHMYECKN 3HAYUMbIM U3MEHEHUSIM NPUMEHEHUS APYIrUX NTEKapCTBEHHbIX NpenapaTos.

B mnaHHOM pasgene HeobxoauMmo onucaTb B3aMMOLEWCTBUS, yKa3aHHble B OpYrnx
pasgenax OXJII n B KOTOPLIX COAEPXKaTCSA CCbITKM Ha AaHHbIA pasgen.

CHavana npuBOAATCS CBeAEeHMs O MPOTMBOMOKa3aHHbIX KOMOWHauMsX, 3aTeM O
KOMOMHaUMAX, OOHOBPEMEHHOE NPUMEHEHME KOTOPbIX HE PEKOMeHAyeTCcs, 3aTeM - BCe
ocCTasibHble.



Mo KaXgoMmy KIIMHWUYECKN 3Ha4YMMOMYy B3aMMOAEWCTBUIO crneayeT npeacraBuUTb
cnegylowme ceegeHns:

PekomeHgaumn, KOTopble MOryT 3aKnyaTbCs B:

NPOTUBOMNOKa3aHUM OLHOBPEMEHHOIO MNPUMEHEHMS (CO CCbINKoW Ha pasgen 4.3
OXJ1);

HeXxxenaTenbHOCTU OLHOBPEMEHHOrO MpUMEHeHNa (CO CCbINTKOW Ha pasgen 4.4
OXJ1y;

NPUMeEHeHne Mep NPeLoCTOPOXHOCTU, BKIOYAA KOPPEKUMIO A03bl (CO CCbISTKOM Ha
pasgen 4.2 vnn 4.4 OXIIN ncxoga u3 obCToATENbCTB) C NEepedYncrieHneM KOHKPETHbIX
obcToaTenbCTB, TPEOYHOLLMX TAKOWM KOPPEKLUNU;

nodble KNUHUYECKME MNPOSIBIIEHNSA U BIIUAHWE Ha NNA3MEHHYK KOHLEHTpaUUo w
nnowaab nog goapmakokMHeTn4yeckon kpmeon "koHueHTpauma-spemsa” (AUC) ncxogHbix
COEVHEHN N aKTUBHbIX MeTabonmToB n (Mnu) nabopaTopHble NapamMmeTpsbl;

MexXaHu3M B3aMMOOENCTBUA, €eCcnn  U3BeCcTeH. Hanpumep, B3auMmoaeuncTeune
BCreacTBMe UHrMbupoBaHus vnu nHaykummn umtoxpoma P450 cnepyet npencraBuTb B
AaHHOM pasfene co ccbinkon Ha pasgen 5.2 OXJIM, B koTopom cnegyet obobWwuTh in
vitro pe3ynbTaTtbl MHIMOUPYIOLWEro NN MHOYLMPYIOLWEro noTeHuyuana.

Heobxogumo onucatb B3auMOLEWCTBUS, HE  U3YyYeHHble in  Vvivo, HO
NPOrHO3MpyeMble Ha OCHOBaHUM WCCNedoBaHWW in Vitro uniM Ha OCHOBaHWW ApYrux
CUTyaumMn W uccrnegoBaHWA, €CriM OHUM  MNPUBOAAT K  WU3MEHEHWIO MPUMEHEHUS
neKapcTBEHHOrO nNpenapara, co CCblfikon Ha pasgen 4.2 unn 4.4 OXIIIT.

B paHHOM pasgene HeobxoouMMO yKasaTb MPOLOSMKUTENbHOCTE B3aMMOLENCTBUS
nocrne OoTMeHbl fIeKapCTBEHHOrO npenaparta C KIIMHUYECKN 3Ha4YMMbIM B3anMOOENCTBNEM
(Hanpumep, wuHrMbuTopa wnu wuHAyktopa depmeHToB). Kak cneactevme, MOXeET
noTpeboBaTbCA KOpPpPEeKUus pexmma [[o3npoBaHus. Crneayetr Takke ykasaTb Ha
HeobXoaMMOCTb OTMbIBOYHOrO nepuoga npu  nocrnegoBaTefibHOM — NPUMEHEHUU
nekapCcTBEHHOro npenapara.

Heobxogumo  Takke  npeactaBuTb  CBeAEHUA O MPOUMX  3HAYMMBbIX
B3aMMOAENCTBUSAX, HaNpUMep, C pacTUTENbHbIMU NEKAapCTBEHHbIMU MpenapaTtamu,
NALLEN, ankorosieMm, KypeHneMm Wn qapmMakoriormyecku akTMBHbIMU BellecTBamMu, He
MCNoNb3yeMbIMM B MeANLMHCKNX Lenax. Heobxoonmo onucatb dhapmakogmHammyeckmne
a(peKTbl, KOTOPbIE MOrYT MPUBECTU K KIMUHWUYECKN 3HAYMMOMY MOTEHUMPOBAHUIO UMK
HebnaronpuaTHOMY aganTUBHOMY 3pekTy.

PesynbTaTbl, nony4yeHHble in Vivo, cBuaeTenbcTBylowmMe 06 OTCyTCTBUM
B3aMMOAENCTBUSA, crnegyeT NpPUMBOAUTL TOSbKO MPU UX 3HAYMMOCTWU ANA MEAULMHCKOro
pabOoTHMKA, Ha3Ha4alLWero IekapCTBEHHbIM npenapat (Hanpumep, B  KIMHUYECKOW
obnactn, B KOTOpon paHee ObHapyXMBanncb NOTEHLUMaNbHO OnacHble B3auMoLeNnCTBUS,
Hanpumep, B criydae ¢ aHTUPETPOBUPYCHBbIMU NpenapaTamu).

Ecnn uccnepgoBaHnsa B3aMMoOenCTBUS HE MNPOBOAMINCH, HAa 3TO Heobxoammo
4YeTKO yKasarTb.

4.5.1. lononHuTenbHble ceegeHns 06 ocobblx rpynnax.

Ecnu BbisiBNeHbl rpynnbl NauMeEHTOB, Ha KOTOPbIX BAWSIHWE B3auMMOLEWNCTBUS
bonee BblpaxeHo, unn oxugaetca Oonblias cTeneHb B3aMMOLEWCTBUS, Hanpumep,
nauneHTbl CO CHMXEHHON QOYHKUMEN noyek (ecnu OgHUM U3 nyTen aKCKpeuun sBnseTca
NoYeYHbIn), OeTn, NoXunble U T.4., 9TU CBeAeHusa criegyeT npeactaBUTb B AaHHOM
nogpasgerne.



Heobxognmo  onucatb  B3aMMOOEWCTBMA € APYMMW  NEeKapCTBEHHbIMU
npenapatamu, o6ycrnoBfeHHbIe NOANMOPHU3MOM MeTaboNnanpyoLWmnx epMeHTOB MUn
onpeneneHHbIX reHOTUMNOB, €CINN TaKkoBble NMEITCS.

4.5.1.1. detn.

[Mpyn HanNM4Mn nokasaHWs K NPUMEHEHUIO AN onpeaenieHHON BO3paCTHOW rpynnbl
AeTeun B JaHHOM pasfene cnegyet npeacraBuTb cBefeHus, cneunduyHble ans Hee.

PesynbTupytowias 3KCNo3nuns n KNUHU4eckne nocrneacTasund
drapMaKkoKMHETMYECKOrO B3aMMOAENCTBUA Y B3POCHbIX W AeTen, a Takke Yy aeTeu
pasfnyHbIX BO3paCTHbLIX rpynn MOryT pasnuyaTtbcs. Berneacrteme vero:

HeobxoAMMO onucatb BCE YCTAHOBIMEHHble pekoMeHdauuMuM Mo  JIeYEeHuo,
CBSI3aHHble C OOHOBPEMEHHbIM MpUMEHEeHMEM B noarpynnax peten (Hanpumep,
KoppeKkuus [03bl, AONOMHUTESbHbLIA MOHUTOPUHI MapKepa KIMHUYEeCKNX 3dpdeKToB W
(MnKn) HexxenaTenbHbIX peakumii, MOHUTOPUHI KOHLIEHTpauun npenapara);

ecnn wuccnegoBaHUs B3auMMOLEWCTBUS MNpoBedeHbl Yy B3POCblX, HeobxoaMmo
BKINIOYNTb YKa3aHue "MccnegoBaHnsa B3anMogencTans NpoBeaeHbl TONbKO Y B3pOChbIX";

HeobXo4MMO yKa3aTb, YTO CTENEHb B3aUMOOENCTBUSA Y AeTeN aHanormyHa TakoBou
y B3pOCHbIX, ECNN 3TO UMEET MECTO;

ecnun nogobHble JaHHble OTCYTCTBYIOT, Ha 3TO Takke crnefyeT ykasaTb.

Te Xe npaBuna nNpUMEHATCA K dapmakoanHaMUYeCKUM FeKapCTBEHHbIM
B3anMOOEeNCTBUSIM.

Ecnn B3aumogenctenme C nuuwen Brevyetr 3a CcoboM  pekomeHgaumm o
OAHOBPEMEHHOMY MPUMEHEHUIO C MULLEN UNU onpefeneHHbIMU NMPoAyKTamMu NUTaHus,
HeobOXoQMMO yKasaTb, MPUMEHUMO JiM 3TO K AeTAM (OCODEHHO HOBOPOXAEHHBLIM W
MnageHuam), pauuoH Kotopbix oTnmyaetca (100 npoueHTHaa MoOMoYHas auveTta y
HOBOPOXAEHHbIX).

Pasgen 4.5 cnepyeT npeacraBuTb B Hamboriee nNpocToM BMAE C yKa3aHUEM
B3aMMOOENCTBUN,  BIIEKYLUMX  MpPaAKTUYECKMe  pekoMeHZauun no  NpPUMEHEHUI0
nekapctBeHHoro npenapata. [lpM Hanmyum ©GONbLIOro KOMMYEecTBa  PasfnyHbIX
B3aMMOAENCTBUN, Kak, Hanpumep, B cfyyae C MPOTUBOBUPYCHBLIMW MpenapaTamu,
aonyckaeTcsa UCrnonb3oBaTb TabnnyHbl hopmaTt NpeacTaBneHns.

4.6. PepTUNBLHOCTbL, O€PEMEHHOCTb U NakTauusa

4.6.1. O0Lwme NpuHUMNDI.

3agaButens pernctpauum wn Oepxartenb PerucTtpaumMoHHOro  yaoCTOBEPEHUSA
AOMMKHbI MO BO3MOXXHOCTU NPeacTaBUTb OCHOBaHNA AN pekoMeHAaunn no NpUMeHeEHULo
npenapaTta y 6epeMeHHbIX, XEHLUMH B Nepuod rpygHoOro BCKapMIIMBaHUS U XXEHLWMH C
AEeTOpPOAHbIM MNOTEHUMANoM. OTU CBeAEHUs1 Heobxoaumbl MEeAMLMHCKMM paboTHMKaMm
Ans JoBeaeHusa ux Ao naumeHToB.

[MpoBOOS COBOKYMHYK OLEHKY, HeobxoaumMo Wucnonb3oBaTb BCe [LOCTYMHble
AaHHble, BKIoYasi pes3yrnbTaTbhl KIIMHUYECKUX MUCCnefoBaHWM U NOCTPErnmcTpaunuoHHOro
HabnogeHnsa,  @apMakonorMyeckyld  akTUBHOCTb,  pes3ynbTaTbl  OOKIUHUYECKUX
nccneaoBaHMn N 3HaHUSA O COeAUMHEHUSIX TOro Xe Knacca.

Mo Mepe HakonneHusi onbiTa O 6epeMeHHbIX >KEHLUMHaX, Mo4ABEPrnxcs
BO3OENCTBUIO JIEKAPCTBEHHOro nMpenapaTa, KOTOpbIN NepekpbiBaeT OOKINHUYECKMEe



AaHHbIE Y J>KMBOTHbIX, cregyeT Mo BO3MOXHOCTM OOHOBUTb pekoMeHZauun no
NPUMEHEHUIO NEKAPCTBEHHOro npenaparta npu GepemMeHHOCTM U B nepuog rpyaHoro
BCKapMIIMBaHUS.

Ecnn ykasaHHble COCTOSIHUSA SBAAIOTCS MNPOTMBOMOKA3aHWeM, MX Heobxoammo
BKNOUNTL B pasgen 4.3 OXII.

Heobxoagumo npeactaBuTh cneayrowme CBeAeHus:.

4.6.2. XeHWwMmHbl C OeTopogHbIM MnoTeHUnanom (KOHTpauenuus Yy MYXYUH W
XEHLLMH).

MpuBogATCcA pekoMeHgaumm Mo MNPUMEHEHUID JIeKapCTBEHHOroO npenapaTta Yy
XEHLWMH C AeTOPOAHbIM NOTEHLUManoMm, Bkrovas HeobxoaMmMoCTb NPOBEAEHUST TeCTa Ha
OepeMeHHOCTb W KOHTpauenuun. Ecnm nauymeHTkam wunm NOMoBbIM  NapTHepLIam
NnaumMeHTOB B Xo4e Tepanun Unu B onpeaesieHHbIM NPOMEXYTOK BpEMEHN A0 Havana unu
nocne 3aBeplleHna nedeHus Tpebyetcsa adeKkTMBHAA KOHTpauenuusi, OCHOBaHWUSA
NPUHATUA 3TOWM Mepbl crefyeT BKIYUTb B AdaHHbIM pasgen. Ecnu pekomeHnayetcs
KOHTpauenumsa, HO WMeeTCs B3auMOLEWCTBME C nepopanbHbiMKM UM OPYyruMu
KOHTpauenTtMeamu, HeobxoguMmMo Takke [[aTb CCbIIKy Ha pasgen 4.5 (n npu
HeobxoammocTun Ha pasgen 4.4) OXJI.

4.6.3. bepeMeHHOCTb.

CHavana, kak npaBuno, NpuMBOAATCS KIMHUYECKME W OOKMMHUYECKUE [OaHHbIE,
3aTteMm - pekoMmeHgaunu.

B oTHOWEHNN OOKNMHMYECKUX OaHHbIX B JaHHbIW pa3gen cnegyeTt BKAYUTb NULLb
BbIBOAbI MCCreoBaHUA PenpoayKTUBHOW TOKCUYHOCTU. bornee nogpobHble cBegeHus
cnefyet npeactasuTb B pasgerne 5.3 OXII.

B OTHOLWEHMN KNMHNYECKUX JaHHbIX:

B pasgen crnegyeT  BKIKOYUTb  UCYepnbiBalLWMe CBedeHUs O  3HaYUMbIX
HexenaTernbHbIX  SABMEHUSX, BO3HUKWNX Yy 3MOpuOHa, nfoda, HOBOPOXOEHHbIX,
BGepeMeHHbIX XXEHLUH (ecrnv NpUMEHUMO).

Mo BO3MOXHOCTM cregyetT 0003HauYnTb YacTOTy BO3HUKHOBEHUSI MNOLOBGHbLIX
ABMEeHNn (Hanpumep, 4acToTy BO3HUKHOBEHUSA BPOXAEHHLIX aHOManuim) corfnacHo
Kputepusam BOS;

eCnun HexenartenbHble SBMeHUa npu 6epeMeHHOCTU He BO3HMKanu, B pasgene
Heobxo4Mmo onucaTb 0O6bEM OnbiTa MEANLNHCKOrO NPUMEHEHMS.

B oTHOLWeHnn pekomeHgaumn:

NpPUBOAATCA peKoMeHZdauuMm Mo MNPUMEHEHUID NeKapCTBEHHOro npenapaTta B
pasnuyHble Nepunoabl rectTaumn, BKNYas NpmuymHy(bl) TakMx pekoMeHaaunn;

npu nNpPUMEHEHUN JEKapCTBEHHOro rnpenapata BO BpeMmsi OepeMeHHOCTU B
COOTBETCTBYIOLLUNX Cryyasix NPUBOAATCS pekoMeHaauuMm no BefdeHu bepemMeHHOCTH,
BKMNtOYas HeobOXoauMmbI chneuuanbHbli  MOHUTOPUHE, K NpPUMEpPY, YNbTpa3ByKOBOE
nccnegoBaHue nnoga, onpeaeneHHoe duonormyeckoe unu KnnHndeckoe obcnenosaHme
naoaa nnu HOBOPOXXAEHHOrO.

B 3aBMCMMOCTM OT 06CTOATENLCTB, ONYCKAETCA BKNHOYNTL CCbISTKM B pasaens! 4.3,
4.4 n 4.8 OXII.

Mpumepbl OpMynMPOBOK, MPMBOAUMBIX B [aHHOM pasfene, coaepxartcs B
npunoxeHun N 16 K HacToawmm TpeboBaHUAM.

4.6.4. JlakTayus.

Mpn HanNnuuMM NPUBOAATCA KNUHUYECKME OaHHble (MNageHubl, HaxoaMBLUMECHA Ha



rPy4HOM BCKapMIivBaHUW, NOABEpPrIMecs BO3LOEWCTBUIO FleKapCTBEHHOro npenapata) B
BUOE 3aKMIOYEHUN KMHETUYECKUX UCcnedoBaHun (NnasmMeHHasl KOHUEeHTpauusa y aeTen,
HaxoAMBLUMXCA Ha rpyaHOM BCKapMvBaHWUW, MPOHUKHOBEHWE OENCTBYIOLWEro BellecTsa
n (unn) ero MetTabonnToB B rpyaHOE MOJSOKO). Mpn Hanuyuu NpeacTaBnsalTCa CBeLEHNS
O HexenaTesibHblX peakumsax y AeTen, HaxodsAWUXCs Ha rpygHOM BCKapMIiMBaHWUW,
BO3MOXHO YKa3zaHMe NepeKpecTHOM CCbIfIkM Ha pasaen "HexenaTenbHble peakumn”.

3aknyeHme OOKNUHUYECKMX WCCNefoBaHUn O NPOHUKHOBEHUW OEWCTBYIOLEro
BellecTBa 1 (Mnun) ero MeTabonuToB B MOSIOKO NpeAcTaBNAeTCcsl TONbKO Npu OTCYTCTBUM
AaHHbIX Y YyeroBeka.

[MpMBOAATCA NPUYUHBI M pPeKoMeHZauMW MO MNpeKpalleHnto WUnn MpoaoSIKEHMUIO
rPy4HOro BCKapMMBaHUA U (MNN) NpekpaLweHnio Unm NpoaoSHKEHUI0 Tepanun ¢ y4eToM
NpeanoYTUTENbHOCTUN NPEKpaLLEeHNst Tepanum Unn rpyaHoro BCKapMIiMBaHus.

Mpumepbl opMynMPOBOK, MPUBOAUMBIX B [aHHOM pasfene, copepxartcs B
npunoxenun N 16 K HacToawmm TpeboBaHUAM.

4.6.5. PepTUNbLHOCTD.

B pasgen 4.6 OXJI Heo6xooMMO BKMAHOYUTb OCHOBHbIE CBEAEHUSA O BO3MOXHbIX
HexenartesnbHbIX 3hdeKkTax nekapCTBEHHOro npenaparta Afs MYXCKOW U XKEeHCKOW
depTUNbHOCTH:

KNUHUYECKNE OaHHble (MpY Hanu4un);

COOTBETCTBYIOLINE 3aKno4YeHns AOKITMHUYECKNX TOKCMKOSOrMYECKMX
nccnegosaHun (npy Hanundmmn). bonee nogpobHble cBedeHust crniegyeT BKAYUTL B
pasgen 5.3 OXJIIT,

pekoMeHgauMm nNo NpUMEHEHUIO NIEKapCTBEHHOrO npenapaTa npu niaHnpoBaHUK
6epeMeHHOCTU U NoTeHUManbHOM BANAHUN Tepannn Ha (pepTUNbHOCTb.

Ecnn npumenHnmo, B pasgen 4.3 OXJIT MOXHO BKMAOYUTL CCbINKM Ha apyrue
pasgenbl OXIIT.

Ecnun gaHHble No hepTUnbHOCTM OTCYTCTBYIOT, Ha 3TO CrieayeT YeTKO yKasaTb.

4.7. BnusiHne Ha cnOCOBHOCTb YNpaBnsATb TPAHCNOPTHbLIMU CPpeaACTBaMU U
paboTaTb ¢ MeXxaHM3MaMu

Ha ocHoBaHun apmakognHammyeckoro n dapMakokMHETMYECKOro npoduns,
BbISIBIEHHbIX  HeXenaTemnbHbIX peakuui KW (MNK)  NPOBEAEHHbIX  crneuunanbHbIX
nccneaoBaHMM B COOTBETCTBYHOLWLEW MNONYNAUMW, HarnpabfieHHbIX Ha YCTaHOBIEHWe
BNUAHNSA NeKapCTBEHHOro npenapata Ha CnocobHOCTb YNpaBnsTb TPaAHCMOPTHLIMU
cpeacrteamu, 6e30MacHOCTb AOPOXHOIO ABMXEHUA N paboTy C MexaHu3aMamu, cregyet
yKasaTb, YTO NleKapCTBEHHbIN Npenapar:

He oKasblBaeT UMK OKa3blBaeT HEeCYLLLeCTBEHHOE BINUAHUE;

okasblBaeT craboe BAnsiHUE;

OKa3blBaeT YMEPEHHOE BIIUSIHUE;

OKa3blBaEeT BblpaXKeHHOE BIINAHME.

HeobxoomMmo paccMoTpeTb Apyrne BaKHble achneKTbl BIIUSHUS FeKapCTBEHHOrO
npenapata Ha CNOCOBHOCTb YNpaBnsATb TPaHCMOPTHbIMKM cpeacTBamMu U paboTy C
MexaHu3MaMn, ecriv UMeKTCA CBeAEHWS O TaKOBbIX, Hanpumep, NpPoAOIHKUTENbHOCTb
HapyLLaoLWero BIIMAHUA U pa3BuUTUE TOSIEPAHTHOCTU UIU HeXenaTesibHbIX peakuuni npu



ANIMTENbHOM NMPUMEHEHUN NIEKAapCTBEHHOIO npenaparTa.

B cnyyaax ecnu nekapCTBEHHbIM Mpenapar OKa3blBaeT YMEPEHHOE unu
BblpaXXEHHOE BNUsSIHME criegyeT npencTtaBuUTb ocobble ykasaHua u (unuv) Mepbl
NpefoCTOPOXHOCTM Npu  NpuMeHeHun (a Takke B pasgene 4.4 OXJIM, ecnu
neKkapCTBEHHbIM NpenapaT oka3blBaeT BblpaXXEHHOE BUSHME).

4.8. HexxenaTtenbHble peakuumn

B OaHHbIM pasgen BKNKYalTCs BCe HeXenaTernbHble peakunu, BbISIBIEHHbIE B
X04€e KIMHUYECKUX UCCcrnenoBaHuin, NOCTPErMcTpaumoHHbIX nccrnegosaHmin 6e3onacHoCTm
M NO pesyfnbTaTaM CMOHTAHHbIX COOOLLEHNA, B OTHOLUIEHMM KOTOPbIX MPUYMHHAA CBSA3b
MeXay NeKapCTBEHHbIM MpenapaTtoM U HexenaTtesibHbiM ABfIEHNMEM Mocne npoBedeHus
TWaTeNbHOM OueHKNn umeeT O0OOCHOBaHHYK BeEpOSTHOCTb, W NoATBepxgaeTtcs, K
npumMmepy, NX CpaBHUTESTbHON YAaCTOTOW BO3HUKHOBEHUS B KITMHUYECKUX UCCNedoBaHUAX
Unu pesynbtatamym 3NUAEMMUONONMYECKNX UCCreoBaHUM N (MNK) OLEHKOW MPUYUHDI
pasBUTUA Ha OCHOBaHMM COOBOLWEHMA MO OTAENbHbIM CcryyasaMm. HexenartenbHble
SIBMIEHNsl, HEe MWMelLlWmne Nno MeHblen Mepe noAo3peBaeMytd MPUYNHHYKO CBA3b,
ykasbiBaTb B OXJI He cnepyerT.

CopgepxaHue paHHOro pasgena criegyet obOoCHoBaTb B KIIMHUYECKOM ob3ope
perncTpaumMoHHOro 4oCbe, OCHOBbLIBAsACh Ha oueHke Hanbonee ybeanTesibHbIX AaHHbIX B
OTHOLUEHMN BbISIBMEHHbLIX HeXenaTemnbHbIX ABMIEHUM N PAKTOB, 3HAYUMbIX OS1 OLEHKM
NPUYNHHO-CNEACTBEHHOM CBA3KW, TSHXKECTM W 4YacToTbl. [aHHbI  pasgen cnepyer
perynapHo nepecmaTtpueaTtb U Npu Heob6XOOUMOCTM OBHOBNATL C LENbl Haanexailero
MHOPMUPOBAHNUS MEONUMHCKMX pabOTHMKOB B OTHOLWIEHUM npodumna 6e3onacHoOCTH
npenapata. Kpome TOro, Becb pasgen MoXeT ObiTb NepecMoTpeH Npu NOATBEPXKAEHUN
peructpaumm (nepepeructpaumm), kKorga npodunb 6GesonacHoCcTM  6GonbLIMHCTBA
npenapaTtoB, CKopee Bcero, byaeT XOpowo W3yyeH, U ganee npu nogade Kaxagoro
nepuoanyeckoro otyeta no 6esonacHoctn (MOOB).

MHdpopmaunio  cnegyetr  usnaratb  KpaTko, ncnonb3ya  crneumarnbHyH
TEPMUHOMOMMIO, OHa He [OfKHa codepxaTb TakMe CBefeHWs, KaK yKa3aHue Ha
OTCYTCTBME OnpefernieHHbIX HexenaternbHblX peakuun, OaHHble O CpaBHUTESbLHOM
yacToTe, 3a MCKIIYEHMEM YKa3aHHbIX HWXKE, a TakkKe ykasaHus Ha oOLLy0 XOpPOLUYH
NEepeHoOCMMOCTb  JNIeKapCTBEHHOro  npenapara, Kak  "Xopowo  nepeHocutca”,
"HexenaTtenbHble peakuuu, Kak npasuno, peakn" u T.4. YKasaHua Ha OTCyTCTBUE
NOATBEPXOEHNA NPUYMHHOMN CBA3M BKNKOYATb HE JONYCKaeTCs.

B uenax npeacraBneHusi YeTKOWM U MOHATHOW WHdopmauum pasgen 4.8 OXII
OOIMKEeH UMeTb CreayoLyto CTPYKTYpPY:

pestome npodmna 6e3onacHoCTy;

pestome B popme Tabnuubl HeXenaTenbHbIX peakuun;

onuncaHue oTAesbHbIX HeXenaTelbHbIX peakuui;

neTtu;

npoyme ocobble Nonynsumn.

4.8.1. Pestome npoduns 6esonacHocTu.

Pesiome npoduna 6e3onacHOCTM AOMMKHO coaepxaTb CBeAeHust o Haubonee
CepbE3HbIX U (MNKN) YaCcTO BO3HUKAKOLLNX HEXeNaTerbHbIX peakumsx.



[Mpy Hanuuuu YyKasaHHbIX CBEAEHUA MPUBOAATCH CPOKM  BO3HUKHOBEHUS
HexxenaTernbHbIX peakumn. Hanpumep, B Lensax npefoTBpalleHns paHHero npekpaLlleHns
Tepanum MOXeT noTpeboBaTbCA ONUCaHWE Hecepbe3HblX HexenaTeflbHbIX peakuun,
KOTOpble 4acTO BO3HMKAKT B Hadane Tepanun, HO MOryT pa3pewmtbca Mno mepe
NPOLOSMPKEHNS JIEYEHUS, UM ONUCAHUE HexXenaTernbHOW peakuuu, XapakTepHou ans
ANUTENBHOIO NMpUMEHeHna. YacToTy NpUBOAUMBIX HEXenaTemnbHbIX peakuun cregyet
ykasaTb Kak MOXHO 6onee ToO4HO. Pestome npoduna 6e3onacHOCTU LOSMKHO
COOTHOCUTBCA C BaXXHbIMW BbISIBIEHHBIMW PUCKaMK, OMUCaHHbIMW B crieundukaumm no
GesonacHOCTN MnaHa ynpaeneHuss puckamu. CBefeHus He LOSMKHbl MPOTUBOPEYMUTH
pe3tome B dopme Tabnuubl HexenaTenbHbiX peakumn. Ecnm B paspene 4.4 OXJII
npueegeHbl 3Ha4YMMble Mepbl N0 MUHMMW3ALMW PUCKOB, CrieqyeT NPUBECTU CCbINKY Ha
AaHHbIN pasgen.

Hwxe npeactaBneH npumep BO3MOXHOIO yKa3aHUs:

"B Havane neyeHnsa MOXeT BO3HMKaTb anuractpanbHasa 6onb, TOWHOTA, AMapes,
rosioBHasi 605b MNU roNoOBOKPYXXEHUE; 3TN peakumn, Kak npaBunio, NPoxXoaaT B Te4eHune
HECKOSMbKUX OHeW, aaxe npu npogormkeHnn tepannun. K Hanbonee 4yacto BO3HMKaBLUMM
HexenaTenbHbIM peakunsam Npu Jie4eHU OTHOCATCS rOfIOBOKPYXeHUe 1 ronosHas 6onb,
Kaxgas M3 KOTOpbIX BO3HUKana npubnuamtenbHo y 6% naumeHToB. Pegko moxet
BO3HMKATb OCTpasi Ne4yeHo4YHasd HeAoCTaTOMHOCTb U arpaHynouunTos (pexe 4em 1 criyvam
Ha 1000 nauneHToB)."

4.8.2. Pestome B hopme Tabnumubl HexxenaTernbHbIX peakunii.

HexenarternbHble peakuun ¢ COOTBETCTBYHOLLEN MM KaTeropmemn 4actoTbl cnegyer
3aHecTu B OgHy Tabnuuy (Unn CTPYKTYPUPOBAHHLIM CNKUCOK). B HekoTopbIX criydaax B
OTHOLUEHUN YacTblX WU OYEHb YacTbiX peakuun u npm HeobxogmmocTn 6onee sACHOM
nogavv nHpopmarmm B Tabnuue onycTUMO NPUBECTU KOHKPETHbIE 3HAYEHNS YacTOThl.

[Mpn BbipaXX€HHOM pasnMyuMm Npodunen HexenaTtenbHbIX peakumin B 3aBUCUMOCTU
OT NPUMEHEeHUs1 npenapaTa, HanpuMmep, B cryyae NpMMeHeHUsa npenapaTta no pasHbiM
nokasaHusM (Hanpumep, B OHKOSIOrMM M MO HEOHKOSIOrMYeCcKOMY MoKasaHuo) Uin npu
pasfnyHbIX pexumax 4O3MPOBaHUSA B UCKNKOYUTENBHBIX Crydaax AOMYCTUMbI OTAENbHbIE
Tabnuubl.

Mepen Ttabnuuen HeobxoauMMo npeacTaBuTb cBedeHusi 06 UCToyHuke 6asbl
OaHHbIX  (Hanpumep, U3  KAMHUYECKUX  UCCredoBaHWA,  NOCTPErucTpaunuoHHbIX
nccnenosaHum 6e3onacHOCTM UNK No pesynbTaTtaM CNOHTaHHbIX CO0BLLEHNI).

Tabnuuy cnegyer cocTtaBnATb B COOTBETCTBUM C  CUCTEMHO-OPraHHOW
Knaccudukaumen, npeacrtaBneHHon B npurnoxeHnn N 4 kK HacToswmm TpeboBaHusaM.
[MocnepoBaTenbHOCTb  MNpeACTaBfieHNUs  CUCTEMHO-OPraHHbIX — KfaccoB  AOJSDKHA
COOTBETCTBOBATb MNOPSAKY, nNpuBedeHHOMY B npunoxeHun N 4 K HacToawmMMm
TpeboBaHnam. OH, Kak NnpaBuno, COOTBETCTBYET YPOBHIO NPeanoYTUTENBHOIO TEPMUHA,
O[HaKO B HEKOTOPbIX Cryvasix LenecoobpasHo ykasaTb TEPMUH HU3LLErO YPOBHS UNU B
NCKMIOYNTESbHBIX CyYasix rpynnoBble TakMe TEPMUHbI, KaKk TEPMUHbI BbICLLErO YPOBHS.
Mo obwemy npaBuny Bce HexenaTenbHble peakuun crnegyet OTHeCTM K Hambornee
nogxogswemMy CUCTEMHO-OPraHHOMY Kraccy, COOTBETCTBYHOLLEMY OpraHy-MULLIEHW.
Hanpumep, npeanodTuTenbHbii TEPMUH "HapylleHne gyHKUWOHanbHbIX Npob neveHn"
cnefyeT OTHECTU K CUCTEMHO-OPraHHOMY Kriaccy "HapyLUeHWA CO CTOPOHbl NMEeYEeHU U
Xen4yeBbIBOOAWMX NyTen", a He K CUCTEMHO-OpraHHOMy Knaccy "nabopaTopHble u
WHCTPYMEHTarbHble AaHHble".



HexxenaTtenbHble peakuum BHYTPU KaXXOgoro CMCTEMHO-OPraHHOro Kracca cnegyet
pacrnonoXxmtb B nNopsiake YybbiBaHUA WMX CEpPbEe3HOCTU C YyKa3aHMEM 4YacToTbl UX
BO3HUKHOBEHUS (B pamKax OAHOW rpagauuu 4actoTbl). HaMmeHoBaHus, ncnonb3yemMble
AN KaXOoW KaTeropum 4actoTbl, OOSKHbI COOTBETCTBOBATb CTaH4APTHbIM TEPMUHAM B
COOTBETCTBMM CO cCriegyrowmm npasunoMm: oveHb 4acto (>1/10), yacto (>1/100, HoO
<1/10), HevacTto (>1/1 000, Ho <1/100), pegko (>1/10 000, Ho <1/1 000), o4eHb peako
(<1/10 000).

B mCKMounTENBbHbIX Crnyyasix, €Cfii Ha OCHOBaHMN MMEIOLLNXCS OaHHbIX 4acToTy
onpeaenuTtb HEBO3MOXHO, [OOrMycKaeTCs WCNOofb30BaTb AOMOSHUTESbHYKO KaTeropuio
yacToTbl - "4yacToTa HeumsBecTHa". Ecnm ucnonb3dyetca BblpaxeHune "dacrtoTta
Hen3BecTHa", B nepedyeHb OOBLACHEHUS KaTeropum 4acTtoTbl criegyeT AobaBuTb TEKCT
"4yacToTa HemsBeCTHa (Ha OCHOBaHUN UMEILNXCA OaHHbIX OLEHUTb HEBO3MOXHO)". He
cnefyeT UCNOSb30BaTh BbIPaXXeHNA U3 OTAESbHbIX COOOLLEHNN (€ANHUYHBIX Cy4YaeB).

Ecnu B onucaHunM OTAENbHOW  HexenaTenbHOM  peakuum  NpUMBOASATCS
AONOMHUTESNbHbIE CBEAEHUdA, TaKyl peakuuMio HeobxoaAumo BblAENUTb, Hanpumep, C
NMOMOLLIbIO 3BE304KN, @ B CHOCKE yKa3aTb CCbISIKY Ha COOTBETCTBYIOLLNIN pa3aern.

PekomeHaaumm no oueHKe 4acToTbl BO3HUKHOBEHWUS HeXenaTeslbHbIX peakunu
npuBogaTca B noanyHkre 4.8.6. HacTosawmx TpeboBaHWi.

4.8.3. OnncaHne oTaenbHbIX HEXeNnaTebHbIX peakuun.

B OaHHbIM nogpasgen cnegyeT BKIKYUTL CBEAEHUS, XapakTepusylowme ocodyro
HeXxenaTenbHYyl0 peakuuto, KoTopble MOryT ObiTb MNOME3Hbl ANs npeaoTBpaLleHus,
OLEHKN WM  KYNUPOBaHUS BO3HUKLLEN HexenaTenbHOW peakuuMM B KIMHUYECKOM
npakTuKe.

YKa3sblBalOTCA CBEAEHMUS, XapaKTepUaytoLmne oTaenbHble CeEPbe3HbIE N (UNN) YacTo
BO3HMKAKOWME HexXenaTenbHble peakuum WnuM Te U3 HUX, B OTHOLUEHUM KOTOPbIX
noctynanu coobuweHnss o6 nx ocobom TedeHun. CnepyeTr npencraBuUTb CBeAEHUA O
yactoTe (Npy HeobxoAMMOCTU C ONUcCaHUeM OBpPaTUMOCTK), BPEMEHN Havana, TSXKeCTH,
NPOLOIMKUTENBHOCTN, MEXaHM3Me pas3BUTUA  (€CNM  OH  KIMHWUYECKM  3HAYUM),
3aBMCMMOCTM OT O03bl, NPOAOIMKNTENBHOCTU BO3OENCTBUA NIEKapCTBEHHOMO NpenapaTta u
drakTopax pucka. Mepbl, HanpaBneHHbIe Ha HegOMyLWeHWe pa3BUTUS UNn NPUHUMaEMble
npu pasBuUTUKN ONpederieHHbIX HeXenaTenbHbIX peakuui, cnegyet onucbliBaTh B pasgerne
4.4 OXIJII ¢ ykazaHUeM CCbINKU Ha AaHHbIN pa3gen.

CBegeHna O BO3HUMKHOBEHWW peakuuMi CcuHOpoOMa "OTMeHbl" pgonyckaeTcs
npeacTaBuUTb B JaHHOM noApasgesie BMecTe CO ccbinkon Ha pasgen 4.2 OXIM (npwu
HEOOXOOMMOCTN MOCTEMNEHHONO CHMXEHUS [03bl WM peKkoMeHdaumMm Mno OTMEHe
nekapcTBEHHOro npenapara).

Cnepyet onucatb BCe pasnunumsa B Npodune HexenaTernbHbIX peakumn mexay
pasnnNYHbLIMKN fieKapCTBEHHBIMU POPMaMMU.

Cnepyetr Takke BKIOYMTb CBeOEHUA O KOMOWMHMPOBaHHbLIX MpenapaTax,
XapakTepusylwme HexenartenbHble peakuuuM, OOyCnoBrEHHble TOW WM UHOW
drapmavreBTM4ECKON KOMBUHaUMEN OENCTBYIOWMX BELWECTB (NPU Hanu4um).

Bce HexenaTtenbHble peakuuu, HanpsiMyrdo OOyCnoBfiEHHblE B3aMMOLEWCTBUEM,
cnefyeT npeacTtaBvTb B JAHHOM nogpasgerne co Cebifikon Ha pasgen 4.5 OXJIM.

Heobxoaumo Takke npeactaBUTb CBEAEHUSA O HEXeNnaTesibHbIX peakuusix ¢ O4eHb
HM3KOW 4YacTOTOWM BO3HWKHOBEHWS WM C 3ano3ganon MaHudectaunen CUMNTOMOB,
CBeJEeHNs O CBA3W KOTOPbIX C MpenapatoM MOryT OTCYTCTBOBaTb, HO KOTOpble



XapaKTepHbl OS5 NeKapCTBEHHbIX NpenapaToB TOro Xe TepaneBTUYEeCKOro, XMMM4YecKoro
unu dapmakonorm4yeckoro knacca. Heobxoommo ykasaTb, YTO 3TO XapaKTepucTuka
Knacca.

Heobxogumo onucaTb BCe HexenaTemnbHble  peakuuu, 00yCrnoBneHHbIe
BCrnomoraTenbHbIMU BELWECTBaMU N NPON3BOLACTBEHHBIMU NPUMECSMWN.

4.8.4. detn.

HeobxoamMmo BO BcCex cryyasx npegycmaTtpvBaTtbh nogpasgen no getam (ecnu
TOSMBbKO OH He ABMISIETCA HE3HAYUMbIM).

Heobxoommo onucatb 006beM M BO3pacTHble XapakTepucTukum 6asbl AaHHbIX MO
GesonacHoCTU y geten (Hanpumep, AaHHble KAMHWUYECKMX WUCCReaoBaHUA UM OaHHbIX
dapmakoHagsopa). Heobxoanmo ykasaTb Ha HeonpeaeneHHOCTb UMEKLNXCA OaHHbIX
BCNeacTBME UX OrPaHUYEHHOCTN.

Ecnn BbisiBNeHHbIN Npodunb Ges3onacHOCTM Yy AeTen M B3pOChbIX COBMajaer,
[oryckaeTca nNpuMBECTU TeKCT: "HacTtoTa, BMO M TSXKECTb HexenaTesibHbIX peakuun y
Aeten N B3pOChbIX [0OMHAKOBbI, OXmaaeTcsd, 4To OyayTt oawmHakosbl]". AHaANMOrM4HoO
HagNeXuUT yKasaTb, UMEKTCA N pasnuuuna B npocunax 6e3onacHOCTM B pasninyHbIX
BO3pacTHbIX rpynnax geTeun.

Bce knnHuYeckn 3Haunmble pasnuuus (T. €. No XapakTepy, YacToTe, CEPbe3HOCTU
N 00paTUMOCTM HexenaTesNbHbIX peakuuin) B npodune 6e3o0nacHOCTM Yy B3POCIbIX U
aeTten, a Takke Mexay pasfnuyHbiMKM BO3pPacTHbIMW rpynnamu geten Heobxoammo
onucaTb W npeacTtaBuTb MO  Kaxgon Bo3pacTHou rpynne. [lpu HeobxoaumocTu
crneunanbHOro MOHWUTOPUWHra criegyet pfaTtb CCbiKy Ha pasgen 4.4 OXJIM. Onsa
KITMHUYECKN 3HAYMMbIX PasfnMyMn MOXHO NpeacTaBuUTb OTAENbHOE pestome B dopme
Tabnuubl HexenaTenbHbIX peakuunm Mo 4YacTtoTe Mo COOTBETCTBYHOLWMM BO3PACTHbLIM
rpynnam coobpasHo obcTosiTenbcTBaM. Ecnu HekoTopble HexXenaTenbHble peakumm y

Aeten ABNAKOTCA YacTbiMU (Z 1/100, Ho <1/10) unu o4eHb YacTbiMK (Z 1/10), B ckobkax
HeoOxooMMO ykasaTb 4acTtoTty. [lpu Hanuuum OonblMX pasnuuMin B npodune
6e3onacHOCTN NO CpaBHEHMIO CO B3POCIbIMU C LieNbo yaobountaeMocTn nHdopmMaumm
AonyckaeTcs npueectu pestome npoduna 6esonacHoctu y getein. Heobxogmmo Takxke
0606WHUTL MMelonecss cBedeHuss U3 BCeX [OOCTOBEPHbIX HayYHbIX WCTOYHWUKOB O
ponrocpoyHon 6e3onacHoCcTM y feTen (Hanpumep, B OTHOLUEHMM pPOCTa, YMCTBEHHOIO
pa3BUTUSA N NOMOBOrO CO3peBaHMUs) CO CCbifikon Ha pasaen 5.1 OXIII, ecnu npUMeEHUMO.
HeobxogmMmo oroBopuTtb BCe hakTopbl pycka (Hanpumep, NpoAoSPKUTENbHOCTL Tepanuu
NUNW Nepuog HacTynreHust pucka).

CumnTOoMbl cuHApoOMa "OTMeHbI" Yy HOBOPOXAEHHbIX (€cnv 3Hayumo) criegyeT
nepeymcnnTb B OTAENbHOM ab3ale co ccbinikon Ha pasgen 4.6 OXJI.

4.8.5. Npoyne ocobble nonynauuu.

[aHHbIi  pa3gen MOXeT cofepxaTb CBeAEHUS O Kakux-NnMbo  KIMHWYEeCKn
3HaYMMbIX pas3nuuuax (Hanpumep, MO  XapakTepy, 4YacTtoTe, Cepbe3HOCTU U
HeobpaTUMOCTN HexenaTenbHbIX peakuui, a Takke O HeobBXOOUMOCTU MOHWUTOPUHra),
BbISIBIIEHHbIX B APYrMX 0COBbLIX rpynnax (Hanpumep, Kak noXxunble, NauneHTbl C NoYeYHOM
HeOCTaTOYHOCTbIO, NAaUMEHTbl C NeYEeHOYHON HeJOCTaTOYHOCTbLIO, NaUMeHTbl C ApYruMin
3aboneBaHMs MU UNKN C onpeaeneHHbiM reHoTunom). MNpu HeobxoomMmocTu gonyckaeTcs
NPUBECTU CCbINKN Ha apyrue pasgensl OXIM, Hanpumep, 4.3, 4.4 nnu 4.5.

MPMYMHON BO3HMKHOBEHWSA HeXenaTemnbHbIX peakuun MoXeT ObiTb Takke
reHeTnyeckn obycnosneHHbIn MeTabonuam npenapata. Y CybbekToB M NaLMEHTOB C



nedonumMToM onpeneneHHoro epmeHTa 4Yactota M TSXKECTb HexenaTenbHbIX peakunu
MOXeT ObiTb gpyron. Ha aTo Heob6xoaumMO ykasaTb M, €Criv 3HAYMMO, COOTHECTU C
JAaHHbIMU KITMHUYECKNX NCCneaoBaHun.

4.8.6. [lononHuTenbHble pekoMeHZauunm Mo OueHKe 4acToTbl BO3HUKHOBEHUS
HexenaTtenbHbIX peakuni.

OueHka 4acToTbl BO3HUKHOBEHMUSA HeXenaTenbHbIX peakumin 3aBUCUT OT UCTOYHMKA
AaHHbIX (HAanpuMep, KNMHMYECKoe nccnegoBaHne, NOCTPErncTpaunoHHoe uccrnegoBaHme
GesonacHOCTM WAM CNOHTaHHOe coobLlleHne), kayecTBa cbopa [AaHHbIX WM OLEHKK
NPUYNHHO-CNEACTBEHHOM CBA3W. Ecnn BLIOOp KaTeropum 4actoTbl OCHOBbLIBAETCS Ha
pas3HbIX UCTOYHUKAX, CrieayeT BblOpaTh KaTeropmio, oTpaxaroLwy HanbonbLUyo 4acToTy
BO3HMKHOBEHMUSI, €CINn TONbKO HE Mcnonb3oBarncsa bonee cneunduyHbIn MeToA, B CBSA3U C
YyeM MnoslydeHHasi oueHka obnagaeT sBHO 6onee BbICOKOW BanNMAHOCTLID, Hanpumep,
06beaMHEHHbIN aHanu3 NOAXoAALWMX NCCnegoBaHUN.

MCTOYHMKOM AaHHbIX AOSKHA CNyXuTb NONynsauus, noaBepriasica BO3OeNCTBUIO
nekapcTBEHHOro npenapata B [fJo3ax W C  NPOOAOSIKUTENBHOCTLIO  NleYeHuUs,
pekomeHaoBaHHbIX OXJII.

Peakuuun, koTtopble B COOOLLUEHNAX 0603HaYanuUCb pasfUyHbIMKU TEPMUHAMWU, HO
npeacrasnsaowme coborm ogHO M TO Xe sABMeHWe (Hanpumep, BSANOCTb, COHSIMBOCTD,
apemorta), cnegyerT, Kak npaBuio, 06beanHNTb B O4HY HexXenaTesibHY peakunto, 4Tobbl
n3bexatb apekra "pasmbiBaHNA" UCTUHHOMO CMbICNa SIBAEHUS. AHANOIMMYHO peakumn,
npegcrasnsaowme cobor CMHOPOMO-KOMMIEKC, cCreayeTt, Kak npaBuno, rpynnupoBaTb
nog COOTBETCTBYKLUMM 3arosioBKOM, 4YTOObl wu3bexaTb "pasmbiBaHMA" ero cmbicna
BCreacTBMe MHOroobpasnsa cocTaBnsoLWmMX ero CMMNTOMOB.

4.8.7. HexxenaTenbHble peaKkunn, BbisiBNIEHHbIE B KITMHUYECKUX UCCreLOBaHUSIX.

B uensax noBbllEHMS TOYHOCTU MNPU YCTAHOBSIEHMM YaCTOTbl BO3HUKHOBEHUS
HexenaTtenbHbIX peakunn HeobxoaMmo o06beanHUTb daHHble no  ©e3onacHoCTU
HECKOSbKUX UccrneaoBaHnn 6e3 npuMBHECEHUS cUCTeMaTUYecKux ownbok (Hanpumep,
CYLECTBEHHbIE pPa3nnyna Mexay Xxapakrepuctmkamm nonynsumnin nnm aKCnosnummn).

YacToTy BO3HUKHOBEHMUSI HexenaTernbHbIX peakuuin cnegyet onpenensatb,
obbeanHMB AaHHble nnauebo-KOHTPONMpyeEMbIX UCCNedoBaHUM (MpU HanMuMm Takux
AaHHbIX), Npyn 3ToM 6a3bl AaHHbIX OOMKHbI BblTb 4OCTAaTOYHO OO6bEMHBLIMK, YTOOLI BbIThb
UHopMaTuUBHbIMKU.  [lpn  OTCYTCTBUM  OTUX  OaHHbIX WUAW  HEOOCTAaTOYHOM  MX
MHOPMATUBHOCTM ONS OLUEHKNM 4YacTOTbl MOXHO BOCMNOSfb30BaTbCA 6a3amMu [aHHbIX
aKTUBHO-KOHTPOMUPYEMbIX, WM HE CPaBHUTENbHbIX WAW JOononHUTenbHbIX (add-on)
nccnegoBaHun.

YacTtoTa gosmkHa oTpaxaTb 06yt 4acTOTy BO3HUMKHOBEHMUS (@ He pasHuuy wunum
OTHOCUTESNbHbIE PUCKM MO OTHOLLUEHUIO K Nnauedo nnm apyromy KOHTPOIIo).

Ecnu vyacTtas, o4eHb YacTasa nnu cepbesHasa HexenartesnbHasa peakuums (Hanpumep,
cyuuma) Takke BO3HMKAeT B rpynne nnauebo co 3Ha4YMMOWM 4acToToW, [OrnycKaeTcs
ykazatb 00e 4acToTbl BO3HUKHOBEHMS, 4TOObl nydlle oOxapakTepu3oBaTb PUCK
(Hanpumep, B nogpasaerne ¢ onMcaHMeM OTAESNbHbIX HeXenaTeslbHbIX peakuun).

4.8.8. HexenartenbHble peakuuu, BbISBNIEHHbIE NPU NpoBeLeHUN UCCneaoBaHUN
no 6esonacHocCTw.

Bbibop kaTeropum 4acToTbl BO3HUKHOBEHUS, KOTOpas OydeT MpuUCBOEHA Kaxaou
HexenaTenbHOM peakuun, OCHOBbIBAETCS Ha TOYEYHOM OLeHKe obuwen 4YacToTbl
BO3HMKHOBEHUS, pacCYMTaHHOM MO pes3ynbTaTam UCCneaoBaHUs, CnfIiaHMPOBAHHOIO



Takmm o0pas3om, 4TOObl OTAEnbHble HexenaTenbHble SBfEHUs, BO3HMKaKOLWME Y
nauMeHToB B 3adaHHbIA nepuog HabnwaeHusi, Mornn ObiTb BbISABNEHbI U OTHECEHbI K
NPUMEHEHUIO NEKApPCTBEHHOro npenapaTta. B aton cutyaumm gonyckaeTcsi paccumTaTb
TOYEYHYI0 OLEHKY obuien 4acToTbl BO3HUMKHOBEHMSI C MCMNOMb30BaHWEM CTaHAAPTHbIX
cTaTUCTUYECKUX mMeTonoB. Ecnu ncxogHas uHdopmMaums BblpaxeHa B BUAE MNOTHOCTU
4acTOTbl BO3HMKHOBEHUSA (3HaMeHaTernb BblpaXeH B eAuHuuax "4enosek - Bpemsa”,
Hanpumep, "naumeHTo-net", "nauyueHTo-gHen"), AOna Bblbopa KaTeropum YacToThbl
BO3HUKHOBEHMS HEo6XoOMMO NPOBECTU Haanexawee npeobpasoBaHMe B OTHOLLEHWE
(Mponopuuio) YacToTbl BO3HUKHOBEHMUSA. B HOpMe Ona onpeaesieHnss KaTteropum 4acToTbl
BO3HUKHOBEHUS creayeT UCMonb30BaTh OTHOLIEHUS YacTOTbl BO3HMKHOBEHUST Hanbornee
penpe3eHTaTMBHOINO nepuona BO3AEWCTBUS NIEKAPCTBEHHOro npenapara (Hanpumep, 1
Hegensa, 3 mecsaua, 1 rog). OgHako 9TO HEBO3MOXHO, €Cn BPeOHOCTb MPUMEHEHUS
neKkapcTBEHHOro npenaparta yBenudumBaeTcs CO BpemeHeM. B 3atom cnyyae
HexenaTenbHYl0 peakuuio W XapakTep 4acToTbl €€ BO3HUMKHOBEHUSA, €CNU  OHMU
KIMWHMYECKN 3HauYuMbl, criegyeT AO0SMKHbIM 0bpa3om onucaTb B pasfgerne C onucaHuem
OTAENbHbIX HEXenaTerbHbIX peakuui.

KaTeropusi 4actoTbl BO3HWMKHOBEHWS, MpuUcBamBaemMas Kaxgon HexenaTterbHOW
peakuMm OOfMKHA OCHOBbLIBATbCS Ha pas3HuLE C KOHTporieMm. Ecnvn gaHHble nonydeHbl 13
nccneaoBaHus ¢ yyactmem rpynnbl, He NOABEPrIENCs BO3AENCTBUIO NEKapCTBEHHOMO
npenapaTta, a pasHuMua B 4acToTe BO3HUKHOBEHUSA, OTHECEHHasi K MNPUMEHEHUIO
nekapCcTBEHHOro npenapara, MeHbLle UCXOLHOW niinm OOHOBOW YaCcTOTbl BO3HUKHOBEHMUS,
Npu 3TOM HexernaTtefnbHas peakuus ABNseTca BaXXHOW, AOMNyCcKaeTcs ykasaTb (POHOBYHO
4acTOTy BO3HUMKHOBEHWA (Hanpumep, B pasgenie € OnNuMCaHWMeM  OTAESNbHbIX
HexxenaTenbHbIX peakumn).

4.8.9. HexxenaTenbHble peakuumn no pesynbTatamMm CNOHTaHHbIX COOBLLEHWIA.

Yncno cnoHTaHHbIX COOBLWEHM yKasbiBaTb He crieqyeT, NOCKOMbKY 3TU [aHHble
MoryT ObICTpO ycTapeBaTb. YacTOTy BO3HMKHOBEHWHA, OCHOBAHHYD Ha KONMYecTBe
COOBLLUEHU, WU3BMNEYEHHbIX W3 CUCTEMbl cbBopa CNOHTaHHbIX CcooOLWeHun, Aans
onpeaeneHna KaTteropmm 4actoTbl BO3HUMKHOBEHUSI UCMONb30BaTb He crieayet. Ecnu ¢
NMOMOLLLIO CMOHTaHHbIX COOBLEHNIN BbIIBNIEHA HEOXMOAHHAsS HexenaTtenbHas peakuus,
B Uenax onpegeneHust  KaTeropum  4acToTbl  BO3HMKHOBEHMST  HEOBXOOUMO
npoaHann3npoBaThb Kaxaoe Haanexawinm obpasom CnriaHUMpoOBaHHOE UCCreaoBaHue, B
KOTOpoM Morna 6biTb BbISIBiEHA AaHHaa peakuusi. Ecnn HexenatenbHas peakuusi B
KIMMHUYECKNX WUCCNEeOoBaHUAX HUKOrAa He BO3HMKana, Toraa BepxHss rpaHuua
95-NpoLEHTHOrO MHTepBana He npesblwaeTt 3/X, rge X - obwmi pasmep BbIGOPKU BO
BCEX 3HAYMMbIX KIMHUYECKUX UCcnefoBaHuAX (Hanpumep, € ONUTerNbHbIM Nepuogom
nocnegywouwiero HabnwgeHusl, 4oCTaTouHbIM ANS ODHapyXEeHUs 3TON HexenaTenbHOW
peakuumn). Hanpumep, ecnu onpeaeneHHasa HexenartenoHasa peakuus y 3600 cybbekTos,
NoABEPrIMXCS  BO3LOEUCTBUIO  FleKAapCTBEHHOro  npenapata B KIMHUYECKUX
nccrnenoBaHUsiX, He BbISIBIISINAChb, TO BEPXHASA rpaHuua 95-npoLeHTHOro 4OBEPUTENBHOIO

WHTepBana Af1 TOYEYHOM OLIEHKMN =11 200, yTo cooTBeTCTBYET KaTeropuu "pegko" -
NPy NPUHATUM XYALEro 3HayeHusi TodevyHou oueHkn. OcHoBaHus Bblbopa KaTeropum
4acTOTbl TaKOW peakuuMm MOXHO MpUBECTM B pasgene C OnMcaHMeM OTAESbHbIX
HexxenaTenbHbIX peaKkuui.



4.9. NepenosupoBka

B paHHOM paspgene crnegyet onucaTb OCTpPble CUMMTOMbI U MPU3HAKW, a Takke
noTeHuManbHble NocrneacTBUsa NPUMEHEHUs pasnnyHbiX 403 JIeKapCTBEHHOro npenapara
Ha OCHOBE WMeEKLWMXCS CcBedeHUn (BKNYas CryvyamHbln  npuem, owubkn wu
cynuunganbHble NOMbITKA NauMeHTOoB).

HeobxoomMmo ¢ y4eToMm BCEX 3HAYMMbIX OnMcaTb TaKTUKY YCTPaHEHUS CUMMTOMOB
nepeno3npoBKN Yy YeroBeka, HanpumMmep, MOHUTOPUHE UK NpUMeHeHne cneumguyeckmx
aroHUCTOB (@QHTarOHUCTOB), aHTMAOTOB M MeTOAO0B, MOBbIWAKWNX SNUMUHALNIO
nekapcTtBeHHOro npenaparta (Hanpumep, auanuid). OgHako He cnegyet nNpuUBOAUTL
pekoMeHJaumMm no [[O3MPOBaHUIO APYrUX JIeKapCTBEHHbIX MpenapaTtoB (Hanpumep,
aHTMAOTOB), MOCKOMbKY MOryT BO3HMKaTb npotusopeunsa ¢ OXJI aTux nekapCTBEHHbIX
npenapatoB. HeobxogmMmo onucaTtb NPeBEHTUBHbBIE MePbl, OCHOBaHHbIE HA FrEHETUYECKNX
drakTopax, ecnv npUMeHNMO.

4.9.1. lononHuTenbHble cBeaeHns 06 ocobbix rpynnax nauneHTos.

MpuBogaTca ceegeHna 06 ocobbix rpynnax nauuMeHToB (Hanpumep, NOXunble,

nauneHThbl C no4ye4yHomn HEeAOCTaTOYHOCTbIO, nauneHTbl C NneYeHo4YHON
HeLOCTaTOYHOCTbIO, NPOYUMK COMYTCTBYHOLWMMKN 3aboneBaHnamm 1 1.4.).
4.9.2. NeTn.

Ecnn wumetotcs ocobble ykasaHMs B OTHOWEHWW AeTer, UX Heobxoammo
npeactaBuTb B AaHHOM nogpasgerne.

HeobxoaMmo oTaoenbHO ykasaTb Te NEeKapCTBEHHble npenapaTtbl (JO03MPOBKM),
NpYeM LEeTbMW KOTOPbIX NWWb B OAHOW €OuHULE O03MPOBaHUSA MOXET MNpUBECTU K
netanbHOM ucxoay.

5. ®apmakonorunyeckme CBOMCTBa

B pasgenax 5.1 - 5.3 OXJ1IN cnegyeT npuBoguTh CBEAEHUA, 3HAYMMble ANS Bpaya,
Ha3HavalLWero JmeKkapCcTBEHHbIN npenapat, W Apyrmx MeauuMHCKUX paboTHUKOB,
NPUHMMAasa BO BHUMAaHWE YTBEPXKAEHHbIE NOKa3aHUS K MPUMEHEHWUIO M MOTEHUManbHble
HexenarternbHble peakunn. CBeaeHust A0MMKHbI ObITb KPAaTKMMM U TOYHBIMMW.

Mo mepe nosABMNEHUS1 HOBLIX CBeAEHWA, OCOOGEHHO B OTHOLLUEHUM OEeTen, 3TU
pasgenbl nognexar perynsapHoMy 0OHOBMEHMIO.

5.1. ®apmakoguHamMu4yeckme CBOMCTBA

Heobxogumo ykasaTb:

kog ATX u  dapmakoTepaneBTUYeCKyrD  rpynny C  UCMNOSfb30BaHWEM
TepaneBTu4eckon noarpynnbl (2-n ypoBeHb ATX-knaccudpukaunmm BO3) BmecTte ¢ 3-M
(dbapmakonoruyeckas nogrpynna) unu 4-m (xmummyeckas noarpynna) ypoBHEM.

Ecnn koo ATX noka He NpuUCBOEH, YKasblBaeTCcs opmynvpoBka "Moka He
npuceoeH".

Ecnu nekapcTBeHHbIV nNpenapaT 3aperucTpypoBaH B kadecTBe GMoaHanorn4yHoro
(bronogobHOro) nekapcTBEHHOro nNpenaparta, ykasblBaeTcs (popMynmpoBKa:



"[YkaszaTb (TOproBoe) HammeHoBaHue] sBnsietcsa OGuoaHanorom (6uonogobHbIM
npenapaTtom)";

MEXaHM3M OENCTBUS (€CNN U3BECTEH);

dhapmakogmHammyeckme adeKThbl;

KNUHNYECKYH 3(pPeKTMBHOCTL N 6E30NaCHOCTb.

LlenecoobpasHo npeacTtaBuTb OrpaHUYEHHblE CBEAEHWHA, 3HaYUMMble ONs Bpaya,
HasHayalLwero JriekapCcTBEHHbI npenapat (Hanpumep, OCHOBHble pe3yribTaTbl
(CTaTUCTMYECKN [OOCTOBEPHbIE M KIAMHWYECKN 3HadMMmble) NOo 3apaHee BblOpaHHbIM
KOHEYHbIM TOYKaM WAN KIIMHWMYECKMM UCXOL4aM B OCHOBHbIX WCCMeaoBaHUNAX), C
YKa3aHMEM OCHOBHbIX XapakTepuCTUK rpynnbl naumeHToB. [logobHble AaHHble O
KNMUHUYECKNX UCCedoBaHUAX [OOSDKHbl OblTb  KpaTKUMW, YETKUMMU, 3HaYUMbIMU U
B3BELUEHHbIMW W OOMKHbI  00600WaTb pesynbTaTtbl OCHOBHbLIX  MCCREeAOBaHWN,
000CHOBbIBaKOLLMX NOKa3aHMe K NpumMeHeHunto. Bennunny achdekToB criegyeT onucbiBaThb
C NOMOLLbIO abCONOTHBIX 3HAaYEHUI (OTHOCUTESbHBIE PUCKN MW OTHOLLEHWE LWaHCoB 6e3
abCoONITHLIX 3HAaYEHUN NPeaCcTaBnATb HE cneayer).

B ucknounTenbHbIX cnyyasx npu  NPeacTaBNeHUM  KIMHUYECKM  3HAYUMbIX
cBefeHu Mo pesynbTaTaM aHanu3a MoArpynn unM peTpocneKkTMBHOrO aHanusa, 370
yKa3sblBaeTCcs Ha ocHoBe cbanaHCUMpoBaHHOrO Noaxoda, YToObl OTPa3nTb OrPaAHUYEHHYIO
AOCTOBEPHOCTb KaK MOMNOXMUTENbHbIX, TaK U OTpULaTesbHbIX BTOPUYHbIX HAbM4EeHWA.

[onyckaeTcs npeacTaBneHne 3HavyMMbIX (apMakOreHeTUYEeCcKUX CBeOEHUN,
MNONYyYEeHHbIX NO pe3ynbTaTaM KINMHUYECKNX uccnegosaHmin. OHW OOSKHbI BKOYaTb BCe
AaHHble, CBUAETENbCTBYIOWMNE O pasnuumMax B Nonb3e WM puUckax B 3aBUCMMOCTM OT
onpeneneHHoro reHoTnna nunu eHoTuna.

5.1.1. detwn.

HeobxogMumo  npeactaBuTb  pesynbTaTbl BCeX  papMakOAMHAMUYECKUX
(KMMHMYECKM  3HaAYUMbIX)  UCCnefoBaHMM M uccnegoBaHun  adEKTUBHOCTY,
NPOBEAEHHbIX Y AETEN.

Mo mMepe nosiBNeHUsi HOBbLIX CBEAEHUN MHGOpMauMsa MNoaNeXuUT OOHOBIEHWUIO.
PesynbTaTbl cneayeT npeacTaBnATb MO BO3pacTam UM 3Ha4YMMbIM nNoarpynnam.

Mpn 0gHOBPEMEHHOM HanM4yMM AaHHbIX U OTCYTCTBUM YTBEPXKAEHHbIX MOKa3aHUM K
NPUMEHEHUIO Y AeTen, NX Bcerga crnefyet npeacraBnsaTb CO CCblflkaMy Ha pasgen 4.2
OXIIMN un, ecnun TpebyeTcs, Ha pasgen 4.3 OXIJIIT.

Mpn npeactaBneHUn pesynbTaToB UccrnegoBaHun ocoboe BHUMaHWe cnegyet
yOenaTb BKIOYEHMIO 3Ha4YMMbIX AaHHbIX No GesonacHocTu. PeaynbTaTbl NMOUCKOBbLIX
nccnefoBaHUM  OOMMKHbI  COAepXaTb OCHOBHblE KOHEYHble TOYKM C  OCHOBHbIMU
XapaKTepucTukamm nccnegoBaHHoOM NonynaumMmM U uccnegoBaHHbIMU O3aMN.

Ecnn cBepeHnsa v pesynbtatbl NOATBEPXKAANOLNX UCCNELOBaHUM OOCTYMHbI, OHU
OOSDKHbI KakK MpaBuio nepekpbiBaTb U 3aMeCTUTb CBeLEHUS U pe3ynbTaTbl MOMCKOBbIX
nccnegoBaHun. Heobxoammo npeactaBuTb LeNW, MPOAOSPKUTENBHOCTb, M3Y4YeHHble
003bl (@ TakkKe WCNofb30BaHHbLIA COCTaB, €CNM OH OTNN4YaeTcsl OT HaxoAsierocsi B
0bopoTe), OCHOBHbIE XapaKTEPUCTUKM UCCNedOBaHHON NONyNauMM NaunueHToB (BKIoYas
BO3pacCT M YMCNO NaUUEHTOB), @ TakKe OCHOBHbIE XapaKTEePUCTUKN 3apaHee BblOpaHHbIX
KOHEYHbIX TOYEeK He3aBUCMMO OT WX MOMOXUTENbHOM UM oTpuuaTeNbHON
HanpaBneHHocTU. Ecnn gaHHble npefcTaBnAlTCA COMHUTENbHLIMW, 3TO yKasblBaeTCH
AOMNOSTHUTENBHO.

Heobxogmmo Takke npeactaBuUTb Lieflb, OCHOBHbIE pe3yrbTaTbl W BbIBOL, KaXKA0ro



KNMMHWUYECKOro nccneoBaHnsa 6e3onacHoOCTy.

Ecnn ynonHoMo4eHHble opraHbl rocyaapCTB-4reHOB 0cBO6OAMMAN NeKapCTBEHHbI
npenapat oOT HeobXOAMMOCTU KIMHUYECKUX WUCCredoBaHui B neamaTpuyveckom
nonynaumMmM Unmn oTNoOXunmn nx, HeobxogmMmo ykasaTb criegytowme opMyrMpPOBKU:

B OTHOLLEHMM OCBOBOXAEHUSA OT HEOOXOOMMOCTU KIMHUYECKUX MUCCreaoBaHUn BO
BCeX nogrpynnax:

"[HaumeHoBaHMe ynonHOMOYEHHOrO OpraHa rocygapcrBa-yneHa] ocsoboaunsno ot
06s13aHHOCTH npeacTasnsaTb pesynbTaThl nccreaoBaHum [HaumeHoBaHWe
nekapcTBeHHOro npenapartal] BO Bcex noarpynnax AgeteM npu  [cOCTOsiHME,
COOTBETCTBYIOLLEE pEeLUeHUIO MO MfaHy MUCCredoBaHus Yy AeTeilt Mo YyTBEePXOEeHHOMY
nokasaHuio K npumeHeHuto]. Cm. pasgen 4.2 OXJII no npuMeHeHuto y geten”;

B OTHOLUEHWN OTNOXEHHbIX 0053aTeNbCTB, PaACnpPOCTPAHSAIOLMNXCHA, MO MEHbLUEN
mMepe, Ha 1 noarpynny:

"YNOSTHOMOYEHHbLIE  OpraHbl  rOCYy4apCTB-YSIEHOB  OTNOXMAN  0683aTENbCTBO
npeacTaBnaTb pesynbTaTbl UCCreaoBaHU [HaMMeHOBaHWe NekapCTBEHHOro npenaparal
B ogHOM unun 6onee nogrpynnax geTten npu [CocTosiHMe, COOTBETCTBYOLLEE pPeLleHUto No
nnaHy uccrnefoBaHus y OeTen Mo yTBEpPXOEHHOMY MOKa3aHWIo K NnpuMeHeHuto]. Cwm.
pasgern 4.2 no NnpUMeHeHUKO y aeten”;

B OTHOLUEHUM NeKapCTBEHHbIX NpenapaTtoB, 3aperncTpupoBaHHbIX NO npoueaype
"perncrtpaums Ha ycnosusix" HeobxoaMmo ykasaTb crefyoliee yTBepxaeHue:

"[laHHbIM  NeKapCTBEHHbIN  NpenapaT  3aperncTtpupoBaH nNo  npouenype
"permctpaums Ha ycnosmusax" M No HemMy OXugaetcs npeacraBneHve OOMONHUTENbHbIX
AaHHbIX. [HanmeHoBaHWe ynonHOMOYEHHOro opraHa pedepeHTHOro rocygapcrea) byaet
NPOBOAMTb €XEroaHo 3KCNepTM3y HOBLIX CBEAEHUN O npenaparte, a gaHHas OXIJI 6yaeT
obHoBNATLCSA NO Mepe HeobxogmMmocTn."

nnm

"[JaHHbLIN NEeKapCTBEHHbLIM MpenapaTt 3aperucTpupoBaH Mo  "UCKITHOYUTENbHLIM
obctoaTenbcTBaM" B CBA3M C [peakum 3aboneBaHMEM, HayYHbIMU COOBpaKeHUAMMU,
3TUYECKMMN cOoobpaxeHnamMun] Bce HeobxoaMMble CBeAEHUSI O AAaHHOM feKapCTBEHHOM
npenapate MONy4YUTb HEBO3MOXHO. [HavmeHoBaHMEe YMNOMHOMOYEHHOro oOpraHa
rocygapcTtBa-yneHa] 6yaeTr npoBOoAUTb 9KCMEPTU3Y HOBbIX CBEAEHWA, KOTOpble MOTyT
noaABNATLCSA exerogHo, a gaHHaa OXJIIM 6yaet obHoBNATLCA N0 Mepe HeobxoaMmocTn."

5.2. DapmakoKMHeTU4YeCKue CBOMCTBA

OnucbiBaloT  (bapMakOKMHETUYECKME  CBOWCTBA  OEWCTBYIOLLErN0  BeELecCTs,
3Ha4YnMble ONS pekoMeHayemMoW  [003bl  3aperucTpupoBaHHOM  OO3UPOBKUM U
nekapcTtBeHHon dpopmbl. Ecnu Takme gaHHble OTCYTCTBYIOT, B KadecTBe anbTepHaTuBbI
MOXHO MpeaCTaBuUTb pesyrbTaTtbhl, NOSlydeHHbl€ B OTHOLUIEHUN OPYrUX NyTen BBeOAEHUS,
nekapcTBeHHbIX POpPM Unu 03.

Heobxoaumo npeactaBuTb cpedHue 3HauYeHUsi OCHOBHbIX ddapMaKOKMHETUYECKNX
napameTpoB M ux BapuMabenbHOCTb, Hanpumep, BUOAOCTYNHOCTK, KNMPEHca U nepuoaa
nonyBsbiBeAeHUS.

dapmMakokKMHETUYECKNE acCneKTbl, KOTOPbIE MOXHO onucatb B AaHHOM pasgene,
€CIN1 OHM 3Ha4YnMbI, BKIOYaoT B cebsa cnegytoulee:



obuiee BBefeHue, CBeOeHMs O TOM, SBMSIETCS NW NEeKapCTBEHHbIM npenapart
NponekapcTBOM WM €CTb NIy HEero akTuMBHble MeTabonuTbl, XMUPanbHOCTb,
pacTBOPUMOCTb, CBEAEHUA O MOonynaAuun, Yy KOTOPOW  MOSyYeHbl OCHOBHbIE
hapMakoKUHeTUYeCKNe JaHHble U T.4.;

obume XapakTepuCTUKM  OEencTByloLlero BewecTBa MNocne  MNpUMEeHeHus
nekapCTBEHHOrO rnpenapara ¢ CoCTaBOM, 3asBMEHHOIO Ha perncTpaumio:

abcopbunsa: nonHota abcopbumn, abconwTHas M (MNK) OTHOCUTENbHadA
GuogocTynHOCTb, 3PMEKT  "MEPBMYHOIO  MNPOXOXAEHUSA", Bpems  LOCTUKEHUS
MakcMMarnbHOW nnasMeHHoW KoHueHTpauun (T max), BAugHWEe nNuwn, a Takke B
OTHOLUEHUN §eKapCTBEHHOro npenapata And MeCTHOro MNpPUMEHEHUs - CUCTeMHas
GMOOOCTYNHOCTb, BOBMEYEHWE TPaHCNOPTHbIX ©OenkoB. [lpyu  HanuMyuu  OaHHbIX
HeobxoanmMo OTpasnTb MecTo abcopbumm B Xenygo4vHO-KMLLEYHOM TpakTe (MOCKOMbKY
9TO MOXET MMETb 3HaYEeHUe rnpu BBEAEHUM Yepes 30H 4SS dHTepanbHOro NUTaHns);

pacnpegeneHune: cBasb ¢ 6enkamu nnasmbl, Kaxywuncs obbem pacnpeneneHuns
Ha KunorpaMmm Maccbl Tena (Hanpumep, N/Kr), KOHUEHTpauus B TKaHAX U (unv) nnasme,
CBEAEHUS O MHOrokaMepHOM pacrpefeneHnun, BOBIIEYEHUN TPaHCMOPTHLIX 6erikos,
NPOHWKHOBEHME 4Yepe3 remMaTtoa3Huedanuyeckmi 6Gapbep, MPOHUKHOBEHNE 4epes
nNaueHTy 1 B MOSOKO;

buoTtpaHcopmaumna:  cterneHb  Metabonuama, MeTabonuTbl,  aKTMBHOCTb
MeTabonmToB 1 Ux Bkrag B aEeKTUBHOCTb U TOKCUYHOCTb, (PEPMEHTHI, y4acTBYHOLLME B
mMeTabonuame, opraHbl, B KOTOpbIX npoucxogut  Metabonuam, pesynbTaThbl
nccneaoBaHu B3anmMogencTBmusa in vitro, KOTopble CBUAETESNbCTBYHOT O CNOCOBHOCTM
coeauHeHna nuayumposaTtb (MHIMbupoBaTh) MeTabonnyeckne epMeHThI;

ANIMMUHAUMA: nepuoabl MNONYyBbIBEAEHUS, OOLWMA  KNUPEHC, MeX- u  (1unu)
BHYTPUMHOMBUAYanbHaa BapuabenbHOCTb O0bLWero KnupeHca, nyTu BbiBEOEHUS
HEM3MEHEHHOro BewecTBa UM MeTabonuToB, BKMOYAA OTHOCUTENbHLIN  BKag
Ne4YeHOYHON U NOYEYHOMW ANTIMMUHALNK, BOBIIEYEHNE TPAHCNOPTHLIX 6erkoB;

NMMHENHOCTb (HENWHEMHOCTL) (hapMaKOKMHETUKN LEWCTBYIOLWEro BewecTBa Mo
OTHOWIEHNO K [Jo3e u (unu) BpemeHn. Ecnu apmakokMHeTuka HenuHenHa no
OTHOLLEHWUIO K J03€ U (MNKn) BpeMEHU, HeOO6XOANMO OTPa3nUTb NPUYUHbLI HENTMHEMHOCTM.

B aTom e pasgene crnefyet npuMBecTy criegyrolime AOMNOMNHUTESbHbIE 3HAaYMMble
cBefeHus.

XapaKTepUCTUKN OTAENbHbIX rPynn CyObekToB U NaLNEHTOB:

N3MEHYNBOCTb B 3aBUCMMOCTM OT Takmx (pakTopoB, Kak BO3pacT, Macca Tena, non,
KypeHue, nonumopdu3M reHoB, Koaupylwux depMeHToB MeTabonusma, U
COMYTCTBYHOLMX MNATONOMMYECKUX COCTOSHUW, TakMX Kak novyevyHass HeaoCTaTOYHOCTb,
nevyeHo4YHasd HeOdoCTaTOYHOCTb (BKMKOYas CTeneHb HapyweHus). Ecnv BnusHue Ha
apMaKOKUHETUKY pacCMaTpuBaeTCs KaK KIMHUYECKN 3Hayumoe, ero Heobxoammo
OXapakTepusoBaTb KOJSIMYECTBEHHO CO cCcbinkamMu Ha pasgen 4.2 OXJIM  (ecnu
NPUMEHUMO);

dapmakoknHeTnyeckas-gpapmakognuHammyeckas 3aBUCUMOCTb;

3aBMCUMOCTb  MexXay  [o30M  (KOHUueHTpauuen,  papMakOKUHETUYECKUMN
napameTpamMmn) n apdekToM (MCTUHHAs KOHEeYHasi ToYKa, BanManpoBaHHasi cypporaTHas
KOHEeYHasa TouKa UM HexxenaTtersibHasi peakuus);

ornvcaHue nccnegoBaHHOW NONynALMNn.

5.2.1. Jetun.



Heobxogumo o0600WwnTb pesynbTatbl dapMakOKMHETUYECKMX WCCregoBaHUA B
pasnuYHbIX BO3PaCTHbIX rpynnax aeten. MoXHO oTpasuTb [03bl, NpuBOASLINE K
9KCMO3ULUN Mpenaparta, CXOXeW CO B3poChbiMW, €Cnu 3TO 3Hauumo. Heobxoaumo
ykasaTb  NeKapCTBEHHY  (OopMy  WCMONb30BaHHYD B  (hapMaKOKMHETUYECKNX
nccnegoBaHuax y geten. HeobxoomMmo ykasaTb Ha HeonpeaeneHHOCTb MMEKLLUXCH
AaHHbIX B Cly4Yae HeJoCTaTOMHOCTM OnbiTa.

5.3. laHHble 4OKNUHUYECKON Be3onacHoCTH

Heobxoanmo npeactaBuTb BCe pe3yrbTaTbl AOKIMHUYECKUX UCMbITAHUI, KOTOPbIE
MOTyT ObITb 3Ha4YMMbl AN Bpaya, Ha3HavatoLlero npenapar npu ycraHoBreHun npodmns
Ge3onacHOCTM neKapCTBEHHOro npenaparta, npuM NPUMEHEHUM MO  YTBEPXAEHHbLIM
NMOKa3aHMsM K MPUMEHEHUNIO, KOTOpbIE He Obinn BKITOYEHbI B ApYyrMe 3Ha4yMMmble pasgenbl
oxnri.

Ecnn pesynbTaTtbl AOKNMMHUYECKMX WCCREAOBaHWA He [atoT OOMNOSTHUTENbHbIX
CBeLEeHWI Bpady, HasHa4aloLleMy NekapCTBEHHbIN nNpenapar, TO Takme pesynbTaTbl (kak
NONOXUTENbHLIE, TaK N OTpULaTENbHbIE) AybnMpoBaTb He TpebyeTcA.

HeobGxognmo kpaTko onucaTtb pes3ynbTatbl  OOKMMHUYECKUX WUCMbITAHMN  C
YKa3aHMEeM KOMWNYECTBEHHbIX XapaKTEPUCTMK B COOTBETCTBUM CO  CredyroLwmMu
npumepamu:

B OOKIMHUYECKMX [LaHHbIX, TMOMYYEHHbIX MO pes3ynbTataMm CTaHAapTHbIX
nccnenoBaHun dapmakonornyeckon 6e30nacHOCTM, TOKCMYHOCTM NPU MHOFOKPaTHOM
BBEAEHUN, TEHOTOKCUYHOCTW, KaHLEPOreHHOro mnoTeHunana u penpoaykTMBHOW U
OHTOreHeTMYECKOM TOKCMYHOCTN, 0CObbIV Bpen ANsl YENOBEKA HE BbISIBEH;

B OOKNMHWYECKUX WUCCrNedoBaHuaX Habnoganucb addekTel NUWb  npu
BO3AENCTBUN JEKApPCTBEHHOro npenapata B [J03aX, CYLWECTBEHHO MPEeBOCXOASLLMX
MaKCMMarbHyH, YTO ABNAETCA KIIMHUYECKN HE3HAYNMbIM;

MMEITCA HexenaTernbHble peakuuMu, He OOHapyXXeHHble B KIMHUYECKUX
NccnenoBaHUsAX, HO BbISIBIEHHbIE Yy >XMBOTHbIX NPU BO3AEUCTBUN NEKAPCTBEHHOrO
npenapara B 4o3aX, CXOXMX C A03aMW, NPUMEHEHHBLIMWU B KITMHUYECKUX UCCIEA0BaHUSIX,
YTO MOXET MMETb KITMHUYECKYIO 3HAaYNMMOCTb.

Cnegyet npu HeobxoaMMOCTU MpeAcTaBUTb 3HauYUMble ONA AeTen pesynbTaTbl
OOKNMUHUYECKNX WCCNeaoBaHUN, BKIOYas MCCneaoBaHWs, MNPOBEAEHHblE Y MOMoAbIX
XMBOTHbLIX M MNEpU- UAM NOCTHaTasnbHbIX MCCREeAOBaHWA C aHANM3oOM MX KITMHUYECKOM
3HAYMMOCTW, NOA OTAENbHbIM NOA3arosfI0OBKOM.

5.3.1. OueHka puckos ans okpyxatowen cpeabl (OPOC)

CnepnyeTt npeactaBuTb BbiBOAblI OLEHKNM PUCKOB NEKApPCTBEHHOro npenapara Aans
OKpYy>XatoLLen cpefbl, eCriv 3TO 3Ha4YMMO, CO CCbIITKOM Ha pasgen 6.6 OXJII.

6. ®apmaueBTNYECKME CBOUCTBA

6.1. NepeyeHb BcnomMmoraTernbHbIX BelecTB

rlpI/IBO,D,I/ITCH nepevyeHb BCEX BCIOMOraTesibHbIX BELWECTB (KaHeCTBeHHbIIZ COCTaB),



Jaxe ecrnn OHW cofepxaTcs B JIeKapCTBEHHOM npenapate B He3HaYUTerlbHbIX
KonuyecTBax, Hanpumep, vyepHuna. bonee nogpobHble cBeaeHWa O BCNoOMOraTesbHbIX
BelLlecTBax, noanexawmx ykasaHuo, npuBefeHbl B npunoxeHun N 1 K HacToswmm
TpeboBaHnam. Heobxoanmo ykasaTb BCe WHIPeAWEHTbl TpaHcaepMarbHbIX MracTbipen
(BKNOYasa aare3anBHYO OCHOBY, BbICBOOOXAAIOLLYIO NOLMOXKY U HAPYXXHYHO MAEHKY).

He cnepnyet BknoyaTh AeUCTBYHOLLEE BELLECTBO, OCTATOYHbIE NPUMECU BELLECTB,
MCNOJSIb30BaHHbIX B NPOM3BOACTBE FOTOBOrO npenapara (Hanpumep, pacTBopuTenu, ras B
cBOOOAHOM Hag npenapatoM MPOCTPAHCTBE M aHTUOUOTUKWN, WUCMOMb30OBaHHbIE B
NPOM3BOACTBE BaKUMH), NybpuKaHTbl NpeaBapuUTEnbHO 3anoSIHEHHbIX LWINPULEB W
KOMMOHEHTbI 0060MoYeKk Kancysli MOPOLUKOB ANA MHransumin, He npegHasHavyeHHbIX Ond
npuema BHYTPb.

OpHako  onpefeneHHble  OoCTaTouHble  npuMmecu  (Hanpumep,  nNpUMecwu
aHTUONOTMKOB UIMN MPOYMX MPOTUBOMUKPODHBLIX areHTOB, UCMOMb30BaHHbLIX B Mpouecce
NPOMN3BOACTBA), U3BECTHbIE CBOUM arifiepreHHbIM NoTeHUManomMm u cnocobHble Bbl3biBaTb
HexenaTenbHble peakuuu, crnegyeTt ykasatb B pasgene 4.3 wim 4.4 OXJIM
COOTBETCTBEHHO.

[ns BcnomMmoraTenbHbIX BELLECTB creayeT ykasbiBatb pekomeHayemoe MHH, npum
ero OTCyTCTBMM - HAaUMeHOBaHWe, ykasaHHoe B Papmakonee Coto3a, npu ero oTCcyTCTBUK
- HAMeHOBaHWe, ykasdaHHOe B papmakonesix rocygapCTB-4rieHoB, Npu ero oTCyTCTBUN -
HauMmeHoBaHMe cornacHo EBponenckon ®apmakonee, npu ero OTCYTCTBUUN -
obwenpuHaTOe rpynnMpPoBOYHOE HauMeHoBaHMe. He pgonyckaeTca MCNonNb3oBaTb
naTeHTOBaHHble HauMeHoBaHUsS. KOMMOHEHTbl CMecu BCnomoraTesibHbIX BeLllecTs
cnefyeT ykasblBaTb MO-OTAESNIbHOCTU. ECnM TOYHBIM COCTaB BKycOBOM [00aBKM MU
apomMartmsatopa 3asBUTENIO HEN3BECTEH UM OH AOCTATOYHO CIOXHbIN, €ro JonyckaeTcs
ykasaTb B o6wmx yeptax (Hanpumep, "anenbcMHoOBasi BKycoBast JobaBka", "UnTpycosas
oTaywka"). OgHako cnegyeT BKIOYUTL BCE KOMMOHEHTLI, U3BECTHbIE CBOUM OENCTBUEM
nnn acpgekTom.

[Mocne vHrpeaneHToB, KOTopble MOryT Jo00aBnAaATbLCA Ansa koppekuun pH, B ckobkax
cnepyert ykasbiBaTb "(aAnsa koppekumm pH)".

ToproBble HanmMeHOBaHWA unn obuieonucaTefnbHble HauMeHOBaHUA (Hanpumep,
"yepHuna") He cnegyet WUcCNonNb3oBaTb BMECTO OOLENPUHATOrO HaMMEHOBaHUS
WHIrpegueHTa WNu CMecu WHIpeaueHTOB, HO [OornyckaeTcs WMCNorib3oBaTb BMECTEe C
HAaUMEHOBAHUSAMWN  WHTPEOMEHTOB, €CfM  TOYHO WU3BECTHO, KakKMe WHrpeaneHTbl
OMMCLIBAIOTCHA C MOMOLLLIO CBOEMO0 HAMMEHOBAHMUSI.

Xvmudeckn  mMoamcumumpoBaHHble  BCrioMoratenbHble  BellecTBa  cnefgyet
onucblBaTb Tak, YTOObl HE AONYCTUTL NyTaHWULUblI C HEMOANMPULMPOBAHHBIMK aHanoramu,
Hanpumep, "npexenaTMHN3NPOBAHHbLIN Kpaxman".

Ecnun nekapCTBeHHbIM npenapart B LEeSISX KOHTPOSS ABWXKEHUS, OTCIIeXUBaHUSA U
ayTeHTUdUKaLUNN COLOEPXKUT CKPbITYIO METKY, B NnepeyeHb BCMOMOraTesbHbIX BeLllecTB
cnefyeT BKMOUYMTb obllee ykaszaHue "dbaktop ayTeHTudukaumn”, a He HanMeHOBaHue
BCNOMOraTenbHOro BellecTBa, €CfliM TOSIbKO OHO HEe M3BECTHO CBOMM OEWCTBUEM WUIn
apekTom.

Kaxxgoe BcrnomoraTenbHOe BELECTBO pPEKOMEHAYeTCs YKa3sblBaTb OTAENbHON
cTpokon. LlenecoobpasHo nepeyncrnaTb BCoOMoraTesnbHble BELECTBa B COOTBETCTBUU C
pasnUYHbiMKU  YacTaMu npenapaTa, Hanpumep, "dgpo - obonodka" Tabnetku,
"cogepxumoe - obonoyka" kancynel 1 T.4. BcnomoratenbHble BellecTBa npenaparos,



npeacTtaBneHHbIX 6onee yem 1 nepBuUYHON (BHYTPEHHEN) YNAaKOBKOM UM coaepalumecs
B [ABYXKaMepHbIX MEPBUYHbIX (BHYTPEHHUX) YyNakoBKax, crieayeT nepevncnsatb Ha
NepBUYHYHO (BHYTPEHHIOK) YNaKOBKY UM Ha KaMepy.

ABGpeBMaTypbl BCOMOraTesnbHbIX BELWECTB nepeyncnaTtbe He cnegyeT. OgHako u3a
coobpaxeHnn 3KoHOMMM MecTa abbpeBuaTypbl BCMOMOratesnbHbiX BeLecTB MOryT
NPUCYTCTBOBaTb B MapKMPOBKE MpPU YCAOBMM TOrO, YTO OHWM pacluMdpoBaHbl B pasgene
6.1 OXI.

6.2. HecoBmecTuUMOCTb

Heobxogumo npencraButb CBedeHMss O  OUBUYECKON UMM XUMUYECKOW
HEeCOBMECTUMOCTU  NEeKapCTBEHHOro npenapatra C ApPYrMMW  JIeKapCTBEHHbLIMU
npenapatamu, C KOTOPbIMW €CTb BEPOSATHOCTb CMELUMBAHUA WN OOHOBPEMEHHOrO
BBEAEHMS. OTO OCODOEHHO BaXHO ANs NEeKapCTBEHHOro npenaparta, noanexawero
BOCCTAHOBSIEHNIO U (UNW) pasBefeHUlo neped napeHTepasnbHbIM - BBEAEHUEM.
HeobxogmMmo nepeyuncnuTb CyLleCTBEHHble MOCneAcTBUS B3auMOAencTBua (Hanpumep,
copbumsi nekapCcTBEHHOro npenapaTta WAM KOMMOHEHTOB MpenapaTtoB B wnpuuax,
NePBUYHBIX YMaKOBKax MapeHTepanbHbiX npenapaTtoB 6omblwimMx 06bLEMOB, 30HAAX,
BCTPOEHHbIX ounbTpax, Habopax ona BBeAeHUs U T.4.).

YkaszaHna O COBMECTUMOCTM nMpenapata C OpyruMn  fekapCTBEHHbIMU
npenapaTtamMmu unn n3genusamm B JaHHOM pasfene npuMBoauUTb He creayeT, X BKITYalT
B pasgen 6.6 OXJIIN. YkazaHusi OTHOCUTENbHO (PapMakonorMyeckon uU XMMUYECKOMU
(cbmsnyeckon) HECOBMECTUMOCTU C nuLLen crnegyeT npueBoanTb B pasgerie 4.5 OXIII.
Ecnu He npumeHnmo, ykasbiBaeTcs oopMmynuposka: "He npumeHnmo".

B OTHOLIEHMN onpeneneHHbIX nekapCTBEHHbIX doopm, Hanpumep,
napeHTepanbHbIX, crieayeT ykasaTb 1 U3 criegyowmx oopMyIMpoBOK:

"B cBA3M Cc OTCyTCTBMEM MCCNegoBaHUN COBMECTUMOCTU, LaHHbIN NEeKapCTBEHHbIN
npenapaT He crneayeT CMeLwwmnBaTh C APYrMMK fiekapCTBEHHbIMUY NpenapaTamun”.

"[laHHbLIM NleKapCTBEHHbLIA npenapaT He crnegyeTr cMmewvBatb C  ApyrnmMu
nekapcTBEHHbIMM MNpenapatamu, 3a WUCKIIYEHNEeM YNnoMsiHYyTbIX B pasgene [6.6 n 12]
oxnm".

6.3. Cpok rogHocTn (CPOK XpaHeHUA)

Cpok rogHocTu (CpoK XpaHeHusi) HeobxoaMMO YyKasbiBaTb AN F1EKAPCTBEHHOIO
npenapaTta BO BTOpPMYHOM (NOTpebuTenbCcKon) ynakoBke, a Takke, ecnn 3Haynumo, nocne
pa3BedeHns, BOCCTaHOBEHUSI, U NOCNE NEPBOro BCKPbITUSA.

Cpok rogHOCTK (CPOK XpaHeHus1) HeobXxoaMMO yKkasaTb YETKO C UCMONb30BaHMEM
Hagnexawen equHNLbl BPEMEHWN.

[Mognexawme BKNHOYEHUIO YKas3aHUs OTHOCUTENbHO Cpoka rogHOCTU (Cpoka
XPaHEHWUs1) FOTOBLIX K NPUMEHEHMNIO CTEPUIIbHBIX MpenapaToB NPUBEAEHbI B MPUNOXKEHUN
N 6 k HacToawwmm TpeboBaHuaM. Ecnu B npn npoBeaeHUn nccnegoBaHus no paspaboTtke
BbiiBfleHa HeoOXOAMMOCTb YKa3aHMs Cpoka rogHOCTM (Cpoka XpaHeHus) Apyrux
NleKapCTBEHHbIX MpenapaToB, rOTOBbIX K MPUMEHEHUIO, CPOK FOAHOCTM YKa3biBatoT 1 ANs
HUX.



Kpome TOro, ecnmu TpebyeTca nNpuUroToBfeHME pPasfnyHbIX KOHLEHTpaUWHN,
Hanpumep, ONA NPUMEHeHus y aeTen, HeobxoaMMo ykasaTb Ha (PU3NKO-XUMUYECKYHO
CTabMNbHOCTL AN BCEro AuanasoHa KoHueHTpauun, Hanpumep: "CTabunbHOCTb
noaTeepXxaeHa Anga KOHUEHTpauui B AnanasoHe X - y Mr/mn B TedeHue t yacoB (gHen)
npun TemnepaTtype 25°C n 2 - 8°C".

Ecnu npenapaT nokasaH geTsm, HO OTCYTCTBYIOT NOAXoAsLLne OeTCKOMY BO3pacTy
nekapctBeHHaa opma u (Unn) Ao3MpoBKa, OAHAKO MOXHO MPUrOTOBUTbL Npenapart ex
tempore K13  uMelolleroca  nekapCTBEHHOro  npenapaTta, COOTBETCTBYHOLLME
PU3NKO-XMMMNYECKNE AOAHHbIE MO XPaHEHWUIO U CTabunbHOCTU HeobxoauMO NPUBECTU B
AaHHOM pa3sgene co ccbifikamn Ha pasgensl 6.4 n 6.6 OXJI.

Ecnun ansa meguumHckux paboTHUKOB MK naumMeHToB TpebyeTcsa ykasaHme ocobbix
BPEMEHHbIX YCMOBUN XpaHEeHusi, Hanpumep, B uUensax ambynaTopHOro NpUMEHEHUS
(Hanpumep, CpoK rogHoCTM cocTtaenseT 24 mecsaua npu 2 - 8°C, U3 KoTopbix 3 Mecdua
aonyckaeTca XpaHutb nNpu  Temnepatype Huxke 25 °C), Heobxogumo pgaTtb
COOTBETCTBYIOLINE AONOSHUTESNbHbIE pekoMeHadauuu. [logobHble cBedeHus Bcerga
AOIMKHbI  OCHOBbIBATbCA Ha [AaHHblX No crabunbHocTU. Heobxogumo ykasaTb
peKOMEHOYEMbI TeMnepaTypHbid AuanasoH U MaKCMManbHYH MPOAOIMKUTENbHOCTb
BPEMEHHOro XpaHeHus. [MogobHble pekomMeHgauMm MOryT Takke BKAoYaTb B cebs
CBegeHns 0 Mepax, NpPUMEHAEMbIX MOCMe XPaHEHUs1 NEeKapCTBEHHOro npenaparta BO
BPEMEHHbIX YCIOBUSAX XpaHeHUs (Hanpumep, HeMeaneHHOe YHUYTOXEHNE).

He cnepyeT npeactaBnATb TakMe yKasdaHus, Kak: "OTW OaHHble He SBMSOTCS
pekoMmeHaaunaMmn no XxpaHeHuto".

Ecnn B OTHOWeEHWN pasHbiX MNEPBUYHbLIX YMNAaKOBOK CPOKM TOAHOCTU (CPOKU
XPaHEHMs) He pasnMyatoTcs, yNOMUHATL 3TU YNaKoBKM He cneayerT. [NpuBoanTb ycrnosus
XpaHeHMs1 He cneayeT, 3a WUCKIHOYEHWMEM YCMNOBUM XpPaHEHUs Mnocne BCKPbITUS B
cooTBeTCTBMM C npunoxeHnem N 7 K Hactoawwmm TpebosaHnam. He cnepgyet
NnpeacTaBnATb Takne ykasaHud, Kak "He npuMeHaTb No nctedeHumn cpoka rogHocTun".

Ecnn BMmecTe C nekapCTBEHHbIM MpenapaToM MOCTaBnseTcs  musgenwue,
HeobXo4MMO yKasaTb CPOK FOOHOCTU (CPOK XpaHEHUS) rOTOBOrO K NPUMEHEHUIO N3genus
(ecnv NnpyMeHNMO).

6.4. Ocobble Mepbl NPeaOCTOPOXKHOCTU NPU XPaHEHUN

[Mpn ykaszaHuUM Mep MNPeaoCTOPOXHOCTM MNPU XPaHeHuu cnegyeT UCNonb30BaTb
OAHY WINWM HECKONbKO CcTaHOdapTHbIX dpas, npuBedeHHbIX B rnpurnoxeHun N 6 K
HacToawmM  TpeboBaHuAM,  KOTopble  HeobXoAMMO  AOMOSIHUTbL  MOSICHEHMEM
OTHOCUTENBHO YYyBCTBUTENBHOCTM NpenapaTa K CBeTy v (Mnn) Bnare.

B OTHOWeEHMM XpaHeHUs BCKPbITbIX, pPa3BedEeHHbIX WU BOCCTAHOBIEHHbIX
CTepuUIibHbIX NMpenapaTos cneayeT caenaTb cebiky Ha pasgen 6.3 OXIM.

Ecnun tpebytoTca ocobble Mepbl NPegoCTOPOXHOCTU MPU XPaHEHUN, OHW OOSKHA
cooTHocuTbea mexay OXII, mapkuposkon 1 J1B.

B OXIJIM He cnegyeTt BkNioyaTb npefynpexneHme o HeobXoaAMMOCTU XpaHEHUs
nekapcTBEHHOro npenapaTta B HEAOCTYNHOM ANs AeTen MecTe Tak, YTOObl OHU He MOrnun
ero BuaeTb.



6.5. XapakTep u cogepxaHne nepBUYHON YNAKOBKU

HeobxoomMmo ykasaTb MEPBUYHYKD  (BHYTPEHHIOK)  YNaKoBKY,  WCMOMb3ys
cTaHgapTHein TepMmuH Papmakonen Cowo3a, matepuarn, M3 KOTOPOro W3rotoBneHa
nepBuYHasa (BHYTPEHHSNS) ynakoBka (Hanpumep, "cTeknsaHHble dnakoHbl", "MBX u (nnu)
antoMunHneBble 6nuctepbl”, "OYTbINKKM M3 NOMMITUIIEHA BbLICOKOW MIIOTHOCTM"), a TaKke
nepeyYncnnTb BCe NpoyMe KOMMOHEHTbI npenapaTa (Hanpumep, urna, NnoMasoK, MepHas
NoXKa, pacnbuMTenb U3Zenun Ana WHransuum, ocywmutenb). HeobxoguMo MNOACHUTHL
rpagyvpoBKYy Ha MepHbIX U3Oenusx, a Takke onucaTb MepBUYHYKO YNakoBKy Jito6oro
pacTBopuTEns, NOCTaBMSEMOro BMECTe C flekapCTBEHHbIM npenapatoM. M36bIToYHyto
aetanusauumio (Hanpumep, uBeT Npobku, CBOMCTBA TepMoriaka) ykasbiBaTb Kak npaBumio
He crnegyeT. lNpu ucCNoNb3oBaHUM pas3fgenuTenbHOro uBeTa Ans pasnuyeHuss opm
BblMyCKa NapeHTepanbHbIX npenapaTtoB 06 3TOM criegyeT yka3aTb B JaHHOM pasgene.

Ecnn npumeHumo, HeobxoguMmo ykasaTb, obnagaeTr nuM yKynopka nepBUYHOWN
YyMakoBKW (PyHKUMEN 3aLmnTbl OT BCKPbITUS AETbMW.

[Mpumepbl POpMYNUPOBOK, yKasbiBaeMbIX B JAHHOM pasgene:

"CycneHsnsa obbemom [06bem] MmN B npenBapuUTENlbHO 3arofIHEHHOM LINpULe
(CTEKNAHHOM) C ynnoTHuTenem (xnopbyTurnkayyyk) ¢ urnom nnn 6e3 Hee B ynakoBke rno 5
murn 10";

"ByTbINKN N3 NONN3TUNEHA BbICOKOM MNOTHOCTU C YKYNMOPKOM C OYHKUMEN 3aLLnTbI
OT BCKpbITUS AeTbMU N cUnukarenem B kadyecTtse ocywmtens. B ynakoskax no 30, 60 nnu
90 TabneTokK, NOKPbITbIX NSIEHOYHOM 06004YKON".

HeobxoomMmo nepeyncnuTb BCe pasMmepbl YNakoBOK C YKasdaHMeM 4yucna eguHuu,
yucna gos (Hanpumep, Anst MHOro4o30BbIX BaKUWH, MHransaTopoB U T.4.), obwen macchl
nnn obbema nepBUYHON (BHYTPEHHEW) YNakoBKM, a TakKkKe YUCIO NEepBUYHbIX
(BHYTPEHHMX) YNAaKOBOK BO BTOPMYHOM (MOTPEOUTENBLCKOM) KApTOHHOM ynakoBke. Ecnu
NPUMEHNUMO, HEOBXO0AMMO NPUBECTM CTaHAAPTHOE yKa3aHue: "He Bce pasmepbl ynakoBOK
MoryT ObiTb [[OCTYynHbl Ans  peanusauun”, 4tobbl npeaynpeauTb  MEAULMUHCKMX
paboOTHMKOB O TOM, YTO He BCe MepeyYucrieHHble pasMepbl YNakOBOK MOryT OblTb
AOCTYMHbI ANSA Ha3Ha4YeHUs Unn oTnycka.

YnakoBku, npegHasHa4vyeHHble UCKIOYNTESNbHO ANS ANCTPUBBIOTOPCKUX Lienen, He
ABMAOTCA HOBOW YMaKoOBKOW ONs peanu3aumm nekapCTBEHHOro npenapara, no3aTtomy
BKMOYaTb UX B AaHHbIM pa3gen He TpebyeTcs.

6.6. Ocob6ble Mepbl NPeAOCTOPOXKHOCTU MPU YHUUTOXKEHMU UCNOJNTb30BAHHOIO
NeKapCTBEHHOro npenapara unm oTxoaoB, NOJSTyYEeHHbIX NOcre NPUMeHeHUA
NeKapCTBEeHHOro npenapara, M Apyrue MaHUNynsauMm ¢ npenapaTtom

HeobxoomMmo npeacTaBuTb WMHCTPYKUMW MO YHUUTOXEHWIO MpenapaTta, ecnu
NPUMEHUMO.

Ecnn nmetotca ocobble Mepbl NPegoCTOPOXHOCTM Mpy paboTe UM YHUYTOXKEHUM
npenapatoB (LMTOTOKCUYECKME WM HEKOoTopble Guonorvyeckme npenapartbl UMK KX
0TX0Abl), @ Takke ecnv npenapaTbl COAEpXaT XWMBble OpPraHu3mMbl, UX HeobxoguMmo
BKMIOYMTb B [aHHbIN pas3gen, a Takke, eCnu 3Ha4YuMo, MpU YHUUTOXEHUU NpenMeTos,
BCTYNaBLUMX B KOHTAKT C JfIeKapCTBEHHbLIM NpenapaTtoM (Hanpumep, NeneHKn Um NOXKK,



ncnomnb3yemble [AOns BBEOEHMS BaKUMH Ons npuvema  BHyTpb). Ecnm  3Hauyumo,
HeobXxoaAnMMO NPeacTaBUTb CCbISIKY Ha 3aKMo4YeHMe MO OLEHKE PUCKOB Ha OKPY>KatoLLYHO
cpeay, onucaHHom B pasgerne 5.3 OXJI.

Ecnv npumeHumo (Hanpumep, B OTHOLUEHMM UUTOTOKCUMYECKUX JIEKapCTBEHHbIX
npenapaTtoB) HEOOXOAMMO BKIOUYUTL CNeayoLyo cTaHAapTHYH opmynnpoBky: "Becb
OCTaBLUMNCS NEKapPCTBEHHbIN NpenapaT 1 0TXo4bl crefyeT YHUUTOXUTb B COOTBETCTBUM
C YCTaHOBJMIEHHbIMW HaUMOHaNbHbIM 3aKOHOA4aTeNbCTBOM TpeboBaHnsMN".

Mpn OTCYyTCTBMM OCOBLIX MEp MO NPUMEHEHUIO UM MHCTPYKUMK no paboTte Ans
paboTHUKa anTekn 1 Apyrnx MeguumMHCKnx paboTHUKOB, cnegyeT NpUBECTU CTaHOAPTHYHO
dopmynuposky: "Ocobble TpeboBaHUA OTCYTCTBYHOT".

[MpuBOAAT BCe pekomeHOauunn, HeobxoauMble ANA NPaBUIBHOIO MPUrOTOBMEHUS
onpegeneHHbIX NnpenapaToB (HanpuMep, LMTOTOKCUYECKNE NIEKapCTBEHHbIE NpenapaThbl U
HekoTopble ©Ouonornveckne npenapatbl, M (UNKM) Heobxoaumble OAS 3aWMTbl v,
BKIOYas poauTenen N yxaxusawLmnx nuy, 3aHMMarLwmnxca npuroToBneHnemM npenapaTta
nnu paboTaroLmx ¢ HAM.

B pasgen 4.2 OXJIT Heob6xoAUMO BKMOYUTH WMHCTPYKUMW ON1s1 Bpada, Npouvmx
MEANLMHCKMX pabOTHMKOB M nauneHToB no pabote € npenapaTtoM, a Takke obwue
cBefeHVss O BBedeHuMM npenapata (Npu BBeAEeHUMM naumeHTaMmn uUnn MeguuMHCKMMU
paboTHukamu). Ecnu TpebyloTcsa WHCTpPyKUMM MO npumMeHeHuto (paboTte) C uenbko
NPUrOTOBMIEHNS JEKApPCTBEHHOrO Mpenapata nepen BBEAEHWEM, Hanpumep, npu
HeobXo0AMMOCTN ero CycrneHAMpoBaHWUS UMW pasBedeHud, 3TU cBefeHUst HeoBXxoaumMo
npeactaBuTb B AaHHOM pasgene. [na obecnedeHnsa nydwero noHMMmaHus pasgen 4.2
OXIIMN moxeT cogepxaTb NEePEeKPECTHYH CCbISIKYy Ha COOTBETCTBYHOLLYIO MHOPMaLNIO B
pasgene 6.6 OXIIM, Hanpumep, "MHCTPYKUMM MO pas3BedeHWUo npenaparta nepeq
BBEAEHMEM npeacTaBneHbl B pasgene 6.6 OXJIIM".

B naHHOM pasgene pekomeHayeTcsi NPUMBOAUTL NULb CBEAEHUS, Heobxoaumble
paboOTHUKY anTekn 1 ApYyrMM MeauUMHCKUM paboTHMKaM AN NpuUroToBreEHNs npenapaTa
nepeq BBeAEHNEM NaLUeHTY.

CBefgeHunsa 0 NpUroToBrEHMM NEKAapCTBEHHOro npenapaTa (Hanpumep, CyCrneH3un
MOpoLLKa ANs1 MHBEKUUIA N NPUroTOBNEHUN pasBedeHUs) cneayeT BKIUYUTL B pasgen
6.6 OXIJIN He3aBUCMMO OT TOro, KTO roTOBUT npenapaTt (Hanpumep, paboTHUK anTeku,
Bpay, Apyrve megvumHckne paboTHMKK, NaUMEHT, POAUTENN UMW yXaxusawoline nuua).
Ecnn npenapat noanexuTt BOCCTAHOBIEHMIO, HEOOXOAMMO onucaTb €ro BHELUHUW BUA
nocne BOCCTaHOBIEHUS.

B paHHOM pasgene MOXHO MPUBECTU YKa3aHUS OTHOCUTENbHO COBMECTMMOCTU
npenapata Cc APYrMMW JeKapCTBEHHbLIMW Mnpenapatamu U Un3genusimum npu  ycrioBum
HanUuMa B pPErncTpauMoHHOM [JOCbe FEeKapCTBEHHOro npenapata COOTBETCTBYHOLLMX
OaHHbIX.

B wucknouuTenbHbIX Cnyyasx, ecnu npenapaT nokasaH AeTsaM UM HEeBO3MOXHO
paspaboTaTb feKapCTBEHHYIO opMy, noaxoaswy ageTam (4TO NOATBEPXKAEHO
COOTBETCTBYIOLMMM  HayYHbIMM  OOOCHOBaHUAMM), CBEAEHUS O MNPUrOTOBMEHUN
npenapaTa ex tempore cnegyet npuMBecTy nofd nogsarosioBkom "lMpumeHenne y geten”
CO ccblkon Ha pasgen 4.2 OXJIMN. Heobxoanmo npeactaBuTb NOAPOOHbIE MHCTPYKLUUK
Nno MNpUroTOBfEHWUIO NpenapaTa ex tempore mn3 nogxoasiien "B3pocron” wnu gpyrom
"neTckon popmbl ANS geTen cTapller Bo3pacTHOM rpynnbl” nekapcTBeHHOM (bopMbl, a
TaKke [OOMNOoSHUTENbHbIE CBeAeHUs O npenapatax ex tempore Ana nNpuUMeEHeHusa y



ManeHbKNX OeTen u, ecnn MnpUMEHMMO, MakKCUMarnbHOEe BpPEMSI XPaHEHUs1 TaKuUx
npenapaTtoB, KOraa OHM COOTBETCTBYHOT CBOUM cneundukaumsm.

Ocobble Mepbl NPeaoCTOPOXHOCTU Npu paboTe ¢ npenapaTtoM cneayeT ykasaTb B
pasgene 4.4 OXIIT.

CeBeneHnsa o puckax BCrneacTtBMe BO3OENCTBUS Ha paboyem mecte Heobxoammo
NnpUBOAUTL B AaHHOM pasgerne co ccbifikon Ha pasgen 4.4 wnun 4.8 OXIJII, ecnu B 9TnX
pasgenax MMeKTCsl COOTBETCTBYHOLLME CBEAEHUS.

7. DepxaTenb perncTpalMoHHOro yaoCTOBEepeHuUs

B pgaHHOM pasgene ykasblBalOTCA HauMMEHOBaHWE W MOCTOSHHbIA agpec Wnu
3aperncTpMpoBaHHoOe MEeCTO BedeHUs OeATEeNbHOCTU AepXaTens perucrpaumoHHOro
yaooctoBepeHus. [lonyckaeTca ykasaTb Homep TenedoHa, akca wnu agpec
9NIEKTPOHHOM MOYThLlI (HO HEe canTa B WMHAOPMALMOHHO-TENTEKOMMYHUKALMOHHOW CETU
"MHTepHeT" unn anekTpoHHOM MoYThbl, CBA3bIBAKOLLENCS C YKa3aHHbIM CanToM).

7.1. TllpegcrtaButenb Aepxatens  permcTpauuoHHOrO  yAOCTOBEPEHUS  Ha
Tepputopum Cotosa.

Heobxogumo ykasaTb HaMMeHOBaHWE W topuanyecknin (aktnyeckun) agpec,
TenedoH M agpec 3NEKTPOHHOW NOYTbl NpefcTaBuUTensa Aepxatens pernctpaunuoHHOro
yOoOCTOBEPEHUsT (HO He canTa B WH(POPMAUMOHHO-TENEKOMMYHUKALMOHHON CeTun
"MIHTepHET" WM 3NEKTPOHHOM MNOYTbl, CBA3bIBAOWENCA C YKas3aHHbIM CanToOM).
Bo3MOXHO OOMONHUTL yKasaHueMm, "[peTeH3un notpebutenen crnenyet HanpasnaTb Mo
agpecy [ykasbiBaeTcs agpec], TeniepoH [ykasbiBaeTtcsa TenedoH]".

8. Homep peructpaumMoHHOro yaoctoBepeHus

Pasgern, 3anofHsembli  YNorIHOMOYEHHbIM OpraHOM FocydapcTBa-yneHa unm
AepxaTenem perMcTpaunoHHOro yaoCcTOBEPEHUST NOCNEe PerucTpauum B COOTBETCTBUM C
npaBunaMmy perncTpaumm n 3KCnepTusbl NEKapCTBEHHbIX CPEeACTB ANs MeaULMUHCKOro
NpUMeHeHus1, yTBepxxaaembimn Komuccuen.

9. [laTta nepBMYHOM peructpauuu (NoATBEPXKAEHUA peructTpauum,
nepeperuncrpauumn)

Pasgen, 3anonHsembld  YNOAHOMOYEHHbIM OpraHOM rocygapcTBa-ynieHa Wnu
aepxatenem  perMcTpaumMoHHOro  yooCTOBEepeHuUss  Nocre  perucrpaumm — unu
noaTBepPXaeHus pernctpauumn (nepepeructpauuun). [aty nepBMYHOM peructpauuu, wu
naty noaTBepxaeHua  peructpauum  (nepepeructpauum) cregyeTr  ykasblBaTb B
cnegyowem opmare:

"[laTa nepBuYHOM perucTtpaumn: 3 anpena 1985 .

[aTa nocnegHero NOATBEPXAEHUS perncTpaunm (nepepeructpaumm): 3 anpens
2000 r."

10. [laTa nepecMoTpa TeKkcTa



[Mpn NnepBUYHON perncTpaunm He 3anosHAETCA.

B OTHOWeEHWN nekapcTBEHHbIX MpenapaToB, MO KOTOPbIM  YNOSIHOMOYEHHbIMM
opraHamu rocyapcCTB-4ieHOB Oblnn yTBEpPXAEHbl U3MEHEHUSA perncTpaumoHHOro Jocke,
yKasblBaeTcsa fata ogobpeHus nocrnegHero 3MeHeHus, Hanpuvep, nocregHee pelleHune
0 BHeceHun mameHeHun B OXJIM, unn gata peanusaumMm CPOYHOrO OrpaHUYeHust o
GesonacHoCTW, WM [pata YyBeAOMSIEHMSS O BHECEeHMM W3MeHeHun Tuna 1B B
perncTpaumMoHHOe LOCbe JIeKapCTBEHHOro npenapara.

Pasgen 3anonHseTcs  ynorIHOMOYEHHbIM  OpraHoM rocydapctBa-yrieHa npu
BHECEHUN  CBedEeHWA O  JleKapCTBEHHOM  npenapate B  eOuHbIn  peecTp
3aperncTpmMpoBaHHbIX JlekapCTBeHHbIX cpeactB Cow3a u  (Mnu)  gepxatenem
perncTpaumMoHHOro yaoctoBepeHus B MoMeHT nedatn OXJII1.

11. loanmeTpusa (ecnm npuMeHNMO)

B oTHoweHun paguohapmaueBTUYEeCKUX npenapaTtoB B [AaHHOM pasjere
HeobXo4MMO YyKasaTb MOSHble AaHHble O BHYTPEHHEW paguauuoHHOM A03umeTpun. B
OTHOLLEHUN BCEX OCTasbHbIX NpenapaToB AaHHbIN pasgen cnegyeT UCKITIYUTD.

12. MHCTpYKUMA NO NpUroToBrieHnIo paguodapmMaueBTUYECKUX NpenapaToB
(3anonHseTcs npu Heo6xoaUMOCTH)

B OTHOLLEHUN pagnogapmMauleBTUYEeCKNX npenaparoB COCTaBnATCA
AONONHUTENbHbIE NOAPOOHbIE MHCTPYKUMKU MO MPUrOTOBMEHWNIO €X tempore 1 KOHTPOSo
KayecTBa MPUrOTOBMIEHHOrO npenapata C  yKasaHMem Mpu  HeobXxoauMOoCTH
MaKkCUManbHOMO BPEMEHU XPaHEHUsl, B TeYeHue KOTOporo nbon NpoOMeEXYyTOYHLIN
npenapat (Hanpumep, anaT UM roTOBbIN K MPUMEHEHWUIO paanodapmauleBTUYeCKNn
npenapat) bygeT cOOTBETCTBOBaTbL CBOUM CrleLngukaumnsam.

Heobxoaumo Takke npeactaBuTb crieunarnbHble MHCTPYKUMU MO YHUYMTOXEHWUHO
NepBUYHbIX YMAKOBOK WM OCTaBweroca npenaparta. [onyckaetcss UCNOfNb3oBaHUe
cnegywowen dopmynuposku: "Ob6Lan XxapakTepucTuka IeKapCTBEHHOro npenapaTta
[ToproBoe HaMmeHoOBaHME] AOCTYMNHA Ha oduUManbHOM canTe YNOSTHOMOYEHHOro opraHa
rocygapcrea-dsieHa B UHPOpMaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn "IHTepHeT" [cauT
YyNOSIHOMOYEeHHoro opranal, u (unn) Cotosa [canT Cotoszal".

MpunoxexHune N 1

K TpeboBaHNAM K UHCTPYKLUN NO MeAULUHCKOMY
NPUMEeHEeHUI0 NieKapCTBEHHOro npenapara

M obLluen xapakTepucTUKe fieKapCTBeHHOro
npenapara gns MeauuMuHCKOro npuMeHeHus

MNMepeyeHb
BCMOMoOraTesibHbIX BelWeCcTB U CBeAEeHUN, YKa3biBaeMbIX B 0OLLeN XapakTepucTmke
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JNIeKapCTBEHHOro npenapara, MHCTPYKLUN N0 MeAULIMHCKOMY NPUMEHEHUI0
NeKapCcTBeHHOro npenapara (nMcTke-BKnaabilue)

HanmeHoBaHue MyTb BBEAEHMSA MpepenbHoe CBegeHuns, KoTe
cogepxaHue OOIDKHbI ObITb YKE
BCriomoraTernbH J1IB* 1 OXJIN
Oro BellecTBsa
1. Asokpacutenu: nepoparbHbIN * MOXET Bbl3blBaTb
1) TapTpasunH E102; annepruyeckue pe
2) xenTtbin 3akaT (FCF)
E110;
3) a3opybuH, kKapmyasuH
E122;
4) noHco 4R (nyHuoBbIn 4R),
KoweHunb KpacHas A E124;
5) 6pMNIMaHTOBbLIN YEPHBIN
BN, 4yepHbin PN E151
2.  ANpOTWHWH MECTHbIN * MOXeT BblI3blBaTb
rmnepyyBCcTBUTESTb
Unn TXxenble
annepruyeckme pe
3.  ApaxucoBoe macro BCE * neKkapCTBEHHbIN N[
(ykasaTb Ha3BaHUeE
COOEPXNT apaxmnce
mMacno. Ecnun y Bac
anneprus Ha apaxi
COK0, HE NPUMEHSAN
neKkapCTBEHHbIN N[
4.  Acnaptam E951 nepoparbHbIn * COOEPXUT NCTOYHY
deHunanaHnHa. M
oKasaTbCsl BpeOHbI
nogen c
PeHUNKETOHYpHEN
5. beHsankoHusa xnopua odoTanbmonoruy * MOXeT pasgpaxart
eckue N3beranTte KOHTaK1
nekapcTBeHHble MATKUMWN KOHTaKTHE
dopmbl NUH3aMW.

MNepen npumeHeHn
CHUMMUTE KOHTAKTHI
NNH3bI N HE paHee,



6.

7.

8.

9.

beHaunosbIn cnupT

BpoHonon

Bytunrugpokcuanmson E320

Bytunrugpokcutonyon E321

MECTHbIN

WHransiLMoHHbIN

napeHTepanbHbl
7

MECTHbIN

MECTHbIN

MECTHbIN

10 mkr B 1 gose

npw gose
MeHee
90 mr/kr/cyT

npu gose 90
Mr/Kr/cyT n
Gornee

yepes 15 MUHYT Ha
nx obpatHo.
MoXeT U3MEeHATH L
MSATKUX KOHTaKTHbI>
pasgpaxuTtenb, MO
BbI3blBaTb KOXHbIE
peakumm

MOXET BbI3blBaTb
OpoHxocnasm
NPOTUBOMNOKa3aH

HEeOOHOLUEHHbIM 1
HOBOPOXOEHHbIM.
MoxeT Bbl3blBaTb
TOKCUYeckue u
aHadMNakTONAHbIE
peakuuu y MnageH
peten oo 3 net
NPOTUBOMNOKAa3aH
HEeOOHOLLEHHbIM 1
HOBOPOXOEHHbIM.
N3-3a pucka cmepT
TOKCUYECKMX peakL
BBEAEHUNN DEH3UNC
cnupTta B o3e,
npesbiwatowen 90
Mr/Kr/CyT, AAHHbIN
npenapar Henb3s
NPUMEHATbL Y MNag
geten mnagwe 3 n
MOXET BblI3bIBaTb \
KOXHblE peakumnn
(Hanpumep, KOHTaKk
AepmaTur)

MOXET Bbl3bIBaTb \
KOXHbl€ peakumnn
(Hanpumep, KOHTaKk
aepmatuT) unm
pasgpaxeHue rnas
CIN3NCTbIX 06oro-
MO>ET Bbl3bIBaTb N
KOXHblE peakumnm
(Hanpumep, KOHTaKk
aepMatuT), unum
pasgpaxeHue rnas
CIN3UCTbIX 060sov



10.

11.

12.

13.

[CanakTto3a

"enapuH (B kKayecTBe
BCMOMOraTesibHOro
BellecTBa)

MmuuepwuH

["moko3a

napeHTeparnbHbl
7

nepoparbHbIN

nepoparsbHbIn K
napeHTepanbHbl
n

napeHTeparnbHbl
n

nepoparnbHbIf

peKTasnbHbIN

nepoparnbHbIf

5r

10 mr B 1 gose

1r

ecnn y Bac

HenepeHoCUMOCTb
HEKOTOpPbIX caxapo
obpaTuTech K neve
Bpayy nepea npuel
AAHHOrO feKapCTB
npenapara

ecnu y Bac
HenepeHoCUMOCTb
HEKOTOpPbIX caxapo
obpaTuTecCh K neve
Bpayy nepea npue
AAHHOrOo NeKapcTB
npenapara

coaepxut "x" r ran
Ha o3y, 4To Heob)
y4MTblBaTh NaumeH
caxapHbiM gnabeT
MOXET BbI3blBaTb
annepruyeckme pe
YMeHbLUAaTb YNCHO0
KPOBSIHbIX KNETOK,
MOXeT CKa3aTbCs +
CUCTEME CBEPTbIBE
KpOBMW.
MNauneHtam c
nepeHeceHHbIMN
annepruyecknmm
peakunsamm Ha ren:
cnepnyet n3beratb
NPUMEHEHUN Nper:
cogepaluunx renaj
MOXET BbI3blBaTb
rosIoBHY0 00nNb,
pPacCTPOMCTBO Xerl
anapeto (NoHoc)
MOXeT OKa3blBaTb |
cnabutenbHoe aev
ecnu Bpay coobLy
BaC HEMNEepeHoOCMC



14.
15.

AumeTuncynbcokena
Kanun

nepoparnbHbIi K
napeHTepanbHbl
n

pacTBOpbI As
npuema BHyTpPb
cocaTerbHble
»KeBaTerbHble
TabneTkn

MECTHbIN
napeHTeparnbHbl
i

napeHTepanbHbl
N, NnepopanbHbI

BHYTPUBEHHbIN

5r

*

kanusa meHee 1
MMOJ1b B
pasoBoun Jo3e

kanua 1 mMmonb
n 6onee B
pa3oBoun Jo3e

30 mmonb/n

HEKOTOpPbIX caxapo
obpatutechb K neve
Bpayy nepeg npvel
AAHHOrO NneKapCTB:
npenapara

cogepxut "X" r rme
Ha 003y, YTO Heob»
yunTbIBaTb NaLMeEH
caxapHbim guabeT

MOXeT NnoBpeanTb

MOXET pasgpaxart
AaHHbIN NnpenapaTt
COLEPXKNT Kanun, \
mMMonb (39 Mr) Ha .
(ykasaTb gosy), 10
CyTn "He coaepXxut

AaHHbIN NpenapaTt
cogepxut "x" Mornt
"y" Mr) kanusa Ha ...
(ykasatb oosy).
Heobxogmmo yunT
nauneHTam co CHU
dyHKUMEN NOYEK U
nauneHTam, Haxon
Ha gueTe C orpaHu
NOCTYMMNEeHNa Kanm
MOXeT BbI3blBaTb
60ne3HeHHOCTb B |



16.

17.

18.

19.

20.

Kucnota 6eH3onHas n
BGeH3oaThbl:

1) kucnota 6eH3onHas E210
2) HaTpwua 6eHsoaT E211

3) kanuna 6eHsoat E212

Kucnota copbuHoBasa u ee
conu

Kcunuton

JNlaktnt E966

JlakTo3a

MECTHbIN *
napeHTeparnbHbl *
i

MECTHbIN *
nepoparbHbIN 10r

nepoparbHbIn *
10r

nepoparbHbIn *

BBEOEHMS
cnabo pasgpaxaen
rnasa u CrmM3nCThble
000no4KN.

cnabo pasgpaxae
rrnasa m ClM3ncTble
obonoykn. Moxet
NnoBbILLIATb PUCK pa
KENTyxu y
HOBOPOXAEHHbIX
MOXET BbI3bIBaTb N
KOXHblE peakumnm
(Hanpumep, KOHTak
aepmMatuT)

MOXET OKa3blBaTb
cnabutenbHoe aev
Keunnton cogepxi
Kkan/r npenapara
ecnu y Bac
HenepeHoOCUMOCTb
HEKOTOpPbIX caxapo
obpaTuTecCh K neve
Bpayy nepeg npue
AAHHOTO NneKapCTB:
npenapara

MOXET OKa3blBaTb !
cnabutenbHoe aev
JTakTnT cooepxur -
Kkan/r npenapata
ecnu y Bac
HenepeHoCUMOCTb
HEKOTOpPbIX caxapo
obpaTunTechb K neve
Bpayy nepeg npue
AAHHOrO NneKapcTB:
npenapara



21.

22.

23.

24.

25.

26.

27.

JTaHONWH (LepCTAHOM XNp)

JlaTekc,
HaTypanbHbIN Kay4yK

ManbTtuTt E965,
n3omanbTtmnton E953,
ManbTUT XWUAKWUA (cnpon
rmoporeHn3npoBaHHOM
FNHOKO3bl)

MaHHuTOon (MaHHUT) E421

Macno 6epramorTa,
OepranTteH

Macno KaCTopoBoe
NOJINSTOKCUITMPOBaAHHOE,
Macrno KactopoBoe
NONIM3TOKCUIMNpoBaHHOE
rmgporeHmn3npoBaHHoe

Macrno KyHXyTHoe (NbHAHOE)

MECTHbIN

BCe

nepoparbHbIn

nepoparbHbIN

MECTHbIN

napeHTepanbHbl
n
nepoparnbHbIf

MECTHbIN

BCe

5r

10r

10r

COAEPXKUT X T NaKT
I rMOKO3bl M X/2 T
ranakrosbl) Ha 403
HEeobX04MMO YUNTE
nauneHTam c caxa
anabetom

MO>XET BbI3blBaTb N
KOXHble peakumm
(Hanpumep, KOHTaK
aepmatuT)
KOHTENHep AaHHOr
NeKapCTBEHHOro
npenapara cogep
NaTEeKCHbIN Kay4yK.
BbI3blBaTb TSHXKENbI
annepruyeckue pe
ecnu y Bac
HenepeHOCUMOCTb
HEKOTOpPbIX caxapo
obpaTuTeCh K neve
Bpayy nepeg npue
AAHHOrO NeKapcTB:
npenapara

MOXET OKa3blBaTb
cnabutenbHoe aev
ManbTuTt (M3oMant
coOepXuT 2,3 Kkan
npenaparta

MOXET OKa3blBaTb
cnabutenbHoe aev
MOXET NOoBbILLATb
4YyBCTBUTESbHOCTb
nyyam (eCcTecTBeH}
NCKYCCTBEHHbIN
COIMHEYHbIN CBET)
MOXET BbI3blBaTb T
annepruyeckue pe
MO>XET BbI3blBaTb
pPacCTPOMCTBO Xerl
anapeto (NoHocC)
MO>XET BbI3bIBaThb K
peakuum

MOXET M3peaKa Bbl
TShKenble annepru.
peakuuu



28.

29.

30.

Macno coeBoe, macno

coeBoe

rMAPOreHn3npoBaHHoe

Hatpun

OpraHun4yeckue coeanHeHus

pTYTU.

1)
2)
3)
4)

TUOMEpPCall,

EHUNPTYTN HUTPAT;
deHunpTyTHN aueTar;

deHnnpTyTH Gopat

BCe

napeHTeparnbHbl
7

napeHTepanbHbl
n
nepoparbHbIn

oTanbmonormy
eckne oopmbl
MECTHbIN

napeHTeparnbHbl
7

HaTpus MeHee 1
MMOfb B
pa3oBoun Jo3e
npenapata

HaTpus 1
MMOfb B
pa3oBoOn 03e

NeKapCTBEHHbIN M
(ykasaTb Ha3BaHMeE
COAEPXKUT apaxmce
mMacno. Ecnun y Bac
anneprus Ha apaxi
CO0, HE NpUMeEHAN
NeKapCTBEHHbIN M
AaHHbIN Npenapart
coaepXuT MmeHee 1
(23 Mr) HaTpus Ha

(ykasaTb gosy),

TO €CTb MO CYTU HE
coaepXKUT HATpUA

AaHHbIN NnpenapaTt
cogepxut "x" Mont
"y" Mr) HaTpus Ha .
(ykasaTb go3y).
HeobxogmMmo yuuTi
nauueHTam, Haxon
Ha gueTe c orpaHm
NoCTyNneHnsa HaTp
MOXET BbI3blBaTb
annepruyeckue pe
MOXET BbI3bIBaTb N
KOXXHble peakumm
(Hanpumep, KOHTaK
AEpPMaTUT) U N3Mel
LiBETA KOXU
AaHHbIN NIEKapCTBE
npenapar B KayecT
KOHCepBaHTa coae
(Tmomepcan), ectb
BEPOSATHOCTb
BO3HUKHOBEHUS Y E
(Bawero pebeHka)
annepruyeckomn pe
Mpn Hannuun y Bac



31. [MaparngpokcmbeHsoaTbl 1 NX
adupsbl:
1) aTunrngpokcmbeHsoar
E214;
2) nponunrugpokcmubeHsoar
E216;
3) HaTpus
nponunrngpokcnbeHsoat
E217;
4) meTunrngpokcmbeHsoar
E218;
5) HaTpus
MeTUNrIMapokcmbeHsoar
E219

32. [lepyaHckui 6anb3am

33. [llponuneHrnunkonb u ero
agompbl

34. T[lweHnYHbIN Kpaxmarn

35. Caxap uHBepTHbIN

MepopanbHbIn,
odTanbsmonorny
eckne popmbl,
MECTHbIN
napeHTepanbHbl
n
WMHranavuunoHHbIN

MECTHbIN
MECTHbIN
nepoparbHbIN
napeHTepanbHbl

7

nepoparbHbIN

nepoparnbHbIf

400 mr/kr - pnsa
B3pocnbix 200
MI/Kr - Ansa

peten
*

(Bawero pebeHka)
Kakoun-nmbo annep
coobLwute 06 aTOM
nevaiiemy Bpady
ecnv nocre npegb
BBEAEHNS BaKLMHE
(Bawero pebeHka)
BO3HUMKaNnN HapyLLe
coobwmTte 06 aTowm
nevaiiemy Bpady
MOXET Bbl3blBaTb
anneprmyeckme pe
(B TOM ymncne,
OTCPOYEHHbIE)
MOXET Bbl3blBaTb
annepruyeckue pe
(B TOM uncne,
OTCPOYEHHbIE) U, B
NCKITHOUYUTENBHbIX (
OpoHxocnasm

MOXET BbI3bIBaTb K
peakumm
MOXXET pasapaxarTt

MOXET BblI3bIBaATb
CUMMNTOMBbI, CXOXMUE
npnemMom arkororss

MOXXHO MPUMEHSATb
c uenuakuen. Nauy
C anneprueun Ha nu
(oTnNWYHOM OT uenv
He cnegyeT NPUHWI
3TOT NpenapaTt

ecnu Bpay coobLy



36.

Caxapo3sa

pacTBoOpbl AN
npuema BHyTpb,
cocaTternbHble,
»KeBaTerbHble
TabneTkn

nepoparbHbIN

pacTBOpbI A4S
npuema BHyTPb,
cocaTernbHble,
»KeBaTerbHble
TabneTkn

5r

5r

BaC HenepeHoOCHMC
HEKOTOpPbIX caxapo
obpaTuTech K neve
Bpayy nepeg npue
AAHHOrO feKapCTB
npenapara

coaepXnT "X" r cMme
dPYKTO3bI U FHOKO
Ao3y, 4To Heobxona
y4MTblBaTh NaumeH
caxapHbiM gnabeT
MOXET NoOBpPeanTb

ecrnu y Bac
HenepeHoCMMOCTb
HEKOTOPbIX caxapo
obpaTnTeCh K NeYe
Bpayy nepen npuel
[1aHHOTO reKapCTB:
npenapaTta

coaepxut "X" r cax
Ha 003y, 4To Heob)
y4MTbIBaTh NaumeH
caxapHbiM gnabeT
MOXeT noBpeanTb



37.

38.

39.

40.

4].

42.

43.

CopbuTton E420

CnupT cTeapunoBblii

CnupT ueTocTeapunoBbin,
CnupT LETUNOBLIN

CynbcuTbl, BKNtOYas
MeTabucynbuUThI:

1) cepbl gnokeng E220;

2) HaTpus cynbcut E221;
3) HaTpusa bucynbcut E222;
4) HaTpua meTabucynegut
E223;

5) kanus meTabucynbput
E224;

6) kanua bucynbut E228;
deHnnanaHuH

dopmanbaerva

dpykTO3a

nepoparbHbIn
napeHTepanbHbl
n

nepoparbHbIn

MECTHbIN

MECTHbIN

nepoparsbHbIn,
napeHTepanbHbl
",
WHransaunoHHbIN

MECTHbIN
nepoparbHbIn
napeHTepanbHbl
n

MECTHbIN

nepoparbHbIN

nepoparbHbIN

10r

ecnn y Bac

HenepeHoCUMOCTb
HEKOTOpPbIX caxapo
obpaTuTech K neve
Bpayy nepea npuel
AAHHOrO feKapCTB
npenapara

MOXET OKa3blBaTb
cnabutenbHoe aev
copbuton coaepx
Kkan/r kanopwum
MOXET BbI3bIBaTb N
KOXHble peakunm
(Hanpumep, KOHTak
aepmartmT)

MO>XET BbI3bIBaTb N
KOXHble peakunm
(Hanpumep, KOHTak
aepmartuT)

MOXET U3peaKa Bbl
TShKenble peakumm
rMnepyyBCTBUTEND
BpoHxocnasm

AaHHbIN NpenapaTt
coaepXxuTt dpeHunna
MoxeT okasaTbCcs
BpeaHbIM ANa N
doeHUKeTOHYpUuen
MOXET BbI3bIBaTb N
KOXHblE peakumnm
(Hanpumep, KOHTaK
aepmartuT)

MOXET BblI3blBaTb
pPacCTPOMCTBO Xerl
anapeto (NoHoc)
ecnu Bpay coobLy
BaC HernepeHoCnMC
HEeKOTOpbIX caxapo
obpaTtuTechb K neve



44,

45.

46.

Xropkpeson

OpuTposnH E127

STaHon

napeHTeparnbHbl
7

Xunakme
nekapcTBEHHbIE
doopmbl Ana
npuema BHYTPb,
TabneTku
XeBaTernbHble

MECTHBbIN,
napeHTepanbHbl
n
nepoparbHbIN

nepoparbHbIn,
napeHTepanbHbl
n

5r

0-0,1 mr/kr

meHee 100 mr B
pasoBoun Jo3e

otr100Mrao 3r
B pa3oBoOn Jo3e

Bpayy nepen npue
[laHHOr0 NeKapCTB
npenapara

cogepxut "X" r ¢op
Ha 003y, YTO Heob»
y4MTbIBaThb NaumeH
caxapHbiM gnabeT
MOXET NoBpeaunTb

MOXXET Bbl3blBaTb
anneprmyeckme pe

neKapcTBeHHbIe
npenaparhbl, cogep
3PUTPO3VH, HENb3s
Ha3Ha4aTb U NPUM
naumeHTam ¢ naTo!
LLMTOBUOHOW Xene
AaHHbIN NIEKapCTBE
npenapat cogepxy
HeBONbLLOE KoMUY
3TaHona (ankorons
meHee yem 100 mr
(ykasaTb 0osy)

AaHHbIN NTEKaPCTBE
npenapat cogepxy
06.% aTaHona (ant
TO €CTb 4O . Mr Ha
YTO PaBHO . MJ1 MNUE
BWHA Ha [403Y.

BpeneH ana nvy c
ankorosin3amMom.

HeobxogmMmo yumTi
6epeMeHHbIM 1 KOj
rPYAbH XXEHLMHAN
N TaKnM rpynnam B
pUCKa, Kak naumnen
3aboneBaHNAMM M



anunencuen

nepoparnbHbIN, 3 r B pasoBOM  [aHHbIN NIEKAPCTBE
napeHTepanbHbl nose npenapar cogepxv
n npenapara 00.% aTaHona (ant

TO €CTb 4O . Mr Ha,
YTO PaBHO ... MM Ml
M1 BMHA Ha 003Y.
BpeneH ana nuy c
ankoronM3amom.
HeobxogmMmo yumTi
OepeMeHHbIM 1 KOf
rPYyAbHO XEHLMHAN
N rpynnam BbICOKOI
pucka, Taknm Kak
nawumeHTbl C
3aboneBaHMsAMM Me
anunencunen.
Ankoronb B JaHHOI
NeKapCcTBEHHOM
npenapare MoXxeT
HapyWwunTb 3 eKT
APYrux nekapcTs.
Ankoronb B AaHHOI
neKapCTBEHHOM
npenapare MoXxeT
NOBNUATbL HA CMOCC
ynpaBnsiTb aBTOMO
N paboTy C MEXaHV

* JIB - MHCTPYKLUMS MO MEeaULMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHOrO npenapara

(nncTok BkNagpbILw).
** OXII - obwasa xapakrepucTuka nekapCTBEHHOro npenapara ans MeauumMHCKoro
NPUMEHEHMUS.

NMpumeyanme. [log 3Hakom ™" nNOHMMaeTca HeObXOAUMMOCTb  YyKa3aHus
COOTBETCTBYIOLEN NHPOpMaLUK B 0bLLEN XapaKTEpPUCTUKE NIeKapCTBEHHOro npenapaTa
ONd  MeOUUWMHCKOro MPUMEHEHUA, WHCTPYKUUM ANd  MeOUUMHCKOro  NpUMEeHeHUs
(NncTke-BKNagblle) He3aBMCUMO OT KOMUYECTBEHHOrO COoAepXXaHus BCroMoraTesnbHbIX
BewecTB. He pgonyckaeTcAa wucnonb3oBaTb MNULLEBbIE KpacuTenu B COCTaBe
nekapcTtBeHHOW doOpMbl, He Bowedlwne B TexHu4Yeckun perfameHT EBpasuunckoro
9KOHOMMYeckoro  coto3a  "TpeboBaHma  BGesonacHOCTU nuweBbiX  0oBaBOK,
apomMaTM3aTopoB M TEXHOSormMyeckux BcrnomoraTenbHblx cpeacts" TP 029/2012,
yTBepXaeHHbIN PelweHnem CoBeTta EBpasmMinckon aKOHOMUYECKOM KOMUCCUM OT 22 nions
2012 r. N 58 vnun 3anpeLleHHble NM.

FAPAHT:


http://pravo.eaeunion.org/document?id=70104560&sub=10000
http://pravo.eaeunion.org/document?id=70104560&sub=0

Mo-Buanmomy, B TEKCTe Npeabiaywero ab3aua gonyuweHa oneyaTka. [Jaty Ha3BaHHOro
peweHna CoBeTa EBpasMMCKOM SKOHOMMYECKOM KOMUCCUM credyeT dmtaTtb kak "20
nona 2012 r."

MosscHeHMuA

HacTtoswmin nepeveHb COAepXUT npegynpenuTenbHble YKadaHua OTHOCUTESTbHO
HanMuMs onpegesieHHbIX BCNoMoraTernbHbIX BeLEeCTB B COCTaBe JleKapCTBEHHOro
npenaparta, KoTopble [OMKHbl OblTb nNpuBedeHbl B O6Wen XapakTepucTuke
nekapctBeHHoro npenapata (ganee - OXJIM), WHCTPYKUMM NO  MeLULUHCKOMY
NPUMEHEHUIO NekapCTBEHHOro npenaparta (NMcTke-Bknaasiwe) (aanee - J1B). Hactoawwmn
nepeyeHb He pacnpocTpaHseTCa Ha romeonaTuUyeckne rekapcTBEHHble npenaparbl,
3aperncTpvpoBaHHble Mo crneuuanbHOW YNpoLeHHOW npouenype, NOCKOMbKY ANS Takux
romeonaTn4eckmx npenapaToB NpeaycMoTpeHbl 0cobble TpeboBaHUS K MapKUpOBKe.

HacTtoswmin nepeyeHb npegHasHadeH ans ynosIHOMOYEHHbIX OpraHOB rocyaapcTtB
- 4yneHoB [EBpasnnckoro SKOHOMMYECKOro colo3a (Janee COOTBETCTBEHHO -
rocygapctea-yneHbl, Cot3), 3aaButenen wn gepxatenenm  perncrpaumoHHbIX
yOOCTOBEPEHUN U BKMoYaeT B ceba mHpopmaumio O BCNOMOratesSibHbIX BellecTBax,
KOTOPYO HeoBXoAMMO OTpa3uTb B MapKMPOBKE, a TaKkKe CBeAEeHUs, KoTopble cregyeT
BktounTb B OXJIM mn JIB B OoTHOWEHUM Taknx BCromoraTenbHbIX BewecTs. HacToawmm
nepeyeHb He TMPUMEHSETCA K BewecTBaM, WCNOMb3yeMblM B KayeCcTBe aKTUBHbIX
drapmavreBTUYeCKnX cybcTaHumnn.

[Mog BcnomoratesibHbIMW BellecTBamMu, YKa3aHHbIMM B HAcCTOALWEM MnepeyHe,
NMOHUMAKTCHA KOMMOHEHTbI NeKapCTBEHHOM (QOPMbl He dABnsAKLWMecs OENCTBYOLWUMHU
BeLLleCTBaMU, KOTOPble MPUHUMAKOTCH NALUEHTOM UM BBOOATCH eMY.

K Takum KOMMNOHEHTaM OTHOCATCA B TOM YuCre:

KpacuTenu,  KOHCepBaHTbl,  aAblBaHTbl, cTabunusatopbl,  3arycTutenu,
aMynbcumnKaTopbl, BKYCOBblE U apomaTunyeckne gobaskm u T.4.;

KOMMOHEHTbI, NpeAHa3HayYeHHble AN npornatbiBaHUA WAWM UHOrO BBEOEHUS
nauueHTy;

KOMMOHEHTbI Hapy>XHOW OBOMOYKN JIEeKApCTBEHHbLIX npenapaToB (Kancynbl,
XenaTuHOBbIE Kancynbl, pekTanbHble Kancynbl U T.4.);

CMecun BCromoraTesnbHbIX BeLLEeCTB, Hanpumep, UCnosibdyemble AnAs npsiMoOro
npeccoBaHusi, WM B COCTaBe MNIEHOYHOW O0BONoYKN, wunu  And  NONUPOBKU
npornaTbiBaeMon fiekapCTBEHHON POPMbI;

KoppekTopbl pH;

KOMMOHEHTbI YePHWI1, UCMONb3yeMbIX AN MapKUPOBKN NeKapCTBEHHbIX (OpM AnK
nepopanbHOro NPUMeHeHus;

pacTBOPUTENW, COAepXalimecs, K MpuMepy, B pacTUTENbHbIX 3SKCTpakTax Wnu
KOHUEeHTpaTax BUTaMUHOB;

KOMMOHEHTbI, coAepXawmeca B CMEeCU XUMUYECKUM pPOLCTBEHHbLIX BeLeCTB
(Hanpumep, KOHCEPBAHTHI).

OcTaToyHble NPOM3BOACTBEHHbIE MPUMECH, NMPUMECU LEUCTBYIOLWEro BeLecTBa,
OCTaTOYHble pacTBOpUTENW, TMPOAYKTbl derpajaumMm W T.4. He OTHOCATCA K
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BCNoMoraTerbHbIM BeLeCcTBaM.

BcrnomoratenbHble BellecTBa B LENOM CYMTAKOTCA MHEPTHbIMU. HecmoTpsa Ha
XenaTtenbHOCTb  OTCYTCTBMSI Y BCNOMOraTtesibHblX  BelwecTB  COBCTBEHHOIO
hapMakonormyeckoro [OencTBuUs WM €ro HEe3HaAYUTENbHOCTb, HEKOTopble U3  HUX
obnagatoT NPU3HaHHbIM OENCTBMEM UNKM 3(PEKTOM, BO3HMKAIOLWMM MPU OnpeaeneHHbIX
obcTtoaTtenbcTBax. 3asBUTENM NpU perucTpauum wu aepxatenu permcTpaunoHHbIX
yOOCTOBEPEHUN AOOMKHbI 0becneynTb Haanexawee MCrnonb3oBaHWe BCNoMOraTenbHbIX
BELLLECTB B COCTaBe JIeKapCTBEHHbIX NpenapaToB, C Y4eTOM CBeAEeHUN, CoOAepKaLLUXCS B
HaCTOSLLEM NnepeYHe.

HanmeHoBaHWe BCnomMoraTenbHOro BelecTsa, YKka3aHHOro B HaCTOsILLEM NepeYHe,
OOIMKHO conpoBoXaaTbcs Homepom "E", ecnu TakoBom npucBOoeH. B mapkupoBke
AOCTaTO4YHO YyKasaTb nuwb Homep "E" npu ycrnoBumn TOro, YTo NOsIHOE HaMMEHOBaHME U
Homep "E" ykasanbl B OXJI n JIB B pasgene, B KOTOPOM MNepeYMCrieH MNOSHbIN
Ka4yeCTBEHHbIN COCTaB.

[MaTeHTOBaHHbLIE BKycOBble Ao06aBkM U apoMaTu3aTopbl OOMYyCKaeTCs yKasblBaTb
obwen pason (Hanpumep, "anenbcuHoBas BKycoBas pobaBka", "UUTPYCOBbIN
apomartmsatop (oTaywka)"), BCe W3BECTHble OCHOBHbl€ KOMMOHEHTbl M KOMMOHEHThI,
obnagatowne npusHaHHbLIM gencteneMm wunu addekTom, HeobxoaumMo YyKasbiBaTb
OTAESNbHO.

XUMnyeckn MoanduuMpoBaHHble BCnoMoraTesnbHble BewecTtBa Heobxogumo
ykasblBaTb  Tak, 4T0Obl  m3bexaTb  nyTaHuubl C  HEeMOAUMUUUPOBAHHbLIM
BCNoMoraTeribHbIM BewecTBOM (Hanpumep, "npexenaTtMHN3nNpoBaHHbIA Kpaxman™).

HeobxoanMmo ykasbiBaTb HaMeHOBaHUA KOPPEKTopoB pH, a Takke ux PyHKUUIO
npu HeobxoaAnMoCTK, Hanpumep, "XNopoBO4OPOAHAs KMCOTa Ans koppekuun pH".

HeobxoomMmo ykasaTb BCE KOMMOHEHTbl CIIOXHbIX BCMOMOraTesibHbIX BELLeCTB U
cMmecen, npenBapss ux oblien onucaTtenbHOW XapakTepUCTUKOW, Hanpumep, "yepHuna,
cogepxaiuue X, y, z". B mapkupoBke JonyckaeTcsa UCnonb30BaTh 0OLLYH0 onucaTenbHYH
xapaktepucTtuky, ecnu B OXJIM un JIB npuBeneHbl Gonee noapobHble cBeOeHus.
YKa3blBalOTCSA BCe KOMMNOHEHThI, 06riagarLme NnpusHaHHbIM eNCTBUEM UIn 3 EEKTOM.

B rpache 4 Tabnuubl HacTosLEro nepeyHs npueeneHa MHMOpMaUUA O KaKaoM
BCNoMoraTenbHOM BELLECTBE, KOTopas AofmkHa 6biTb ykaszaHa B JIB. YkasbiBaemas B
OXIM n NB nHdopmaumnsa gormkHa ObiTb ACHOM M NMOHATHOM NauueHTy. B cBA3n C Tewm,
41O Yy 3adBuTenien Moryt ObiTb pasnuyHble dupmeHHble ctunu OXIIM wn JIB, He
Tpebyetca pocrnosHo BkodaTte B OXJIM u JIB nHdopmaumio ykasaHHyto B rpade 4
Tabnuubl HacTosLWero nepeyHs. 3asBuTenn Bnpase BbiOpaTb CBOM COOCTBEHHLIN CTUMb
npencTaBfeHnsa 3TUX CBeEeHUN NauneHTam, Hanpumep, B BUAe NPAMbIX UM KOCBEHHbIX
yKaszaHun. MI3MeHATb CyTb 1 3HaYeHne NHopMauum He JonycKaeTcs.

Ecnn B cooTtBeTctBUM C HactosAwmm nepedHem B OXIIM mn JIB Heobxoanmo
NpuBECTU npeaynpexaeHne unn MHopmauMoHHOe yKkasaHue, TO nNpu npovteHuun J1B m
OXJIM gomKHO ObITb MOHATHO, YTO 3TO yKa3aHuMe OBYCMNOBEHO HANMMYMEM KOHKPETHOrO
BCNoMoraTenbHOro BewecTsa. Y nauMeHTa He AOSMKHO BO3HWKATb HeZONOHUMaHWUA
OTHOCUTENbHO TOro, OTHOCUTCHA INU MnpefynpexaeHne K BCnomMoraTesibHOMY BeLllecTBy
NN OEeNCTBYHOLLEMY BELLIECTBY.

MHpopmaumna 06 oTaenbHbiX BCNOMOraTesibHbIX BellecTBax, YKa3aHHbIX B
HacTosweM nepeyvHe, nognexawas skrodeHuto B OXJIM u JIB, MoXeT OTHOCUTbLCS K
Heckonbkum pasgenam OXIIM un JIB (Hanpumep, BAUsSHME Ha CNOCOBHOCTb ynpaBnATb



TpaHCNOPTHbIMU cpefcTBaMn M paboTy ¢ MexaHuamamu, 6epeMeHHOCTb M nakTauus,
HexxenaTernbHble peakuun). B uensx ynpoweHusa nHgpopmauunn B OXJIIM n J1B He cnegyeT
aybnuposatb 3T cBefeHus. OpHako, 4TOObl MauWeHT He NpPOoMnyCTUN BaXHble W
3HauMMmble cBedeHunsd, N MOXeT noTpeboBaTbCs YyKasaHWe CCbINIOK Ha pasgen ¢
npegynpexaeHnsMmn OTHOCUTENbHO BCMOMOraTesSibHbIX BeLecTB B ApYrMx pasgenax
OXIIM v JIB. Hanpumep, npu Hanuummn B COCTaBe fleKapCTBEHHOrO npenapara aTaHona
notpebyeTcss COOTBETCTBYIOLLASA CCbIfIka Ha pasfen c npegynpexgeHnamu B pasgenax,
KacalLlnxca BfUSIHUSE Ha CMNOCOBGHOCTb yNpaBnATb TPAHCMOPTHbIMW CpeacTBaMn U
paboTaTb C MexaHu3mMamn, 6epeMeHHOCTU U NakTaumm, CBEAEHUN O AeTSX U T.4.

Tabnuua HacTosAWero NnepeyHsa CoaepXnT crnegyowme rpadbl:

HauMeHoBaHve. HaunmeHoBaHMe BcromoraTenbHOro BellecTBa YyKa3blBaeTCHA Ha
ocHoBaHuUM HoMeHknatypbl MHH unn ®apmakonen Coro3a (ecnu BO3MOXHO), BKIo4as
Homep "E" (npn HeobxoanmocTn);

nNyTb BBEAEHWS. YKa3aHue nyTu BBegeHUs He0BX04MMO, MOCKOSbKY MHpopMauns o
BGesonacHOCTK BCNoMoraTesibHOro BewecTBa 3aBMCUT OT NyTU ero BBegeHnda (Hanpumep,
cBefeHus o 6poHxocnasme, oOycnoBfieHHOM 6GeH3anKoHWA XNopuAOM, 3HAYMMbI LB
OS5 pecnmpaTtopHOro nyTun);

npegenbHoe coepXaHue BcrnomMoraTtesibHoro BellectBa. BcnomoraTtenbHble
BeLLleCTBa NPOSABNAIT CBOE AeCTBUE NNLLb MPU NPEBbLILLEHNN HEKOTOPOW A03bl.

Ecnn He ykasaHoO wWHOe, TO npegesibHoe coAepXaHwe BCNoMOoraTesibHOro
BELLleCTBA BbIpaXXeHO B  MakCuMMaribHOM CyTOYHOM [03e paccMaTpuBaemMoro
BCNoMoraTenibHOro BeLlecTBa B COCTaBe JlekapCTBEHHOro npenapata. lNpu atom noA
npegenbHblM  coAepXXaHneMm BCMOMOraTefnbHOro BeLlecTBa MNOHMMaeTCa 3HayeHue,
paBHOE WM MpeBbllalee TO, KOTOPOe HeobxoaMMO Onsl BKMAKYEHMS yKas3aHHbIX
ceegeHun B OXJIM un JIB. HyneBoe npeaenbHoe coaepxaHne BCMOMOraTtefibHOro
BELLleCTBa O3HaYaeT, YTO CBeeHUs creayeT yka3blBaTb BO BCEX CrydasiX Hann4ms aToro
BCNoOMoOraTenbHOro BeLLEeCcTBa B COCTaBe JIeKapCTBEHHOro npenaparTa;

nHdopmaums ana OXIIM v J1B. MNMpuBogmmble cBeaeHUs LOMKHbI ObiTb U3M0XEHbI
B NpoCTOM popMe, YeTKO U MOHATHO Ans naumeHTa. Npu 9TOM nopg CnoBoCOYETaHMEM
"Ha po3y" nogpasymeBaeTcd [03a nekapcTBeHHoro npenapaTta. [lockonbky [o3bl
nekapCTBEHHOro npenapaTta MOryT CWUMbHO BapbupoBaTb, 3asBUTENSM HeobXxoaumo
yuuTbiBaTb MaKCUMarbHYHO pas3oBYyK [03Y JfleKapCTBEHHOro rnpenapaTa, yKasaHHyl B
pasgene 4.2 OXJIM. B yacTHbIX criydasax npuBoAUTCA BblpakeHune "o X Mr Ha gosy". B
cnyyae ecnu nekapcteBeHHasa oopma aBnsieTca TBepaon, Hanpumep, TabneTka, kancyna,
Cynno3nTOpui, MNOPOLUOK B  calle, LuUenecoobpasHee YyKasblBaTb  KONMUYECTBO
BCNoMoraTenbHOro BellecTsa Ha TabneTtky, Kancyny v T.4. COOTBETCTBEHHO;

KOMMeHTapuun. TekcT B aTon rpade Tabnuubl He NpeaHasHadeH ans nauyeHTta. OH
COOEPXKUT MNOSICHEHMST TeKCcTa B npejwecTtBylowen rpade, Heobxoaumble Ans
KOPPEKTHOro yKasaHuMs 3TOro Tekcta. B HekoTopbix crnyyasix KOMMeEHTapuw,
CbOpMyNIMPOBaHHbIE B [AOSHKHOM CTUMe, MOryT ObiTb WCMNOSb30BaHbl B KavecTee
npoTtmBonokasaHum B OXJII.

MpunoxeHune N 2

K TpeboBaHNAM K MUHCTPYKLUKU

no MeaANLUMHCKOMY NMPUMEHEHUI0
NeKapCTBEeHHOro npenapara un o6wien



XadpaKTepucTuke nnekapCcrBeHHoOro
npenaparta And MmeguunHCKOro
npUMeHeHus

TpeboBaHusA
K ONMUCaHUIO cocTaBa NarnnmpoBaHHbIX (KOHBLIOIMPOBaHHbLIX) 6enKoB B o6Lwen
XapaKkTepucTuKe NneKapCTBEHHOro npenapara, MHCTPYKLMU NO MeAULIMHCKOMY
NnpUMeHeHuo (NUCcTKe-BKNaabile)

[na obecneyeHuns ACHOCTU U eANnHOODpa3nsa B yKazaHMUM COCTaBa feKapCTBEHHbIX
npenapaTtoB, OEWCTBYIOLWMM BELLECTBOM  KOTOPbIX SABNAKTCA  MNArMAMpoOBaHHbIE
(kOoHBblOrMpOBaHHbIE) Benku, criegyeT UCNonb30oBaTb CreayrLme TEPMUHBI:

"cTeneHb Moaucukaummn” - cpegHee YMcro (C) Monekyn nosimmepa, CBA3aHHbIX C
oenkowm;

onpeneneHnsa MonekynsapHoOn Maccbl:

"b6enkoBas YacTb geuctByrowlero Bewectna (X)" - monekynspHaa macca 6enka,
cogepxatlerocsi B 6€5ikOBOM KOHbIOraTe;

"6enkoBbin KoHblorat (Y)" - cpegHas obwass MonekynspHas macca
KOHbIOrMPOBaHHOro 6erikoBO-NONIMMEPHOro AENCTBYIOLLErO BELWeCTBa;

"cB0OOAHbLIN 6enok" - Mmacca HEKOHBIOMMPOBAHHOIO 6enka.

OnpepeneHne  OO3MPOBKK " dacoBku neKapCTBEHHbIX npenapaTtoB
NArMIMPOBaHHbIX (KOHBbIOMMPOBaHHLIX) BENKOB OCYLLECTBNSAETCA HA OCHOBE CoAepXaHuUd
Genka, ¢ ydeTom 00LLen CTPYKTYpPbl MOMNEKY.

B uenax HegonyweHUsa nyTaHULbl B OTHOLLEHMM coaepxaHnsa cBoboaHoro 6enka B
obLLen xapakTepuCTUKe NeKapCTBEHHONO npenapara cnegyeTt TOYHO ONUCbiBaTb COCTaB
n gencreme 6enkoBoro KoOHbloraTa.

1. Paspen 2 ("KonuyecTBeHHbIN U Ka4eCTBEHHbIN cOCTaB") oOLen XxapaKTepucTUKu
nekapcTBeHHOro npenapara

Paszgen gormkeH BKNYaTthb:

onucaHve cocTtaBa B COOTBETCTBUM C AO3MPOBKOW, OnpeaeneHHoNn Ha OCHOBaHUU
KONMMYECTBEHHOIrO onpeaeneHnsi, C YeTKUM yKa3aHMeM Ha TO, YTO yKa3aHHble 3HaYeHus
OTHOCSITCA TONbKO K coaepkaHuto 6enka; n

onucaHve 6enKkoBOro KOHbKOrata B crefyrowen cdopmynuposke: [encTtsyroliee
BELLECTBO $BMNAETCA KOBANEHTHbIM KOHbratoM [Tun 6Genka, NpOoM3BOACTBEHHOW
cMcTeMbl] € [HasBaHMe nonmmepa, CoaepKallerocsi B KoHbtorate]>.

AKTUBHOCTb U 9(P(PEKTUBHOCTbL JleKapCTBEHHOro npenapaTta He cnegyet
CpaBHMBaTb C APYrMMU M3rUAMPOBAHHLIMA WU HEN3rMNNMPOBAHHBIMK  Benkamu,
OTHOCSLLMMUCA K TOM Xe dapMakoTepaneBTuieckon rpynne (NogpobHyo MHopMaLunio
CM. B pasgerne 5.1).

2. Paspen 5.1 ("®apmakognHamuyeckme cBomcTBa") obLien xapakTepucTuKm
neKkapcTBeHHOro npenapara.



CtpykTypy 6enka cnegyet onucaTtb criegyrowmm obpasom:

<[Tun 6enka] KOHbLIIMMPOBAHHLIA C [Ha3BaHME NoONMMepa, COoAepXKallerocsi B
KOHblorate] npu 3TOM CTEMNeHb 3aMELLEHUsI COCTaBMsAET [N MOMen nonmmMmepa Ha Mosb
G6enkal. Ob6wan monekynsipHass macca cocTaBnseT npumepHo [Y], u3 KoTopbIX A0S
6GenkoBon YacTu cocTaBnseT okono [X]>.

[lanee B 3aBMCUMOCTM OT KOHKPETHOro crnyvyass MoryT ObiTb faHbl onucaHue
n30popmMm, CpaBHEHWE MOMNSAPHON aKTUBHOCTU KOHbIOraTa W HesamelleHHoro 6ernka,
pasnuyns B akTUBHOCTM B 3aBMCUMOCTU OT U30GDOPM U T.A4.

3. Paspen 5.2 ("®apmakokmHeTU4YeCKue cBOMCTBA") oOLEeNn XxapaKTepPUCTUKH
neKkapcTBeHHOro npenapara.

Mpwn HeobxoQMMocCTH gonyckaeTtcs npeacTaBuUTb CpaBHEHUe
hapMakoKMHETUYECKNX CBOWCTB C HEKOHbLIOMMPOBaHHbLIM 6GenkoM C nocreaywmm
noapobHbIM onucaHmem apMaKkOKMHETMYECKMX CBOWCTB KOHbtorata. [pu Hanmuum
obocHOBaHWA cregyeT MpPUMBECTM NoApoOHoe onucaHwe noBedeHnst M30opM U
CTabUNbHOCTN KOHBIOraTOB B €CTECTBEHHbIX YCMOBUSIX.

MpunoxeHne N 3

K TpeboBaHNsIM K MUHCTPYKLUMU

no MeAULIMHCKOMY NPUMEHEHUI0
NeKkapcTBEHHOro npenapara u obuen
XapaKTepucTrKe NieKapCTBEHHOro
npenapara ans MeauLMHCKOro
npUMeHeHus

TpeboBaHusA
K onucaHunio papmaueBTUYECKMX CBONCTB BaKUMH B O0LLEN XapaKTepucTuke
JNIeKapCTBEHHOro npenapara u MHCTPYKLMM NO MeAULUMHCKOMY NMPUMEHEHUI0
(nucTke-BKNaablwe) NnekapcTBEHHOro npenapara

|. BBegeHue u ob6nactb NpMMeHeHuns

HacTtosiwiee npunoxeHne coOoepXut TpeboBaHMA MO COOEPXaHUK U
npeacrtaeneHnio hapmaueBTUYECKUX AaHHbIX B WHGopMauum o npenapate (obLiewn
XapaKTepUCTUKE IeKapCTBEHHOro npenapara), ero MapkmpoBKe U NUCTKe-BKNagbiwe Yy
BaKUMH ANS MeOUUUHCKOro npuMmeHeHusa. HeobxooMmocCTb OTAENbHOrO MPUIOXKEHUS
0ObSACHAETCA CMOXHOCTbIO MHOMMX acrnekToB COCTaBa U KOMMOHEHTOB BakuuH. Kpome
TOro, OHO COAEPXUT TpeboBaHMA No dopmaTy U COCTaBNEHUIO OPMYNMPOBOK B
nogpasgenax pasgenos 4 ("KnuHudeckme padHble") n 5 ("®apmakonornyeckue
cBoucTBa") oOWlEen XxapaKTepUCTUKE FleKapCTBEHHOrO npenaparta, KOTopble WUMET
HEeKOTopble 0COBEHHOCTU, XapakTepHble ANs BaKUWH.

OcHoBHble TpeboBaHUA K AaHHbIM O NEKApPCTBEHHbIX NMpenapaTtax coaep)kaTcs B



OoCTarnbHbIX pasgenax HacTosawmx TpeboBaHuN.

3aaBuTenam crnegyet yuduTbiBaTb HaAcToslee MpUIioXKeHwe npu  nogade
PEerMcTpauuoHHOro [OO0Cbe Ha HOBble BaKUWHbl, a TakKKke npuv NOATBEPXKAEHUM
peructpauum (nepepernctpaumnm) 3apermcTpmpoBaHHbIX BaKLUMH.

CneunanbHble pekoMeHgaumm no MH@opmauum o BakumHax Ans nNpodunakTuKm
rpunna 6yayT npuBeaeHbl OTAENbHO.

Il. OGwan xapakTepucTUKa NNeKapCTBEHHOro npenapara

dapmaueBTUYECKMMN  pa3genamy  oblen XapakTepPUCTUKM  NeKapCTBEHHOro
npenaparta aenswTcs pasgens! 1 -3, 6.1 - 6.6.

K cbapmakonornyeckmm mn KInmHUYECKUM pasgenam, pacCMOTPEHHbIM B HACTOSILLEM
NPUIOXeHun, otHocaTeca pasgensl 4.1 - 49 wn 51 obwen xapakTepucTuku
nexkapcTBeHHOro npenapara.

1. HaumeHoBaHMe NnekapcTBEeHHOro npenapara

CeepeHuna B pasgenie 1 obwien xapakTepucTUKU NIeKapCTBEHHOro npenapaTa Ha
BaKUMHbI SOSMKHbI pacnonaraTbCs B cneaytowem nopsiake:

a) ToproBoe HauMeHOBaHWeE;

6) [mo3nposkal;

B) NekapcTBeHHada popma;

r) obwenpuHATOE HaMMeHoBaHWe npenaparTa.

1.1. ToproBoe HanMeHoOBaHWe NekapCTBEHHOro npenapara.

[o paspaboTkm cooTBeTcTBYlOLlero akta Corw3a Heobxogumo cregoBaTtb
TpeboBaHNAM 3akoHoAaTeNbCTBa rocygapcts - 4yneHoB Coto3a no BblOOpYy TOProsbIX
HaUMeHOBaHWI NeKapCTBEHHbIX NpenapaTos.

1.2. [losuposkKa.

[onyckaeTcs He ykasbiBaTb LO3UPOBKY, €CfM OHa HeoYeBuaHa.

1.3. JlekapcTBeHHasa dopma.

HecmoTpsas Ha TO 4TO Hactoswme TpeboBaHWA [OMyCKaKT HEBKAOYEHME
nekapCcTBEeHHOM (pOpMbl, ecrnn OHa HeodeBMAHA, OM1s1 BCeX BaKUWH pekomeHayeTcs ee
ykasbiBaTb. B uUensx ykasaHus nekapcTBeHHOW opMbl crefyeT  MCnosnib3oBaTbhb
COOTBETCTBYIOLWNMA CTAHOAPTHbLIA TEPMUH UK KOMOUHALUMIO CTaHAAPTHbIX TEPMUHOB U3
HOMEHKNaTypbl JIeKapCTBEHHbIX (bopM, yTBepxagaemon Komuccuen.

Ecnn dopma Bbinycka npegcrasnsaetr cobon npeaBapuTenbHO 3anofiIHEHHbIN
WNpuUy, C BakKUMHOW, KOTOpas nNpoAaeTcss B pPasfuyHbiX MEPBUYHbLIX YMNaKOBKaX,
nexkapcTBeHHyt0 dopMy (bopMmbl) BbiNycka "npeasapuTenibHO 3anoSfIHEHHbIA Wwnpuy"
cnefyeT BblpaxaTb WUCKMWOYUTENBHO B criegywowen  dopmynupoBke <[PacTtsop,
cycrneHsnda] Ons MHbEeKUMn B MNpeaBapuTenbHO 3anofiHEHHOM wnpuue>. Bo Bcex
OCTarbHbIX CnyYyasix ykasblBaTb NEPBUYHYIO YNAKOBKY B COCTaBe fiekapCTBEHHOM DOPMbI
He JornyckaeTcs.

1.4. OBLwenpuHATOE HAMMEHOBaHWE BaKLUMHbI.

Mog  obwenpuHATbBIM  HaMMeHoBaHMEM  criegyeT  NOHMMaTb  3arofloBOK
cooTBeTcTByoWen cratbn Papmakonen Corosa, yTBepxgaemon Komuccmen, ecnu
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TakoBasi cywecTtByeT. Ecnn ctatba B ®apmakonee Corwo3a OTCYyTCTBYET, Heobxoammo
cnegoBaTb CTUIUCTUKE M NpeuefeHTaM COCTaBrfieHMs 3arofioBkoB ctaten dapmakoneun
Coto3a, BKMO4ad MCNONMb30OBaHME TakMX CNoB, Kak "xuBas", "apgcopbupoBaHHas" wn
"BMpocoma", B ckobkax, ecnm npuMeHnmo.

2. KauecTBeHHbIN U KOJNIMYEeCTBEHHbIN cOCTaB

OcHoBHble cBefeHna B pasferie 2 obwen XxXapaKTepUCTUKU JieKapCTBEHHOro
npenapara OJKHbI pacnosiaratbCA B criefyowem nopsigke:

Ka4yeCTBEHHOE U KONMMYECTBEHHOE CoAep)XaHMe Kaxaon dapmaueBTUyYecKon
cybecTaHumm;

Ka4eCTBEHHOE W KOJIMYECTBEHHOE COAepXaHue Kaxaoro agbloBaHTa wnuv
agcopbeHTa;

CCblflka Ha nepeyeHb BCNoOMoOraTeslbHbIX BeELWEeCTB B pasgene 6.1 obwen
XapakTepuUCTUKN NeKapCTBEHHOIO nNpenapara.

CBefneHns NpnBoaATCA C y4eTOM crieayowwmx TpeboBaHui:

2.1. dapmaueBTnyeckne cybctaHumn.

KayecTBeHHbIN N KOSIMYECTBEHHbLIN COCTaB MO COAEPXaHUK apMaleBTUYECKNX
cybcTaHumMn crnegyeT, Kak NpaBusio, BblpaXaTb Ha eANHULY 03bl.

dapmaueBTnyeckne cybCcTaHUUM MNONUBANEHTHbLIX BaKUWMH AOSMKHbI B uvaearne
cnefoBaTtb B NOPsSiAKE COOTBETCTBYHOLLErO 3aronoBka ctatbl Papmakonen Cotosa, ecnu
TakoBas cyuwectyeT. OgHako, ecnv popma Bbirycka COCTOUT U3 HECKOSTbKUX NEePBUYHbIX
yNakoBOK UM KaMep, COCTaB crieayeT ykasblBaTb Ha NEPBUYHOM YNakoBKe (kamepe).

B ob6wen xapakTepucTuke IeKkapCTBEHHOro npenaparta He [onyckaeTtcs
MCNONb30BaTb COKpaLLEHHbIE HAUMMEHOBaHWS apMaLleBTUYECKNX CyBCcTaHUmMi (BKNOYas
Benok-HocuTenb).

B pasgpene 2 obwen XxapakKTEpUCTUKM  NEKapCTBEHHOro  npenapaTa
dapmavneBTMyeCKne cybcTaHUMn He06Xo0ANMO yKasbiBaTb B COOTBETCTBUM C UX OObIYHBLIM
oOLLENPUHATLEIM HAMMEHOBAHNEM UMM XUMWYECKMM onncaHmeM. NoCcKONbKy BaKUWHHbIE
aHTureHol He umetoT MHH, HanmeHoBaHWe kKaxgonm dapmaueBTUYecKon cybcTaHuum
OOMMKHO, HACKOSIbKO 3TO BO3MOXHO, COOTBETCTBOBATb TEPMWHONOMMK  cTaTeun
dapmakonen Cor3a Ha BaKkUWMHHble aHTUreHbl. HammeHoBaHwe HedapmakonemHblx
drapmavneBTnyecknx cybctaHuum HeobxoauMmo B maearne ykasblBaTb B COOTBETCTBUM C
ero opmasnbHbIM NaTUHCKUM (rpeyYecknM) HaMMeHOBaHMEM WKW B COOTBETCTBUWN C
3aboneBaHvemMm, nognexawmm NpoduUNakTuke, C  Y4YeTOM  UCTOPUYECKUX U
drapmakonenHblX nNpeLeseHToB NPUCBOEHNA HAaUMEHOBaHUIMA aHanOrM4YyHbiM BaKLUMHHBIM
aHTUreHam.

TakCOHOMMYECKNE  HaMMEHOBaHUS  KMNEeTOYHbIX  MUKPOOPraHu3MoB  criegyet
BblAenATb KypcuBOoM. HasBaHMA MUKPOOHbLIX pOAOB CoOKpawate He cnegyet. B
HaUMeEHOBaHME KaXX4oro aHTureHa Gakrepuin 1 BUpPycoB, ecnn NpUMEHUMO, cneayeT, Kak
npaBusio, BKMOYaTb LWITAaMM, CEpPOTUMN WM MHOW  NOAXOAAWMA  NOABUAOBOW
KnaccudgumkaTtop.

Heobxoaumo ykasaTb CBOMCTBA BCEX WCMOSMb30BaHHbIX B MNPOM3BOACTBE
KNEeTOYHbIX CUCTEM U, €ecnM  NPUMEHUMO, Ha  WUCMONb30BaHME  TEXHOMOMu
pekombuHaHTHOM [HK. TekcT B 00Llen xapakTepucTuke nekapCTBEHHOro npenaparta



uanaraloT B crneaywwen pefakumm: <nosiydeHa oT kKneTok XXX [Mo  TexHonoruu
pekombuHaHTHOM OHK]>.

Hanpumep: <nonydeHa 13 aunnouaHbiX knetok venoseka (MRC-5)>, <nonyyeHa
n3 knetok Escherichia coli no TexHonornn pekoméunHanTHon AHK>, <nonyyeHa n3 KneTok
KYPWUHbIX 3MOPMOHOB>.

CBegeHna O KMEeToYHbIX CUCTeMax, MWCNOSib30BaHHbIX An8 Mpou3BOACTBaA
NONUBaNEHTHbIX BaKUWH, MOXHO NpeacTaBuUTb B BUAE CHOCOK B nNpegenax pasgena 2. B
OCTalibHbIX Cfyyasix YrNoMuvHaHWe npouecca npPoOu3BOACTBA B HaMMeEHOBaHUU
hapMaLeBTMYECKON CYyOCTaHUMM BaKLMHbI, Kak NpaBwuSio, OOSMKHO ObiTb OrpaHMYeHo
NCNosib30BaHNEM crneayLwmnx TeEPMUHOB:

")KMBasi aTTeHyMpoBaHHan" (ecnn BakUUHbI cogepXaT XXUBble€ MUKPOOPraHn3Mbl)

"MHAKTMBMpPOBaHHaN" (eCnv BakuUHbI cogepXaT youTble MUKPOOpPraHn3mbl).

CBepeHna o cnocobax aTTeHyauumm WunuM WHakTuBauum papmaueBTUYeCcKomn
cybcTaHuMM nNpuMBOAUTL He criedyeT, ecnu TONbKO 3TU CBedeHusl He TpebytTca ans
XapakTepuCTUKMU CBOWCTB (pbapmMaueBTUdeckon cybcTtaHuuu, Hanpumep, B chnyyae
XOSIEPHOr0 BaKUWMHHOIO aHTureHa, obpaboTaHHoro gopmanbgerngom (NoABEPrHyTOro
BO34EMCTBUIO BLICOKOW TeMnepaTypbl).

2.2. AobloBaHTbl 1 (MnNun) agcopOeHThI.

Ecnn BakumHa cogepXuT agbloBaHT unn agcopbeHT, ero Heob6xoauMo ykasaTb B
pasgene 2 ("KayecTBeHHbIN M KONMMYECTBEHHbLIM cocTaB") obuwen XapaKTepuCTUKu
nekapcTBeHHOro npenapata. 1o BO3MOXHOCTM crnegyeT WUCMNoSib30BaTb HOMEHKNaTypy
®apmakonen Coto3a, 3a MWCKIIKOYEHMEM TOro, YTO BMECTO "antoOMWHUSA TrMapoKcua,
rmopaTMpoBaHHbIN, Ans agcopbummn” gonyckaetcs ykasbiBaTb "antOMUHUA TMAPOKCUA,
rmapaTMpoBaHHbIN".

CoeauHeHus arntoMuHuS, Kak  npasuno, ABNSAIOTCS agcopbeHTamu.
KonnyectBeHHOE coaepxaHue CoeuMHEHUN antoMMHUA HeobxoaumMo YykasbiBaTb MO
KONnyecTBYy antoMUHNA B JO3€.

Ana nonvBaneHTHbIX BakuMH B OCOBEHHOCTW, a Takke AN MOHOBaSEHTHbIX
BaKUWH, ecnn 3To yA0OBHO, Ka4eCTBEHHbIE U KONTIMYECTBEHHbIE AaHHble 06 agbloBaHTax u
(vnn) apgcopbeHTax MOXHO NpeacTaBUTb B BUAE CHOCKW(OK) B npegenax pasgena 2
obLLen xapakTepuCTUKN NekapCTBEHHOMo npenapara.

B obuwen xapakTepucTvke nekapCTBEHHOro npenapaTta W NUCTKe-BKNagbllle He
cnegyeT MCNonb3oBaTh COKpalleHHble HauMMeHOBaHWUS afbloBaHTOB (agcopbeHToB),
COKpaLLLEeHNs O0MNyCcKalTCA Ha MapKMPOBKE MPU HexBaTKe MecTa Mpu TOM YCIIOBUU, YTO
noboe Takoe cokpalleHue dyaet pacwmpoBaHo B pasgerne 2 obuen xapakTepuUcTukm
nekapcTBEHHOro npenapara.

2.3. MHoronosHble npenaparTbl.

[Ana MHOrogos3Horo npenapata HeobxoguMmo npefycMoTpeTb  criegyrouiee
ykasaHue: "KoHTenHep aBnseTca MHOro4o3HbIM. KonmyecTBo 403 BO (orlakoHe yka3aHo B
pasgene 6.5".

2.4. Ccbinika Ha nepeYdeHb BCcnoMoraTernbHbIX BELECTB.

B koHue pasgena HeobxoauMoO npeaycMOTpeTb cregytowmi TekcT: <[MonHbin
nepeyeHb BCNoMoraTenbHbIX BELWEeCTB NpuBeaeH B pasgene 6.1>,

3. JlekapcTBeHHasa chopma



YKasaHne nekapcTBeHHOM opmbl B pasgene 3 obuwen XapakTepucTuKu
NeKapCTBEHHOro npenapaTta [OOIMKHO coBnagaTtb C TakoBbiM B pasgerne 1 obwen
XapakTepPUCTUKM NEKapCTBEHHOrO npenapara.

OTOT pasgen AOSMKEeH cofepaTb OnucaHwe npenapaTta, KOTopblid MOCTYNUT B
npogaxy.

4. KnuHuyeckmne gaHHble

4.1. lNokasaHna K NPUMEHEHMUIO.

[MokasaHue K NPUMEHEHUIO A0SMDKHO, KakK NpaBuo, oxXBaTbiBaTb:

a) 3abonesaHusa, nognexawime npodunakTnke (BKNOYaA KOHKPETHble BUAbI
OpraHnM3mMoB, €CNn NPUMEHNMO);

6) MMHMManbHbBIM AONYCTUMbIN ONs TPUMEHEHUs BO3pacT (Hanpumep, MnageHubl ¢
2-MeCAYHOro Bo3pacra);

B) COOTBETCTBYKOLIME BO3pacTHble KaTeropuu (Hanpumep, HOBOPOXAEHHbIE,
MnageHubl, eTn, NOAPOCTKN, B3POCHbIe);

) MakcMmaribHO AOMNyCTUMbIA BO3PacCT, €CNN Takoe orpaHuYeHne LienecoodbpasHo,
ncxoaa u3 Takmx akTopoB, Kak anugemuornorus 3aboneBaHus vnm coaepkaHue
aHTUreHa B BaKLMHE.

MoxeT Takke noTpeboBaTbCs yKasaHUEe KOHKPETHbIX Monynauun naumeHToB, ANs
KOTOpPbIX  NOAXOAUT  BakuuHa  (Hanpumep,  HEBaKUMHMPOBAHHbIE,  NEPBUYHO
BaKLUMHMPOBaHHbIE, Haxoadwmecs B rpynne pucka). Nonynauumn, KOTOpbiIM BaKUMHA He
NOAXOAUT, Kak NpaBuio, cnefyeTt nepeyvncnaTb B ApYrux pasgenax.

4.2. Pexxum 0o3nmpoBaHus 1 cnocob npuMeHeHums.

4.2.1. Pexum gosmpoBaHus.

Ecnn npumeHnmo, B faHHOM pasgene HeobxoaAMMO YeTKO onucatb U pasgesnivTb
A03bl U CXEMbI NEPBMYHOM N BYCTEPHOW BakuMHauuin. PekomeHaaumm B LENOM AOSTKHbI
cogepxaTb MHGOPMAaLNIO O MMHMMalbHOM BO3pacTe B MOMEHT BBEAEHUS NepPBON O03bl,
MUHMManbHbIA MHTEPBan OO03MPOBaHUA U MUHUMAIbHbIN UHTEpBaN Mexay nocrnegHemn
A0301 13 NEPBUYHON Cepun 1 Nepeon (KU, BO3MOXHO, nocneayrowmx) 6yctepHon go30M,
KOTOpbl€ U3y4anucb B KNMMHUYECKNX UCCNEeS0BaHMUSX.

Ona 6GonblMHCTBA BakuWH, NpegHa3HadYeHHbIX Ans  MageHueB, wu  Ans
GonblWNHCTBa BYCTEPHbLIX aHTUIEHOB, PYTUHHO BBOAUMbIX B MfageH4YeckoM BoO3pacTe,
noTpedyeTcsa BKMOYMTb obuLlee yKazaHMe OTHOCUTENbHO HEeOBXOAMMOCTM CrneaoBaHUSA
odouLmanbHbIM PEKOMEHOALMSM MO KOHKPETHOMY CPOKY BBEAEHUSI.

MoryT notpeboBatbCa OTAENbHbIE PEKOMEHOALMM MO A03aM M CXeMe BBEeLEHMS
ANS PasfnyHbIX BO3PaCTHbIX FPYNn uaM MNonynauui, onpegensemMblx no  gpyrnm
napameTpam (Hanpumep, UMMYHOAENPECCUBHbIX NNLY).

LlenecoobpasHo ykasbiBaTb HA BO3MOXHYI B3aMMO3aMEHSEMOCTb BaKUMH BHYTPU
CXEeMbI.

4.2.2. lNyTb BBEOEHUS.

Heobxoaumo ykasaTb NyTb BBeAeHUs (Hanpumep, BHYTPb, B/M).

HeobxoomMmo ykasaTb NyTb BBEOEHWUSI WMHBEKLMOHHbLIX BaKUWH, XenaTefnbHo C
yKaszaHMeM mecTta nNpeanoyvTuTenbHOro BBeeHus (Hanpumep, AenbToBMAHAS MbIwLa).



K Ba)XHbIM OTHOCATCS CrieayoLne ykasaHus:

<TornbKko Ans npuema BHYTPb, HEe ANA UHBHEKLMOHHOIO BBEAEHNA>;

<He BBOAWUTb B COCYANCTOE PYCrO>;

<lNogkoxxHoe BBefeHMEe O0MYyCKaeTCHA B WUCKITHOYUTENbHbIX Cllyvyasx nauueHTam C
TpoMbBoUMTONEHMEN UMK HapyLleHnsIMK remocTtasa. Jllobble aaHHble Mo 6e30MacHOCTM U
WMMYHHOMY OTBETY NpW TaKOM BBEJEHUM crieqyeT nNnpuBecTn B pasgene 4.4.>.

4.3. MNpoTnBonokasaHus.

[MpoTnBONoKasaHus, Kak npasuIo, orpaHn4MBaloTCS abCoNTHbIMK
NPOTUBOMNOKa3aHUSIMU, KOTOPbIe MMEKT MECTO Ha MOMEHT BBEAEHUS.

Heobxogmmo, kKak MMHUMYM, YKasaTb crnefyoLlee:

<[ToproBoe HaumeHoOBaHWe] He crnegyeT BBOAUTb JMUaM C  WN3BECTHOM
rMNepYyBCTBUTENBHOCTBIO K II06OMY KOMMNOHEHTY BaKLUUHbI>;

<[logobHO AOpyrum BakuMHaMm, BBeAeHWE [TOProBoe HamMeHoBaHwe] nuuam c
OCTPbIMU TEXKESNbIMU NMXOPaAoYHbIMY 3a6oneBaHnAMM cnegyeTt OTNOXUTL>.

4.4. Ocobble ykazaHUsa 1 Mepbl NPEAOCTOPOXHOCTU NPU MPUMEHEHUN.

Ecnn 910 npuMmeHnmMo, NpuBoLATCA crnefylolme 4acTo BCTpevatowmnecs ykasaHus:

<[1ogoBbHO BCEM WHBLEKUMOHHbIM BaKUMHaMm, nNpU BO3HWKHOBEHUW peako
BCTpeYaroLLerocs nocre BBeAeHUs BakLMHbl aHaUIakTU4eCcKoro siBfieHnst Heobxoaumo
BCerga pacnosiaratb BO3MOXHOCTbI OKa3aHUs MeAULMHCKOM NMOMOLLM U OCYLLLECTBIIEHUS
HabnogeHna>;

<[ToproBoe HaMMeHOBaHWE] HU NPU KaKUX Crny4vyasdx He [OonycKkaeTcs BBOAUTL B
cocyancToe pycro>;

<B npouecce npousBoAcTBa aHHOrO npenapaTta MUCnonb3oBasncsa Tuomepcars, B
roTOBOM rpenaparte MOryT COXpaHATbCA ero ocTaTovHoe coAepXaHue, BCneacTBMe Yero
MOryT BO3HMKaTb peakunm ceHcnbunmsaumm=>;

<[logobHO ocTanbHbIM BaKUMHAM, 3alUTHbLIM MMMYHHbIA OTBET MOXET BO3HWUKATb
He Yy BCeX BaKUMHUPYEMbIX NNLL>.

B oaHHOM pasgerne Takke AonyckaeTcsl OnucCbiBaThb:

HeOCTaTOYHYI  MPOMUIIAKTUYECKYD  3(P(EKTUBHOCTE UMM OrPaHUYEHHYIO
NnepekpecTHyo npodunakTUieckyto dMEEKTUBHOCTL B OTHOLUEHUN LUTaMMOB WK
CEepOTUMNOB, HE BKIMOYEHHbIX B BaKUUHY;

cuTyauuun, Hanpumep, BBeJeHue nuuam, Haxoaswmmcs B MHKy6aunoHHon dase,
UM - nonynaumm  (Hanpumep, noXunble), Yy KOTopbIX 3¢EKTUBHOCTb BaKUWHbI He
n3yyanacb 1 B LIESIOM He OXngaeTcs;

dakTopbl, KOTOpble XapakKTepHbl AMNS HapylweHHOro MMMYHHOro otBeTa. B
OTHOLLUEHUN XMBbIX aTTEHYMPOBAHHbLIX BaKUWMH HeobXxoaMmo onucaTtb BO3MOXHOCTb
nepefaym BakUMHHbIX LUTAMMOB, @ TakKe BO3MOXHOCTb PEBEPCUN BUPYIIEHTHOCTU UMK
peaccopTauuu ¢ WwtaMmMmamMmm gMKoro Tuna.

4.5. Bsaumopgencrtsme C [OpyrMMyW JeKapCTBEHHbIMU MpenapatamMu wn apyrue
dopMbI B3auMogeNCTBUS.

B pgaHHOM pasgene  HeobxoAMMO  YETKO  pasrpaHuynTb  yKasaHus o
OHOBPEMEHHOMY BBEEHUIO, OCHOBAHHbIE Ha KIMHUYECKNX OaHHbIX, OT TaKUX YKasaHun,
OCHOBaHHbIX Ha o00wmMx npuHuMnax. B uenom yaooBneTBOpUTESNbHbIE AaHHbIE,
NnoslyYeHHble No pesynbTataM O4HOBPEMEHHOIO BBELEHUSA pernpe3eHTaTUBHOM BaKUMUHbI
onpefeneHHoro Tuna (Hanpumep, KOMOWHMPOBaHWE BaKUMHbI ANS  NPOUIAKTUKK
Andptepun, CTonbHsIKa, KOKNWa W BakKuWHbl C APYTMMW aHTUreHamu C OOHOW U3



HaxoOsLWNXCS Ha pblHKE BaKUWH AN NPOOUNaKTUKN KOPU, 3aNMOEMUYECKOro napotmra u
KpacHyxu), [OOSMKHblI CRAYXUTb B KadyecTBe O0OOCHOBaHMA obuwlero ykasaHus Mo
OAHOBPEMEHHOMY BBELEHMIO.

HeobxoamMmo onucatb KIMHUYECKM BaXKHYIO M NOTEHUMANbHO KITMHUYECKN BaXKHYHO
UMMYHHYIO NHTepepeHumnn.

Heobxogumo ykasaTb Ha OTCYTCTBME [AaHHbIX 006 OOHOBPEMEHHOM BBEAEHUU
BMECTE C BaKkUMHOW OnNpegesieHHoro Tuna, €ecnuM BepOsiTHOCTb OAHOBPEMEHHOrO
BBEEHMNSA C HEWN BbICOKA.

Mooxoasdiwmne 4acto BCTpevarLwmecs ykasaHus:

<Y nauyueHToB, Nofy4YarLwmx MMMYHOAENPECCUBHYIO Tepanuio, U NauMeHTOB C
NMMYHOOEMLNTOM MOXET HE PasBUTbCA LOCTATOUYHbIN UMMYHHbINA OTBET>;

<Bmecte c [ToproBoe HaumMeHoOBaHWe] He  OonyckaeTtcs  BBOAMUTb
UMMYHOrNooynnH>;

<[lpy HeobxogumMocTM HemeaneHHoro obecnevyeHna 3awuTbl, [ToproBoe
HauMeHoBaHWe] [JonyckaeTca BBOAMTb BMecTe C [HOpMarnbHbIM, X-CneuupuyHbiM]
nMMmyHornodynmHom. BBegeHue [ToproBoe HaumeHoBaHWe] W MMMYHOrnodynuHa
cnefyeT OCyLWEeCTBNATb B pa3Hbl€ KOHEYHOCTU>,

4.6. PepTUNbHOCTb, 6EPEMEHHOCTD N KOPMIIEHUE TPYabIO.

[Ana BakuuH, KoTopble OyayT BBOAMTBCA WCKOYUTENBHO B npenybeptaTHOM
BO3pacTe, 4OCTAaTOYHO yKa3aTb:

<[ToproBoe HauMmeHOBaHMe] He npegHasHayeHO [nONA B3pocsbix. [aHHble ©
NPUMEHEHUN BO BpeMsi BepeMeHHOCTU M NakTaumm y 4enioBeka, a Takke pesynbTaTbl
penpoayKTUBHbLIX NCCNEAOBAHUN Y XKMBOTHbBIX OTCYTCTBYHOT>.

[na BakuwH, NpegHasHavyeHHbIX AOns Nvy AeTOPOAHOro Bo3pacTa, B AaHHOM
pasgene HeobxoanuMo onucaTb MMEKLLNMNCS AOKITMHUYECKUI U KINTMHUYECKUIA OMbIT.

[Ansa  WMHaKTUBUPOBAHHbIX BaKUMH LeniecoobpasHo NpuUBECTU  CreayroLLyro
pekoMeHaaumto:

<[logobHO [OpyrMM MHAKTUBUPOBAHHbLIM BakuMHaM, Bped Ana nnoga He
oxnpgaetca. OpHako, [ToproBoe HaumeHOBaHWe] crnegyet MNPUMEHSTb BO BpeEMS
GepeMeHHOCTM TONbKO NPU SSBHOM PUCKE MHULMPOBaHUS>.

XKnBble aTTEHYMpOBaHHbIE BaKUWHbI, Kak NpaBuio, NPOTMBOMOKa3aHbl BO BPEMS
6epemeHHocTU. OQHaKo ecnn BakuMHa SBMSIETCA XOPOLWO W3Yy4YeHHbIM MpenapaToMm, B
OTHOLLEHUN KOTOPOro HaKonseH JOKYMEHTUPOBAHHbLIN OMbIT, MHOrAA AOCTAaTOYHO yKa3aTb
0 HeuenecoobpasHOCTM BakuMHaUUKM BO Bpemsi GepemMeHHOCTM B OTCYTCTBUM SIBHOM
HeobXoaAUMOCTH.

[ns MHaKTMBMPOBAHHbLIX BaKLUWH B OTHOLLUEHUN NakTaumm npu OTCYTCTBUM OaHHbIX,
Kak npaBuso, ykasblBatoT:

<BnusHue Ha peTen, HaxoOAWMXCA Ha FPpyAHOM BCKapMIiMBaHUW, BBeAEHUe
[ToproBoe HanmeHoBaHME] X MaTepsaM, He N3yyanocb>.

PekomeHOaumm B OTHOLLUEHUWN XUBbIX aTTEHYMPOBAHHbIX BaKUWH COCTaBMISAOTCS B
MHOMBUAOYaANbHOM nopsaake.

4.7. BnusaHme Ha CNoCOBHOCTb ynpaBnATb TPAHCMNOPTHbIMM CpeacTBamMu W
paboTaTb C MEXaHU3MaMW.

[Ana BakuuH, koTopble OyayT BBOAMTBCA WCKMAYUTESNBHO B npenybepTaTHOM
BO3pacTe, 4OCTAaTOYHO yKasaTb:

<[ToproBoe HauMmeHOBaHME] He npegHasHadYeHo Anda B3pocnbix>. [lpmBoasTcs



CTaHAapTHble pekoMeHaaumMm, eCnu BakLnHa npegHa3HadeHa B3pOCIibIM.

4.8. HexxenaTenbHble peakuuu.

HekoTopble ocobble pekoMmeHaauumn Ang BakLmH:

a) AaHHblE O MECTHbIX N CUCTEMHbIX peakuusx;

6) ocobble 3amevaHuss 00 oOnpeAdeneHHbIX HeXenaTenbHbIX feKapCTBEHHbIX
peakumax (Hanpumep, nuxopagka, pebpunbHble Cygoporn);

B) HexenaTenbHble feKapCTBEHHble peakuMm W 4YactoTa WX BO3HUKHOBEHUS,
pa3butasa No BO3pacCTHbIM rpynnam, YUCRO A03, aHaMHe3 BaKuMHauuu, BO3HMKLUNE B
KNMUHUYECKNX UCCeAoBaHMsX 1 MO pesynbTaTaM NOCTPErMcTpaumoHHOro HabnaeHus;

r) ocobble ykasaHuMss O JOOOM MOBLIWEHUN YacTOTbl  BO3HUKHOBEHUS
HexernaTenbHbIX JIeKapCTBEHHbIX peakuui, OTMeYaBLUMXCS Mpu  OOHOBPEMEHHOM
BBEAEHUN C OPYTMMM BaKLUHAMM.

4.9. MNMepepnosnposka.

Heobxoaumo onucaTb BECb MMEKLWMACS ONbIT Nepeno3npoBku. LlenecoobpasHo
yKasaTb, YTO nepeno3vMpoBKka ManoBeposiTHa Npu gaHHouW copme Bbinycka (Hanpumep,
npeaBapuTeNbHO 3amnofIHEHHbIN LLNPWULL).

5. ®apmakonorun4yeckme CBOMCcTBa

5.1. dapmakogmHamunyeckne CBOMCTBa.

B naHHOM pasgerne HeobxooMmo KpaTko 0606WwmThb (Hanpumep, B Buae tabnuupbl)
Hanbonee 3Ha4YMMble WMMMYHOSIOrMYECKNE AaHHble (MCnosib3yd Hauboriee 3HayYuMmble
napamMmeTpbl) N BCe BanugHble OLEHKN aKcnepuMeHTanbHon adpdektmaHocTu (efficacy) m
peanbHon addekTnBHoctTn (effectiveness) (c yd4eTomM HeOoCTaTKOB OTHOCUTESIbHO
nonynauMm, y KOTOpoOW OHW onpefensanuck). lNpu HeobxoanmmocTn AaHHble cnepyet
pa3buTb Ha NepBUYHbIE CEPUN BaKLMHAUMKU N BYCTEPHYH BaKUMHALMIO, NO BO3PACTHbLIM
rpynnam unu gpyrmm dakropam (Hanpumep, MMMyHodenpeccus).

B pasgen pgonyckaetca  BKMAWYMTbL  cBedeHuss 06  yCTaHOBMEHHOM  unu
npegnonaraeMomM MMMYHOSOMMYEeCKOM KoppensaTe NpodounakTuku.

6. dapmaueBTU4YECKNE cBeaEHUSA

6.1. NepeyeHb BCNOMOraTesibHbIX BELLECTB.

BcrnomoratenbHble BewectBa HeobXoAUMO Mepeynucriutb B COOTBETCTBUMM C
HacToswmumm  TpeboBaHUAMK,  UCMOMb3ys  COOTBETCTBYKOLIME  OBLIENPUHATLIE
HanmMmeHoBaHus. MogobHO BCeM BcriomoraTesnbHbIM BELLECTBaM KOHCEPBAHTLI B pasgerie
6.1 cnepyeT ykasblBaTb KQYECTBEHHO, @ HE KOSIMYECTBEHHO.

B pasgene 6.1 He crneagyeTt nepeyvncrnsaTb OCTaTOYMHOE coAepXaHue peakTUBOB,
MCMNONb30BaHHbIX Npu npoussoacTee. OQHaKO onpefeneHHble OCTaTouvHble NpUMecH,
Hanpumep, nNpUMecu aHTUOMOTUKOB WM MHbIX MPOTUBOMUKPOBHLIX npenapaTos,
MCMONb30BaHHbIX B MPOU3BOACTBE U U3BECTHbIX CBOMMMW anfiepreHHbIMM CBOWCTBaMM,
CNoCOBHbIMU BbI3blBaTb HEXenaTesnbHble peakuuun, OOonycKaeTcs ykasblBaTb B pasjene
4.3.

BcrnomoratenbHble BellecTBa BakUWMH, (OOPMOW BbiNyCKa KOTOPbIX SIBAAETCS
HECKOJSTbKO MEPBUYHbIX YNAKOBOK UIK LUNPULbI C ABOWNHOW Kamepon, HeoBXxoaMMo ykasaTb



Ha NepBUYHYIO YNaKOBKY UMW Ha Kamepy.

B obwen xapakTtepucTvke neKkapCTBEHHOro npenapaTta W NUMCTKe-BKNagbllle He
AOMNyCKaeTCsa UCNonb3oBaTb COKpaLleHHble HauMEeHOBaHWUsS BCMOMOraTerbHbIX BELLECTB.
OpHako npu HexBaTKe MecTa COKpallleHHble HauMeHOBaHWs BCOMOraTernbHbIX BELEeCTB
AonyckaeTcs YykasblBaTb B MapKUMpOBKE MNpW YCMOBUW, YTO OHW paclumpoBaHbl B
pasgene 6.1.

B pasgene 6.1 He cnefyeT ykasbiBaTb agbloBaHTbl U agcopbeHTbl. OgHako, ecnu
3TN MaTepuansl NPUCYTCTBYIKOT B BaKUWHE, AaHHbIA pasfen OOSMKEH coaepXaTb CCbINKY
Ha WX yKasaHue B paszgene 2.

6.2. HecoBmecTnmMoCTb.

B pasgene 6.2 cnegyeT ykasbiBaTb NMWb CBeAEHUS O dhapmaueBTMYeCcKon (TO
€CTb (PM3MYECKON, XMMUYECKOW 1 BMONOrMyeckomn) HeCOBMECTUMOCTM.

HeobxoamMmo npuBecTn COOTBETCTBYIOLEE CTaHAAPTHOE YKasaHue, a UMeHHO: <He
npuMeHnMo>, <B oTCyTCTBMM pe3ynbTaToOB UCCegOBaHUN COBMECTUMOCTU BaKUWHY He
cnegyeT cMewwmBatb C OPYrMMWU JNieKapCTBEHHbIMU npenapaTtamMn> unu <BakuuHy He
cnegyeTr cMmewmBaTb C OPYrMMW NeKapCTBEHHbIMM npernapartamMu, 3a MUCKIYEHUEM
YNOMAHYTbIX B pasgerne 6.6>.

dapmMakosiormyeckyro  HeCOBMECTUMOCTb  BaKUWMHbLI,  Hanpumep, in  Vivo,
B3aMMOAENCTBUA C APYrMMU NEeKapCTBEHHbIMWU npenapataMv unm nuuien, onucobiBaTb B
pasgene 6.2 He criegyeT, MNOCKOMbKY OHa OTHOCUTCA K KIMHMYECKOM 4acTu obluen
XapaKTepUCTUKN NeKapCTBEHHOro npenapara.

6.3. Cpok rogHOCTMW.

YkasaHne cpoka rogHoCTU JOSMKHO COOTBETCTBOBATb HacToswmMm TpeboBaHMsM U
akTam, Bxoaswmm B npaso Coto3a, No ykasaHWio CPOKOB FOAHOCTM HEBOCCTAHOBMEHHbIX
N BOCCTAHOBMEHHbIX BaKUMH (Mpy HEOBX04MMOCTN).

6.4. Ocobble ykazaHnsa No XpaHeHuto.

YkazaHne Mep npegoCTOPOXHOCTM MO XPaHEHUK [LOOSMKHO COOTBETCTBOBATb
HacToswumM TpeboBaHUAMU 1 ApYrMM cBA3aHHbIM TpeboBaHuam Cotosa.

6.5. XapakTep 1 cogep>xMmoe nNepBuYHOM yNakoBKM

YkaszaHne xapaktepa UM COOEPXKMMOro  MepBMYHOM  YNaKOBKU  OOSTKHO
COOTBETCTBOBaTb HacTosWwMM TpeboBaHMAM W AOpyrMM akTam, BXOAAWMUM B NpaBo
Coto3a.

Heobxoaumo ykasaTb KONMYeCTBO 403 MHOIOLO3HbIX NpenapaTtoB BO (pfiakoHe.

6.6. HCTpPYKUMKN NO NPpUMEHEHNIO, paboTe < YHUUTOXEHWNIO>.

Ecnn BakuuHa noAnexuT BOCCTAHOBMEHWIO, OMUWCaHWE ee BHeLWHero Buaa Ao
BOCCTAHOBIIEHNS MPUBOAUTCA B pasfene 3, Torda Kak onvcaHue ee BHelwHero Buaa
nocrie BOCCTaHOBIEHUSA - B pasgerne 6.6.

[Ana Bcex BakuuMH HeOoBXoOMMO Takke MNpPUBECTU YKa3aHMe O HeobXogMMOoCTU
NPOBEpPKM BHELLUHEro BUAa npenapata nepeq sBeegeHuneMm. MNpn HeobxogmmocTtu cnegyet
NPUBECTN JOMNONHUTENBHbLIE NHCTPYKLUMMW.

B pasgene 6.6 HeobxoanmMmo NpuBECTU CBedeHUsi, Heobxoanmble ana paboTHMKa
anTekn UM MHOro MeauLMHCKOro paboTHUKa No NPUroTOBIIEHMIO NpenapaTta K BBEAEHUIO
BakunHuMpyemomy nuugy. OpgHako cBefeHud, Heobxoaumble ON9 Bpaya WU MHOTO
MeanLMHCKOro paboTHMKa ANs BBeAEHUs npenaparta BakuMHUpyeMmomy nuuy, B pasgene
6.6 ykasbiBaTb He [0MnycKaeTCs, MOCKOSIbKY 3TU CBeAEeHUs [OSDKHbl CoLepXXaTbCH B
KnuHndecknx pasgenax OXJII.



B OTHOLIEHUM XMBbIX BaKUMH HEOOBXOOMMO NO MEHbLUEN Mepe NPUBECTU yKazaHue
Ha HeobXOAMMOCTb YHMYTOXEHUS npenapara, MaTtepuanoB, BCTyMaBLUMX B KOHTAKT C
npenapatom u (MnNu) oTXoOoB, B COOTBETCTBMM C TpeboOBaHMAMM rocyaapctB - YIEHOB
Coto3a no Hagnexailemy YHUYTOXEHNIO TakKnx MaTepuarnos.

B OTHOLWIEHUN MHAKTMBMPOBAHHbLIX BakKUMH HEOOXOOMMO, KaKk MUHUMYM, MPUBECTU
yKaszaHue o TOM, YTO cregyeTt yTUIn3nMpoBaTb HEWCMNOSb30BaHHYK BakKLMHY WU OTXOAbl,
cornacHo TpeboBaHMAM 3akoHOAATENbCTBA rOCydapCTB - u4neHoB EBpasunckoro
9KOHOMWYECKOro COoH3a.

lll. CneumnanbHble TpeboBaHUA K MapKUPOBKe BaKLMH

Hactoawme TpeboBaHna u wabnoHbl, a Takke TpeboBaHMA K MapKUpoOBKe
NekapCTBEHHbIX CPEeACTB coaepxaT ykasaHus no mapkumpoBke. OgHako B OTHOLUEHMM
BakUuH HeobxooMMO MpUHMMaTb BO BHUMaHWE creaywwme  OOMNOfHUTENbHbIE
TpeboBaHus.

1. BropuyHas ynakoBka

B uenax ykasaHus (apmaueBTMYecknx cybctaHumn dapmaueBTU4eCKue
cybCTaHuMM © agbloBaHT uNK  agcopbeHT (Mpy Hanuuum) HeobxoauMo OTpasuTb
Ka4eCTBEHHO W KONMMYECTBEHHO HA €AnHULY A03bl B COOTBETCTBMM C pasgenom 2 OXIII,
3a WCKIOYEHMEM CrlydaeB HeOoCTaTOYHOCTM MecTa, Npu  KOTOpbIX AonycKkaeTcs
MCMONb30BaTb  COKPALLEHHble  HauMEHOBaHUS  onpedeneHHblX  aabloBaHTOB YU
agcopbeHToB, ecnu oHn pacumdpoBanbl B OXJI.

HeobxoomMmo ykasbiBaTb KONMYECTBO 403 MHOMOAO3HbIX NpenapaToB B NepBUYHbIX
ynakoBkax (KOHTeMHepax). Ha BTOpMYHOM YynakoBKe [OMycKkaeTCsa He YKasblBaTb
CBEAEHUS O KMETOYHbIX CUCTeMax, WUCMOMb30BaHHbLIX B KayeCcTBe MPOU3BOACTBEHHbLIX
cybctpatoB. CrnosBo "MuKporpammbl”, Kak npaBuio, crnefyeTt ykasbliBaTb B MapKUpOBKe
NOSTHOCTBLIO, 3@ WCKIOYEHWEM CRny4vyaeB 3HA4YMTENbHOW HeOOCTaTOYHOCTU MecTa, Mnpwu
KOTOPbIX AONYCTUMO YKa3sblBaTb "MKr", eCcrnn 9T0 060CHOBAHO 1 OTCYTCTBYIOT ONMMUCaHUS CO
CTOpPOHbI 6e3onacHoCTM.

Ha BTOpu4yHOM YynakoBke crneayeT YykasbliBaTb MepeyeHb BCroMoraTesbHbIX
BELLECTB B COOTBETCTBUM C pasgesiom 6.1 obwen XapaKTepuCTUKM neKapCTBEHHOro
npenapata. OgHako nNpuv HexeBaTke MecTa AO0NycKaeTCsl UCMONb30BaTb COKPaLLEHHble
HanMeHOBaHUS ornpeerieHHbIX BCNOMOraTesibHbIX BELLECTB, eCIiM OHWN paclunpoBaHb! B
obLLen xapakTepuUcTnKe nekapCTBEHHOro npenaparTa.

Ecnun BTOpuYHaa ynakoBka COAEPXUT AOMNOMHUTESNbHbIE MaTepuanbl, (Hanpumep,
TaMnoHbl, UMbl WU T.4.), HA Hen HeobGxoauMmMo nepedncnuTb obliee coaepXxmmoe
YMaKOBKMW.

Ha BTOpuM4YHOM ynakoBKe HEeOOXO4MMO MPMBECTU MNOSIHOE MpenynpexaeHue no
YHUYTOXEHMIO HEUCNONb30BaHHOrO npenapata u (MnM) OTXo4oB, €Cnv 3TOMY He
npenaTcTBYeT HexXBaTKa MecTa, B 9TUX Crlydadx AOCTaTOYHO YKa3aTb CCbISIKy Ha Hann4ive
WMHCTPYKLMI MO YHUYTOXEHUIO B NIMCTKE-BKIaAblLLE.



2. NepBMYHasa ynakoBKa Heb6onbLoOro pasmepa

Ha nepBu4yHoOn ynakoBke HebonbLLoro pasmepa (obLias nnowanb TEKCTOBOrO Nons
KoTopon cocTtaBnsgetr meHee 5 - 10 cm 2) gonyckaeTcd MCNOMb30BaTh COKpPALLEHHble
TEPMUHbLI NEeKapCTBEHHbIX (POpPM B COOTBETCTBUM C Adencteyrowum "llepedHem
CTaHOapPTHbIX TEPMUHOB", HO NPWU YCIIOBUN NPEEMCTBEHHOIO UX UCMNOSIb30BaHUS BO BCEX
A3bIKOBbIX BEPCUSX MapKMpOBKW. Ha nepBuYHOW ynakoBke Manoro pasmepa (obuwias
nnowanb TEKCTOBOro Mosisi KOTOPOW He MpeBbIlaeT 5 cM 2) NnekapCTBEHHY (opmy
AonyckaeTcsl He yKa3blBaTb.

3. OTpbIBHasAs MapKMpoBKa

[epxaTtenu perncTtpaumMoHHOro YAOCTOBEPEHUS BNpaBe MPUKIENTb K NEpPBUYHOW
YyNaKoBKE OTPbIBHYH 3TUKETKY, KOTOPYIO MOXHO UCMOSb30BaTb AN BHECEHUS AaHHbIX 00
MMMYHMU3aLUMM B AOKYMEHTALMIO NauneHTa.

IV. Nuctok-BKknaabiw

JlncTok-BkNnagbiw HeOBXo0OMMO COCTaBNATb HA OCHOBaHUM OOLLEN XapaKTepUCTUKM
NekapCTBEHHOro npenaparta C MCMNOMb30BaHMEM YETKUX M MOHATHLIX Afs noTpebuTens
TepMnHoB.  [logobHO  obwen  xapakTepucTMKe  NEeKapCTBEHHOro  npenapara,
COKpaLLleHHble TepMUHbI UCMONb30BaTh HE OOMNYCKAeTCH, NOCKOSIbKY MECTO B JNIMCTKE He
orpaHun4eHo.

B nuctke-Bknagbiwe HEOH6XOOMMO OMUCbIBaTb CBOMCTBA BCEX KNETOYHbIX CUCTEM,
MCMNONb30BaHHbIX MPU MNPOU3BOLCTBE, WU, €CMM 3HAYMMO, MCMOSIb30BaHME TEXHOMOrmm
pekoMmbuHaHTHOM [HK, B cooTBeTCTBUM C yKazaHuaMn B CXI1, Bknovas MCNonb30BaHME
TaKoOro BbIpaXXeHUs, Kak <nofiydeHa oT KneTtok XXX [No TeXHOMNormm pekomMOUHaHTHOM
OHK]>.

B nucTtke-Bknagplle HeoBXOOUMO BKIIOYUTL MCHeprblBalOLWME YKa3aHUs AOns
noTpebutens oTHOCUTENBHO MHCTPYKUUIA NO NPUMEHEHUIO, paboTe U YHUUYTOXEHMIO.

BmecTo cokpaleHusa "Mkr' cnoeo "MuKporpammel” cnefyet ykasbiBaTb MOMHOCTLIO.

Ecnun BakuuHa cogepXuT agbloBaHT uUnn agcopbeHT, B NUCTKe crieayeT NpuBeCcTuU
cnefywoolwiee WNu 3SKBMBaNeHTHOe YykasaHue: <B BakuuMHy B KadecTBe [aabloBaHTa,
agcopbenTa]l pobasneHo BewlectBo [X]. [AQbloBaHTbl, aacopbeHThbl] - 3TO BeELLECTBA,
nobaBngemMble B COCTaB HEKOTOPbIX BaKUWH B LENAX YCKOPEHUs, yrnydweHus n (unm)
YOITMHEHUS 3aLUTHOMO OEeNCTBUS BaKLUMHbI>.

V. lNepeyeHb npumepos

1. an/IMepbl OGI.I.I,EHpVIHFITbIX HaMMEHOBAHMN MHOIFOKOMMOHEHTbIX BaKUWH

BakunHa  ans npoounNakTukn  audprepun, CTONOHsKa U KOKmoLa
(apcopbupoBaHHas).



BakunHa gns npodunaktukn gudtepum, CTonbHsKa u Koknwwa (beckneTouvHas,
cybbeavHuyHas) (agcopbupoBaHHas).

BakunHa gna npodounaktuku aundtepun, CTonbHsaka, Koknowa (beckneToyHas,
cybbeanHudHasn) n renatuta B (pHK) (agcopbupoBaHHas).

BakuuHa gnsa npodunaktuku renatmta A (MHaKTUBMpOBaHHasA) M renatuta B
(pOHK) (apcopbupoBaHHas).

BakunHa gna npodounaktuku audtepun, CTonbHsaka, Koknowa (beckneToyHas,
cybbeanHuyHasa) n Haemophilus Tvna b koHblorMpoBaHHasa (agcopbrpoBaHHas).

BakunHa gna npodunaktukm gudtepum, ctonbHska, koknwowa (beckneTouvHas,
cybbeanHuyHas), renatmta B (pAHK) wn nonnommenuta (MHaKTUBMpPOBaHHAA)
(agcopbupoBaHHas).

BakunHa gna npodunaktukm gudtepum, ctonbHska, koknwowa (6eckneTouvHas,
cybbeauHuyHaga), renatmta B (pOHK), nonuomunenuta (MHaKTUBMpOBaAHHadA) W
Haemophilus Tuna b koHblOrMpoBaHHas (agcopbupoBaHHas).

2. Npumepbl npeactaBneHus pasgena 2 ("KayecTBeHHbIN N KONNYECTBEHHbLIN
cocTaB") obLen xapakTepuCcTUKN NNeKapCTBEHHOro npenapara

BakunHa gna npodunaktukun audtepun, CTornbHdaka, Kokmowa (beckneToyHas,
cybbeanHudHasn) n renatuta B (pOHK) (agcopbupoBaHHas)

1 po3a (0,5 mn) cogepxuT:

AndTepminHbln aHaTOKCUH™ He meHee X ME
CTon6s4HbIV aHaTOKCUH™ He meHee x ME
Bordetella pertussis* <wtamm (T1n) arrnoTMHOreHa> He meHee x ME
(MHakTMBUpPOBaAHHAA)

[MoBEPXHOCTHbIN aHTUrEH renatuta B** *** X MK

* AocopbupoBaHHbI Ha antoMUHKUS rMapokcuae ruapatupoBaHHoM (X mr Al).

** TlonyyeH n3 OpOXOKEBbLIX KNETOK (Saccharomyces cerevisiae) no TexHonornm
pekoMmbuHaHTHOM [QHK.

*** AncopbupoBaHHasa Ha antoMuHna pocdate (x mr Al).

[MonHbIN NepeyveHb BCoMoraTenbHbIX BELWEeCTB NpMBeAeH B pasaene 6.1.

BakumHa gns npodwunaktukm renatuta A (MHaKTMBMpOBaHHas) M renatuta B
(pAHK) (ancopburpoBaHHas)

1 nosa (1 Mn) cooepxur:
Bupyc renatuta A <tun> (MHaKTUBMPOBAHHbLIN)*(1), *(2) X NDA-eanHuy
[MoBepxXHOCTHLIN aHTUreH renaTtuta B*(3), *(4) X MK

*(1) Mony4eH n3 gunnounaHelx KreTok yenoseka (MRC-5).



*(2) AocopbrpoBaHHbIN Ha antOMUHUSA TMAPOKCHUAE rmapaTupoBaHHOM (X mr Al).

*(3) MNony4eH M3 OpoxKeBbIX KNeToK (Saccharomyces cerevisiae) MO TEXHONOMMn
pekombuHaHTHon OHK.

*(4) AacopbupoBaHHas Ha antomuHus doocgarte (x mr Al).

MonHbIN NepeYveHb BCnoMoraTenbHbIX BELWECTB NpuBeaeH B pasgene 6.1.

BakuuHa ana npodunaktukn Haemoph ilus Tvna b KoHbOrMpoBaHHas 1 renaTtuTa
B (pOHK)

1 po3sa (0,5 mn) coaepxur:

Monuncaxapung Haemophilus Tvna b X MKF
(nonupunbosunpmnbutondgocdar)

KOHBblormpoBaHHbI ¢ Neisseria meningitidis ceporpynnel B y-z

<wTamm> MKT
OenkoBbI KOMMMEKC Hapy>XHOWM MeMOpaHbl - B KayecTBe
HocuTens

[MoBEpPXHOCTHbIN @aHTUreH renaTtuta B*, ** X MKr

* TMonyyeH M3 OpOXCKEBLIX KNEeTok (Saccharomyces cerevisiae) No TEXHOMOMMM
pekombunHaHTHon OHK.

** AgcopbupoBaHHas Ha antomuHua gocdate (x mr Al).

[MonHbIN NepeyveHb BCoMoraTenbHbIX BELWeCTB NpuBeaeH B pasene 6.1.

BakunHa ang npogunakTukn potaBupyCcHON Hekumn

Mocne BoccTaHoBneHusa 1 gosa (2,5 mn) cogepxur:

PeaccopTtaHT poTaBupyca pesyca/denoBeka cepotuna 1 (kuson, x10° BOE*
aTTEHYMPOBAHHbIN)
PeaccopTtaHT poTtaBupyca pesyca/yenoseka cepotuna 2 (3KkMBow, <10° BOE*

aTTEeHYNPOBaHHbIN)
PeaccopTtaHT poTaBupyca pesyca/yenoseka cepoTtuna 42 (KUBOW, 108 EOE*
aTTEHYMPOBAHHbIN)
PoTtaBupyc pesyca cepotuna 3 3 (XMBOW, aTTEHYUPOBAHHbIN) x10° BOE*

* bnawkoobpasywuwme eguHnLbl.
[MonHbIM NepeYeHb BCoMoraTerbHbIX BELLECTB NpueBedeH B pasgerne 6.1.
BakunHa gna npodunaktukm gudtepum, cTtonbHska, koknwowa (6eckneTouvHas,

cybbeauHuyHaga), renatmta B (pOHK), nonuomunenuta (MHaKTUBMPOBAHHAA) W
Haemophilus Tnna b koHblOrMpoBaHHas (agcopbrpoBaHHas)



[Mocne BocctaHoBrneHna 1 gosa (0,5 mn) coaepxur:

M3Ha4anbHO B BUAE CYCNEH3UMU:
OndTepuinHbin aHaTOKCUH™®

CTONOHAYHBIV aHATOKCUH®

AHTureHbl Bordetella pertussis <wtamm (Tun
arrntoTuHoreHa)>

KOKMIOLWHbIN aHATOKCUH™

dunameHTHbIM remarrnioTuH®

MepTakTnn*®

[NMoBEPXHOCTHbIN aHTUreH renatuTa B**, ***
[Monuosupyc (MHAaKTUBMPOBAHHBIN)

™n 1 "wramm”

™n 2 "wrtamm”

™n 3 <wTamm>

M3HavyanbHO B BMAE NOpOLLKa:
Monuncaxapng Haemophilus Tuna b
(nonupunbosunpunbutondgocdar)***
KOHBIOMMPOBAHHBLIN  C  CTOMBHAYHBIM  aHATOKCUHOM
KadyecTBe benka-HocuTens

*

munnrpammos Al).

Aﬂ,COp6I/IpOBaHHbIl7I Ha allltoMNHUA rmgpokcunae

He meHee X ME
He meHee X ME

X MKr
X MKr
X MKr
X MKr

x D-aHTUreH-egmHuL,
x D-aHTureH-eguHunL,
x D-aHTUreH-egmHuL,

X MKr

B Y-Z MKF

rMapaTMpoBaHHOM (X

** TlonyyeH n3 OpOXOKEBbLIX KMETOK (Saccharomyces cerevisiae) no TexHonornm

pekombunHaHTHon OHK.

*** AgcopbupoBaHHasga Ha antomuHns pocdate (x munnurpammos Al).

MNonHbIN nepevyeHb BCrnomorartesibHblX BELWECTB npmuBeneH B pasaerie 6.1.

BakuuHa ans npodunaktukm renatuta B (pAHK)

1 posa (1,0 mn) coaepxur:
[NMoBepPXHOCTHbIN aHTUreH renatuta B
(6enkoBble MOHOMeEpPLI S, Npe-S1 n npe-S2)*, **

X MKT

* MNonyyeH 13 MblwmnHbIX (C1271) KNeTok No TexHonorum pekombuHaHTHon HK.
** AgcopbupoBaHHbIN Ha antoMUHKSA OKCuae rmapaTupoBaHHOM (X Mr Al).

[MonHbIM NepevYeHb BCoOMoraTerbHbIX BELLECTB nNpueBeaeH B pasgene 6.1.

BakunHa ans I'IpOdI)I/IJ'IaKTI/IKI/I KOpH, anngemMnyecKkoro napotuta n KpaCHyxu ()KI/IBaﬂ)

Mocne BoccTtaHoBreHna 1 gosa (0,5 mn) cogepxut



Bupyc kopu* <witamm> ()KMBOW, aTTEHYNPOBAHHbLIN) 3
He meree 17107 HKKsg s

* N

Bupyc anngemumyeckoro napoturta
aTTEHYMPOBaHHbIN)
Bupyc kpacHyxu* "wtamm" ()KMBOW, aTTEHYNPOBAHHbIN 3

( ) He menee <107 FIKKsg

wrtaMmm" (>KUBOW, 3
( He meHee 17107 MIKKsq s

* [Mony4eH M3 KNeToK "KneTtovHas cuctema, UCnonb3oBaHHasA B NPON3BOACTBE".

**  CTaTUCTMYeCcKn onpeaensiemMoe KONIMYecTBO BMpycCa, KOTOpOe AOSTKHO
nHdpunumpoaTb 50% KNETOYHOM KyNbTypbl.

MonHbIN NepeveHb BCnoMoraTenbHbIX BELWECTB NpuBeaeH B pasaene 6.1.

BakunHa gna npogunaktukm MNHEBMOKOKKOBOM MHeKUunn nonmcaxapugHas
(renTaBaneHTHas, agcopbupoBaHHas)

1 po3sa (0,5 mn) cogepxur:

Streptococcus pneumoniae, cepoTtun 4, nonucaxapug* X MK
Streptococcus pneumoniae, cepoTtun 6B, nonncaxapug* X MKr
Streptococcus pneumoniae, cepotun 9V, nonucaxapmg® X MKr
Streptococcus pneumoniae, cepotun 14, nonucaxapug* X MK
Streptococcus pneumoniae, cepotun 18C, onurocaxapua* X MKF
Streptococcus pneumoniae, cepotun 19F, nonucaxapung* X MKr
Streptococcus pneumoniae, cepotun 23F, nonucaxapung* X MKr

* KoHblornpoBaHHbi ¢ 6enkom CRM197 B kadecTBe HocuTensa (BCEro y-z MKr Ha
A03y) U aacopObmpoBaHHLIN Ha aniloMUHUS TMOpoKcuae rmapatmpoBaHHoMm (Bcero 0,5 mr
Al Ha pooay).

[MonHbIN NepeYveHb BCoMoraTenbHbIX BELWECTB NpMBeAEH B pasaene 6.1.

3. NMNpumepbl ykaszaHua cBeaeHnn B pasgene ("Xapakrep n cogepXXumoe nepBUYHOMN
ynakoBKU (KOHTenHepa)") obLien xapakTepMCTUKU NleKapCTBEHHOro npenapara

Mpumep 1.

<o 0,5 mn cycneHsuu B nNpenBapuUTesibHO 3arnofiHeHHOM Lwnpuue (ctekno | Tnna)
C YNNOTHUTENEM MOPLUHA (XNopOyTunkayyyk) B KOMMMAEKTe C UrMon wunum 6e3 urnbl B
ynakoBke rno 5 unn 10 wryk.>.

<B npopaxe MoryT HaxoguTbCs He BCe pa3Mepbl yNakoBOK>.

Mpumep 2.
<[lo 1 mn cycneH3nn BO (pnakoHe (cTekno | Tuna) C ynNoTHUTENEM MOPLUHS
(xnopbyTunkay4yyk) B KOMMSEKTE C UIMON B yNakoBke No 1 wTyke.>.



Mpumep 3.

<Mo 0,5 mn cycneHsmn n 0,5 mMn pactBopa B npeaBapuUTesribHOM 3arnoSIHEHHOM
wnpuue (ctekno | Tmna) ¢ OBOMHOW KamMepow, YNMAOTHUTENeM nopwHs (cmecb
XNopbyTunKayyykoB), KOMMa4ykoM HaKOHeYHuKa (bpombyTunkaydyk) n 06XoaHbIM
ynnotHutenem (6pombyTunkay4vyk) B ynakoBke no 1 wryke.>.

Mpumep 4.
<f[lo 10 mn (20 x 0,5 mn po3) cycneHsun BO pnakoHe (ctekno | Tuna) c
ynnotHutenem (6pombyTunkay4vyk) B ynakoBke no 1 wryke.>.

NHdopmaumsa 06 nsmeHeHusix:

lNpunoxeHue 4 usmeHeHo ¢ 9 Oekabps 2022 a. - PeweHue Coesema Eepa3sutickou
3KOHomu4eckou komuccuu om 19 mas 2022 2. N 80

Cwm. npeldbIdywyto pedakyuro
MpunoxeHune N 4
K TpeboBaHNAM K MHCTPYKLUMK
no MeaULMHCKOMY NPUMEHEHUI0
NeKapCTBEHHOro npenapara v oowewn
XapaKkTepuCcTUKe NneKapCTBEHHOro
npenapata Ans MeguuUuHCKOro
NnpUMeHeHus

YKa3aHus
Nno UCMNoJsib3yeMbiM TEPMUHONOrMYECKUM CIIOBapsM Npu onmcaHum
HeXernaTenbHbIX peakuum B UHCTPYKUUU NO MeAULMUHCKOMY NPUMEHEHUIO
JNIeKapCTBEHHOro npenapara 1 obLen xapakTepMCcTUKe fiekapCTBEHHOro npenapara
AnA MeAULUHCKOro NnpuMeHeHus

C U3MeHeHNAMU 1 JOMNOJSIHEeHUSIMU OT:

19 mag 2022 r.

Bce HexenaTenbHble NeKapCTBEHHblE peakumm Heobxoaumo CcrpynnupoBaTb B
COOTBETCTBMM CO CleayrLlmnM nopsakoM Ha OCHOBaHUW CUCTEMHO-OPraHHbIX KIaccoB
(COK).

UTobbl NpoBECTU MOEHTUMUKAUUIO HexXenaTemnbHbIX peakunn Hanbonee npocTbiM
N KIVMHUYECKU MOAXOOAWMM ANS yuTatens cnocobom, K pacnosioKeHU TepMUHOB
HeobXOANMMO NPUMEHATb NparMaTUyHbIN nogxon. Hanpumep, B HEKOTOPLIX Criyvasix
NOSIE3HO UCKNIOYUTENBHO B OOLLUEN XapaKTepuUCTUKe JeKapCTBEHHOro npenaparta
ucnonb3oBatb BTOpuyHoe COK-pacnonoxeHme HEKOTOpPbIX  NpeanoyTUTENbHbIX
TepmuHoB (ganee - MNT). Hanpumep, ecnu B obLen xapakTeEpPUCTUKE NEKAPCTBEHHOrO
npenapata Hagnexut BknounTb [T "HapyweHue dyHKUMOHaMNbHbIX Npo6 neyeHn",
"l'enatnt un "lNMeyeHouHasa aHuUedanonatva", Bce OHW MOryT ObiTb ykasaHbl B COK
"HapyweHna co CTOPOHbLI NMeYeHn 1 XenyeBbiBoAALWMX NyTen"”, a He pacnpenendrb 1Ux rno
COK "HapylweHusi co CTOpPOHbI MeveHn U Xen4veBbliBOAAWMX nyTten", "HapyweHna co
CTOPOHbI HEpPBHOM cuctemMbl" 1 "JlabopaTopHbIE U MHCTPYMEHTasbHbIE LaHHbIE".

MepeyeHb COK:


http://pravo.eaeunion.org/document?id=404713561&sub=1022
http://pravo.eaeunion.org/document?id=76703098&sub=1400

NHEKUMN N NHBA3UK;

pobpokayecTBeHHbIE, 3M0KaYeCTBEHHbIE W HEYTOYHEHHble HOBOOOpa3oBaHMs
(BKIOYAS KACTbI U MNONUNbI);

HapyLUEHNSA CO CTOPOHbI KPOBU U NIUMATUYECKON CUCTEMBI;

HapyLLIeHNA CO CTOPOHbI UMMYHHOW CUCTEMBI;

9HOOKPUHHbIE HapYLUEHUS;

HapyLeHna metabonuama v nuTaHus;

NCcUXnYeckme HapyLLeHus;

HapyLLIEeHNA CO CTOPOHbI HEPBHOW CUCTEMBI;

HapyLUEeHNSA CO CTOPOHbI OpraHa 3peHus;

HapyLLEeHNA CO CTOPOHbI OpraHa criyxa u nabupuHTa;

HapyLLIEeHNA CO CTOPOHbI cepaua;

HapyLLUEeHNA CO CTOPOHbI COCYLOB;

HapyLlEeHNA CO CTOPOHbl AblXaTeflbHOW CUCTEeMbl, OPraHoOB IPyOHOW KMAEeTKU W
cpefpocTeHus;

Xenyago4YHO-KULWEYHbIe HapyLLIEHUS;

HapyLUEHNSA CO CTOPOHbI MEYEHUN U Xen4yeBbIBOOALLNX NYTEN;

HapyLUEHNSA CO CTOPOHbI KOXM U MOAKOXHbIX TKAHEW;

HapyLLIEHNA CO CTOPOHbI MbILLEYHOW, CKENETHOMN N COEOUHUTENBLHOWN TKaHMU;

HapyLLUEHNA CO CTOPOHbI MOYEK U MOYEBLIBOASALLMX NYTEN;

B6epeMeHHOCTb, MOCNepPOAOBbIM NEPUOA N NepUHaTanbHble COCTOSHUS,

HapyLLUEeHNA CO CTOPOHbI PENPOLYKTUBHON CUCTEMbI U MOJSTOYHbIX XXenes;

BPOXXAEHHbIE, CEMENHbIE N TEHETUYECKNE HapYLLUEHUS,

obuime HapyLeHns 1 peakumn B MecTe BBeOEHUS;

nabopaTopHble N UHCTPYMEHTalbHblE JaHHbIE;

TpaBMbl, UHTOKCUKALUKM U OCITOXHEHUS Npoueayp;

XNpypruyeckue n MmeamuuHckme npoueaypsl;

coumanbHble 06CcToATENbLCTBRA.

OnncaHne HexenaTenbHOW peakuMnm [LOOSMKHO OCHOBbIBAaTbCA Ha Haubornee
nogxogsawem TepMmuHe. Kak npasuno, 310 ypoBeHb [1T, ogHako B HEKOTOPbIX Cryyasix
LuenecoobpasHo MCNOMb30BaTbh TEPMUHbLI HU3LWErO YPOBHSA (aanee - THY) unu rpynnosbie
TEPMUHbI, HanpuMmep, BLICOKOro ypoBHS (ganee - TBY). Honyckaetcs agantupoBaTtb
HaUMeHOBaHUS rPYNMoOBbIX TEPMUHOB, €CNN 3TO AenaeTt ux 6osniee NOHATHLIMU YnuTaTento
obLLen xapakTepuCTUKM NeKapCTBEHHOroO npenaparta, Hanpumep, abbpesnatypbl HBOAP
(He BKMIOYEHHbIN B Apyrve pyopukn) n HY (HEeyTOYHEHHbIN) B 0OLLEN XapaKTepUCTUKE
nekapcTBEHHOro rnpenapaTta ucnonb3oBaTb He cregyet. [Mopagok CrnoB nNpu ykasaHum
HexxenaTenbHOM peakumMn [OMmKeH OblTb €CTEeCTBEHHbIM AN MPUHATON MeLULUHCKOWN
TepMuHonoruu, Hanpumep, "WHTepctuumanbHas nHeBMoHMs", a He “lMHeBMOHWSA
WHTepcTUuManbHaa". B HekoTOopbIX Ccryyasax B Uenax YnyydlweHUs  BOCIpUATUSA
uenecoobpasHoO HECKONbKO MoOAUMUUMPOBATL TEPMUHbLI. B OTHOLWWEHUM KOHKPETHOrO
COCTOSIHMUS  criegyeT wucnofnb3oBaTb Hauboriee LWKMPOKO MNPUMEHSIEMbIA  TEPMUH,
Hanpumep, MOXeT oOkasaTbca 6Oonee uenecoobpasHbiM  ykasaHue "CUHLPOM
CTuBeHca-[>xoHCoHa" HexXernu "3nokadecTBeHHasa aKkccyaaTMBHas aputema”.

B npepenax kaxgoro COK HexenaTtenbHble peakuuun criegqyet knaccmpunumpoBaTtb
B COOTBETCTBMW C 4aCTOTOM MX BO3HUKHOBeHUS. [lepen onpegeneHneMm 4acToThbl
BO3HUKHOBEHUSI HeXernaTenbHbIX $BMEHWW Ha OCHOBaHMM CUCTEMAaTU3MPOBAaHHbLIX



nceneaoBaHum (KNUHUYECKNX UccrieaoBaHum U pyrnx UCTOYHUKOB) B LEenaxX JIorm4yeckon
rPynnMPOBKM KIMHUYECKN POLCTBEHHbLIX COCTOSAHMM CrieqyeT Ucnonb3oBaTb Hagnexatiime
YPOBHM uepapxun. Hanpumep, Yy nNauMeHTOB perucTtpmpoBanocb "noctyparibHoe
rofioBOKpY>XeHune", "rofioBOKpYyXeHMe HanpsXXeHna" u "HeyTOYHEeHHOE ronoBOKpYXeHue"
(c yactoton 2% Kaxgoe), UX MOXHO OBOCHOBAHHO OTPa3uTb B OOLLEN XapaKTEpPUCTUKe
nekapCTBEHHOro npenapata Kak "ronoBOKpyXeHue" ¢ 4actoton 6% nauyneHToB
(npegnonaras, 4TO KaXgoMy nauMeHTy COOTBETCTBYET IvWb OOHO coobuieHne o
roNoBOKpPY>XeHMM). B HekoTopbIX crydasax Takke LenecoobpasHO MCNONb30BaThb
CUTYaTMBHYIO TPYNMNUPOBKY TEPMWHOB WM adanTupoBaTb rPynnoBble TEPMUHbI, €Crn
nMeroLmecsa rpynnoBble TePMUHbI HE MOTYT ObiTb MOMHOCTBIO MPUMEHUMbI, Hanpumep,
coobLleHns 0 HexenaTenbHbIX peakuusix npeacraBfieHbl Kak "anapes”, "ycyrybnenue
Anapen”, "mMarknin ctyn", “xugkmn ctyn”, "runepMmoTopuka KuwevHnka" v T.n., MOXHO Bce
B LensiX 3Ha4YMMOCTU U yNnyyLleHUs1 BOCNPUATUS obLuen xapakTepUCTUKN NeKapCTBEHHOMO
npenapaTta nauymMeHTamm o60CHOBaHHO NPeACTaBUTb B BUAE eAnHOro TepmuHa "guapes”.
[ns onpepeneHns 4actoTbl Avapen crnefyeT ucnonb3oBaTb obLiee KONMMYeCTBO TakuUX
cnyyaes.

MpunoxeHune N 5

K TpeboBaHNAM K MHCTPYKLIMMK

Nno MeAULIMHCKOMY NPUMEHEHUI0
NeKapCTBEeHHOro npenapara v oowewn
XapaKTepuUCTUKe NIeKapCTBEHHOro
npenapara gnsa MeguuuHCKOro
NnpUMeHeHus

Mpumepbl hopmynupoBOK, ucnosiblyeMbix B pasaene 4.6 ("bepeMeHHOCTb U
nakrauma") oduen xapaktepmucTmKe riekKapCTBEHHOro npenapara

B HacTosawmx npumepax, BBeAeHbl cregyowme npasuna Ucnosib30BaHNA CKODOK:

{TekcT} - B none mexagy ckobkamu BHOCUTCS MHGOPMaUUA UCXOOS U3 cocTaBa U
0cobeHHOCTEN NeKkapCTBEHHOrO npenapara;

<TeKCT> - B Mone Mexagy Cckobkamu TekcT BblbupaeTca unu ypansetca wu3s
npeanoXeHHbIX CTaH4apTHbIX (OOPMYSIMPOBOK B 3aBUCMMOCTU OT JeKapCTBEHHOro
npenapara;

[TekcT] - B none ykasaHo yCnoBuve UMM KOMMEHTapU K TEKCTY, PacrnosioXXeHHOMY
nepeg HAM.

1. MNogpaspen "bepemeHHOCTL"

Mpumep 1:

<OnbIT NpPUMEHeHUs Yy 4enoseka [ykaszaTb] cBMAETENbCTBYET O TOM, 4TO
{oencTBylOLLEE BELLECTBO} Bbi3biBAET <BPOXAEHHbIE NMOPOKU [yKa3aTb] Npu BBEOEHUN BO
BpemMsi 6epeMeHHOCTU.> [unn] <BpedHble apmakonornyeckme adpdekTol BO Bpems
B6epemeHHOCTU 1 (MnK) y nnoga (HOBOPOXAEHHOr0).>

{ToproBoe HaMmeHOBaHME} MNPOTUBOMOKA3aHO <BO BpeMsaA OGepemMeHHOCTU><BO



Bpemsi {TpumecTp} 6epemMeHHOCT> (B JAaHHOM Crlyyae - 3TO CTPOroe npoTMBONOKa3aHue,
CcM. pasgen 4.3).

<XeHLMHbl C OeTopoAHbIM MNOTEHUMANiOM [LOSMKHbl MCNOMb30BaTb HaAEXHble
MeTOAbl KOHTpauenumm <Bo BpeMsi <u BNSIOTb A0 {41CNO} Heaenb nocne 3aBepLueHns™>
Tepanun.".

Mpumep 2:

<OnbIT NpPUMEHeHUs Yy 4enoseka [ykasaTb] cBMOETENbCTBYEeT O TOM, 4TO
{oencTBylOLLlEe BeLlecTBO} MOXET BbI3blBaTb BpPOXAEHHbIE MOPOKU [yKkasaTb] npu
BBEZEeHN BO BpeMsi 6epeMeHHOCTMW.

a) <B uccnepoBaHusIX Ha XMBOTHbIX OOHapyXeHa penpoayKTMBHas TOKCMYHOCTb
(c™m. pasgen 5.3).>

[unn]

6) <WccnepoBaHnin penpoayKTUBHOW TOKCUYHOCTM Ha >KMBOTHbIX HEAOCTATO4YHO
(c™m. pasgen 5.3).>

{ToproBoe @ HauMeHoOBaHMe} He  crnegyer  NPUMEHATb  <BO  BpewMms
6epemMeHHOCTM><BO Bpems {TpumecTp} GepemMeHHOCTU>, eCnn TONbKO KIMHUYECKOE
COCTOSIHME XEHLWMHbI HE TpebyeT Tepanun {AencTBYOLLMM BELLECTBOM}.

<)KeHWWHbl C [eTopoaHbiM MOTEHUManoM AOSMKHbI WUCNONb3oBaTb HaAeXHble
MeTOAbl KOHTpauenuum <Bo BpeMs <u BMNNOTb A0 {4MCro} Heaenb nocrne 3aBeplieHns™>
Tepanun.".

Mpumep 3:

<OnbIT NpUMEHeHUs1 Yy 4YenoBeka [yka3aTb] CBMOETENbCTBYET O TOM, 4TO
{pencTBylollee BeLLECTBO} MOXET BbI3blBaTb BPOXAEHHbIE MOPOKU [yKaszaTb] npwu
BBEEHMM BO Bpemsi 6epeMeHHOCTMW.

NccnenoBaHna penpoayKTUBHOM TOKCUYHOCTU Ha XXUBOTHbIX HE CBUAETESbCTBYHOT
O Hanu4uuu NPSMbIX NN HENPSMbIX BpeaHbIX addekToB (CM. pasgen 5.3).>

{ToproBoe @ HauMeHoOBaHMe} He  crnegyeTr  MNPUMEHATb  <BO  BpewMms
bepemMeHHOCTU><BO Bpems {TpumecTp} GepemMeHHOCTU>, eCnn TOSMbKO KIMHUYeCcKoe
COCTOSIHME XEHLMHbl HE TpebyeT Tepanun {AenNCTBYHOLLMM BELLECTBOM}.

<)KeHWWuHbl C [eTopoaHbIM MOTEeHUManoM AOSMKHbI UCNONb3oBaTb HaAeXHble
MeTOAbl KOHTpauenuum <Bo BpeMs <u BMNNOTb A0 {4MCro} Heaenb nocne 3aseplieHns™>
Tepanun.".

Mpumep 4:

<[laHHble O npuMeHeHun {OencTByloLlero BelwlecTBa} Y 6epeMeHHbIX XEeHLUUH
OTCYTCTBYIOT UNU OrpaHNYEHbI.

a) <B uccnepoBaHMsiX Ha XUBOTHbIX OBOHapyXeHa penpoayKTMBHAs TOKCUYHOCTb
(c™m. pasgen 5.3).>

[wnn]

6) <WccnepoBaHu penpoayKTUBHOM TOKCUYHOCTU HAa XXMBOTHbIX HEOOCTaTOYHO
(c™m. pasgen 5.3).>

[MpumeHeHne {ToproBoe HamMeHoBaHWEe} <BO Bpemsi GepeMeHHOCTU><BO BpeEMS
{Tpumectp} OGEpeMeHHOCTU> UK Yy XEHWMH C AeTopogHbIM MNOTEeHUManoMm, He
MCMNONb3YHLLMX KOHTPaLenumo, He peKkoOMeHOyeTCH.>>.



Mpumep 5:

<[aHHble O npuMeHeHun {OencTByloLlero BelwlecTBa} Y 6epeMeHHbIX XEHLUUH
OTCYTCTBYIOT Unun orpaHnyeHsl (MeHee 300 ncxoagos 6epemMeHHOCTH).

NccnepoBaHns penpoayKTUBHOM TOKCUYHOCTU Ha XXMBOTHbLIX HE CBUAETENbCTBYIOT
O Hannynun NPSMbIX UNN HENPSMBIX BpeaHbIX adhdekToB (cM. pasgen 5.3).>

B kayectBe npegynpeouTenibHOM Mepbl NPeanodYTUTENbHO He MPUMEHNATb
{ToproBoe HaummeHoBaHWe} <BO Bpemsi OGepeMeHHOCTM><BO Bpems {TpumecTp}
GepemeHHoCTW.".

Mpumep 6:

<CpegHun o00beM [JaHHbIX O npumMeHeHun {OenCTBylOWero BewecTsa} Yy
bepemeHHbIx xeHwmH (300 - 1000 wucxomoB 6epeMeHHOCTW) cBUOEeTENbLCTBYEeT 00
OTCYTCTBUM NOPOKOB pasBuTUs U heTo- U (MNKn) HeoHaTanbHON TOKCUYHOCTH.

a) <B uccnepoBaHusiX Ha XMBOTHbIX OOHapy)XeHa penpoayKTMBHAas TOKCMYHOCTb
(c™m. pasgen 5.3).>

[wnn]

6) <WccnepoBaHnin penpoayKTUBHOW TOKCUYHOCTM Ha >KMBOTHbIX HEAOCTATO4YHO
(c™m. pasgen 5.3).>

B kayectBe npegynpeauTenbHON Mepbl NPeanodYTUTENbHO HEe MNPUMEHNATb
{ToproBoe HaummeHoBaHWe} <BO BpemMs OepemMeHHOCTU><BO BpemMsa {TpumecTp}
bepeMeHHOCTN.>.

Mpumep 7:

<CpegHun 06bemM [aHHbIX O MpPUMEHEeHUM {OencTBylowlero BewecTsa) Yy
bepemeHHbIx xeHwmH (300 - 1000 ucxomoB 6epeMeHHOCTW) cBUOETENLCTBYET 00
OTCYTCTBUM NOPOKOB pa3BuTus U PeTo- 1 (MNKn) HeoHaTanbHOM TOKCUYHOCTM.

NccnepoBaHns penpoayKTUBHOM TOKCUYHOCTU Ha XXMBOTHBIX HE CBUAETENbCTBYIOT
0 HanM4un penpoayKTUBHOM TOKCUYHOCTU (CM. pasgen 5.3).

MpumeHeHne {ToproBoe HaMMeHoBaHWE} <BO BpeMs OepeMeHHOCTM><BO BpeMs
{TpumecTp} 6epeMeHHOCTN> NpKU HEOHBXOOMMOCTN BO3ZMOXKHO.>.

Mpumep 8:

<bonblon obbeM AaHHbIX O BGepeMeHHbIX XeHwwuHax (bonee 1000 wucxopos
GepemMeHHOCTN) CBMOETENBLCTBYET 00 OTCYTCTBMM MOPOKOB pas3BuTus U deto- n (unwm)
HeoHaTanbHOW TOKCUYHOCTU NPU NPUMEHEHN {0 ENCTBYIOLLErO BELLLECTBA}.>.

{ToproBoe HanMeHoBaHMWe} gonyckaeTcs NPUMEHATb <BO BpeMS
GepemMeHHOCTU><BO Bpemsi {TpumecTp} O6epeMeHHOCTU>, UCXoAs W3 KIMHUYECKON
HeobxoanmMocCTMW.

Mpumep 9:

<BnusiHne Ha GepeMeHHOCTb HE OXMOAETCHA, MOCKONbKY CUCTEMHAs 3KCMO3ULMS
{nencTByloLLEro BewecTBa}l HAYTOXHA.>

{ToproBoe HammeHOBaHWEe} AONycKaeTcss NPUMEHATb BO Bpemsi 6epeMeHHOCTW.
(Hanpumep, nekapcCTBEHHble npenapaTtbl, HUWYTOXKHAsA CUCTEMHaAsA  OKCNO3nUUS
(HUYTOXKHaA cucteMHas hapmMakogMHaMmuyeckaa akTMBHOCTb) KOTOPbIX NOATBEPXKAEHA B



KITMHUYECKNX YCNOBUAX).>.
2. Noppaspgen "Jlakrtauymua™

Mpumep 1:

<{[encteylowiee BeLeCTBO} (MeTaboONUTbl) MNPOHUKAOT B rPyAHOE MOJIOKO
yenoBeka, MOKa3aHO BNUSIHWE Ha HOBOPOXAEHHbIX (OeTen), HaXOoAsLWMXCA Ha rpyaAHOM
BCKapMIIMBaHMUM, MaTepm KOTOPbIX MPUMEHANM npenapar.>;

[wnn]

<{0encTByowee BewecTBo} (MeTabonuTtbl) OOHapyXeHbl B  OpraHuame
HOBOPOXOEHHbIX (OeTen), MaTtepu KOTOpbIX NpUMeHsNn npenapaTt. <BnugaHue
{hbapmavueBTnyeckon cybcTtaHUMM} Ha HOBOPOXAEHHbIX (OeTen) HEeM3BEeCTHO.> Wnu
<CBegeHUn 0O BNUAHMM {OEWCTBYIHOLLErO0 BeLlecTBa} Ha HOBOPOXAEHHbLIX (OeTen)
HeJOCTaTOYHO.>;

[unn]

<{0encTBylowee BeLleCcTBO} (MeTaboNUTbl) NPOHMKAKT B T[PYAHOE MOJSIOKO
yenoBeka B KONMU4ecTBe, AOCTAaTOMHOM [Mfsl OKas3aHWA BIIUSIHUSE HA HOBOPOXOEHHbIX
(oeTen), HaxoQaLWMXCA Ha TPYAHOM BCKapMMBaHUW.>

<{ToproBoe HanMeHOBaHNEe}<NPOTUBOMOKa3aHO B nepvog rpygHoro
BCKapmnmBaHua (cMm. pasgen 4.3)> unm <He cregyeTt NpUMEeHATb B Nepuos rpyaHoro
BCKapMIiMBaHus.>;

[unn]

<B nepwvog neveHus {ToproBoe HaMmMeHoBaHWE} rpyaHOe BCKapMinnBaHue criegyet
npekpaTuTb.>;

[wnn]

<Heo6xo0aNMO NpUHATL peLlleHne NMbo O NpekpaLleHun rpyaHoro BCKapMinBaHus,
nmbo o6 oTmeHe Tepanuu {TOproBoe HaMMeHOBaHue}, NpUHUMas BO BHUMaHue MNosib3y
rpy4HOro BCkapMnuBaHusa onst pebeHka v nonb3y Tepannn s XeHLWmHbL.>.

Mpumep 2:

<CBeoeHnss O MNPOHUKHOBEHMM {OencTBylowlero BewecTsa} (mMeTabonutoB) B
rpy4HOE MOJSIOKO YenoBeKa OTCYTCTBYIOT.>;

[wnn]

<[laHHbIX O NPOHMKHOBEHUN {OENCTBYIOLLErO BellecTBa} (MeTabonntoB) B rpygHoe
MOJTOKO YesioBeka HeJOCTaTOYHO.>;

[wnn]

<[laHHbIX O NPOHMKHOBEHUN {OENCTBYIOLLEro BewecTBa} (MeTabonnToB) B rpyaHoe
MOJTOKO XXMBOTHbIX HEAOCTATOYHO.>;

[wnn]

<dPapmakognHammyeckme  (TOKCMKONOrMyeckme) [[aHHble, MOosfydYeHHble  Ha
XMBOTHbIX, CBMAETENbLCTBYOT O MPOHMKHOBEHUM {OencTBylOLlero BellecTBa}
(meTabonuToB) B rpyaHoe Monoko (6onee nogpobHo cm. pasgen 5.3).>;

[wnn]

<PU3MKO-XMMNYECKNE AaHHble npeanonaratT MNPOHUKHOBEHME {OeNCTBYIOLLENO
BellecTBa} (MeTabonunToB) B rpyaAHOE MOJSIOKO YerioBeka.>.



<He uCcKnoYeH pUcK aAns HOBOPOXAEHHbIX (oeTen).>.

<{ToproBoe HauMeHOBaHMe} <MPOTMBOMOKA3aHO B Nepuon  rpygHoro
BCKapMnuBaHus (cMm. pasgen 4.3)> [unu] <He cnegyeT NPUMEHSTb B Nepuod rpyaHoro
BCKapMIIMBaHusa>.>;

[wnn]

<B nepuopa neveHus {ToproBoe HaMmeHOBaHWE} rpygHOE BCKapMIiMBaHue cnegyet
npekpaTuTb.>;

[wnn]

<Heo6x0anMO NpUHATL peLlleHne NMbo O NpekpaLleHnun rpyaHoro BCKapMinBaHus,
nnbo o6 oTmeHe Tepanuu {ToproBoe HaMMeHoBaHWEe}, NPUHMMAA BO BHUMaHWE MNONb3y
rpy4HOro BCkapMnueaHusa ons pebeHka v nonb3y Tepannn s XeHLWmMHbL.>.

Mpumep 3:

<BnusiHne {gencTByloLLEro BeWeCcTBa} Ha HOBOPOXAEHHbIX (OeTen), HaXoasaLWMXCS
Ha rpy4HOM BCKapMnMBaHUM MaTepsMu, NpMHMMaoLWNMMK npenapat, He 0OHapy>XeHo.>;

[unn]

<B CBSA3 C HWYTOXHOW CUCTEMHOM 3KCMO3NLMEN {OEeNCTBYlOLLEro BellecTBa} Y
KOPMSALLEN TPYObH0 KEHLMHbI BIIMSAHUA Ha HOBOPOXAEHHOro (pebeHka), Haxoasuierocs
Ha rpy4HOM BCKapMMBaHWUW, HE OXnaaeTcs.>;

[unn]

<{0encTeylowee BewwecTBO} (MeTabonnTbl) B nnasme HOBOPOXAEHHbLIX (OeTen),
HaXO4sLWMXCA Ha TPYAHOM BCKapMIiIMBaHUKW, MaTepu KOTOPbIX NPUMEHsNW npenapart,
{obHapyxeHbl {yka3aTb KONU4ecTBO} [UNN] He 0BHapYyXeHbl }.>;

[wnn]

<{0encTBylollee BewEeCTBO} (MeTabonuTbl) HE NPOHMKAKT B FPYAHOE MOJSIOKO
yenoseka.>;

[wnn]

<{0encTBylowee BeLleCcTBO} (MeTabonUTbl) NPOHMKAKT B T[PyAHOE MOJIOKO
4yenoseka, OAHAKO B TepaneBTMYECKMX Ao3ax {TOproBoe HamMeHOBaHWE} BIMSIHME Ha
HOBOPOXAEHHbIX (OeTeln) He oxunagaeTca.>.

{ToproBoe HaumeHOBaHWe} [OMNyCKaeTCA MNPUMEHSATb B Nepuos rpyaHoro
BCKapMIiMBaHus.

MpunoxeHne N 6

K TpeboBaHNAM K UHCTPYKLMMK

no MeAULIMHCKOMY NPUMEHEHUI0
NleKapCTBEHHOro npenapara v ooLien
XapaKkTepucTUKe neKkapCTBEHHOro
npenapaTta ans MeauUUHCKOro
npUMeHeHus

CraHaapTHble (hopMynMpPoOBKU ONA YKa3aHUA YCIOBUN XPaHEHUs! NIeKapCTBEHHbIX
npenapaTtoB

<He xpaHuTe npu Temnepatype Bbiwe [25°C, 30°C]> wnu <XpaHuTb npu



Temnepatype Huxe [25°C, 30°C]>;

<XpaHuTb B xonoausibHuke (2 - 8°C)>;

<XpaHuTb N NepeBo3nTb B XonoaunbHuke (2 - 8°C)>*(1);

<XpaHuUTb B MOpPO3UNbHOW KamMepe npu Temnepatype [TemnepaTypHbIn
avanasoH]>;

<XpaHuTb M TpaHCNOPTUPOBaTb B 3aMOPOXEHHOM BuOe nNpu Temnepartype
[TemnepaTypHbIN AnanasoH]>*(2);

<He oxnaxpgatb> unu <He samopaxmnBaTb>;

<XpaHUTb B OPUTMHAaNbLHOW [BUA yNakoBKU]> ;

<XpaHuTb  [BMO  NEpPBMYHOM  ynakoBKM  (KOHTenHepa)]*(3)  nnoTHO*(4)
3aKpbITbIM>*(4);

<XpaHuTb [BUA NEpBUYHON YNaKOBKM (KOHTeWHepa)]*(3) BO  BHELLHEWN
ynakoBke>*(4);

<JlekapCTBEHHbLIN NpenapaT He TpebyeT cneumarnbHbIX YCIOBUN XPaHEHUS>;

<JlekapCTBeHHbIN npenapat He TpebyeT crneumnanbHbIX YCNOBUM XpaHEHWs,
[TemnepaTypHbI gnanasoH]>*(5);

<... An§a T0ro, 4Ytobbl 3aWMTUTb OT [CBETA, BNarnj>.

NMpumeyaHusn:

B HacToswmx cTaHgapTHbIX QOpMYynUpoBKax, BBeLeHbl crneayroume npasuna
NCNoNb30BaHNA CKOBOK:

[TekcT] - B none mexay ckobkamu BHOCUTCH MHGOPMaLNA UCXOLS U3 YKa3aHHbIX B
HUX YCNoBUN;,

<TEeKCT> - B nNone mexay ckobkamu TeKCT BblOMpaeTcsa wnu ypandeTcs U3
npeasioKeHHbIX CTaHO4APTHbIX (POPMYNMPOBOK B 3aBMCUMMOCTM OT JleKapCTBEHHOro
npenaparTa.

*(1) OaHHble no cTabunbHocTW, nosnyvyeHHble B 25°C/60% OTHOCUTENbHOM
BnaxHoctn (ACC) OomkHbl ObITb MPUHATLI BO BHMMaHME MNpU MPUHATUN peLLeHnUs O
BO3MOXHOCTW TPAHCMOPTUPOBKU MPU OTCYTCTBUM OXMaXaeHusi. ATO AOoMycKaeTcsl TOSMbKO
B UCKNIOYUTESNbHbBIX CryYasx.

*(2) YxasaHue pJonyckaeTca MCMNonb3oBaTb, TOMbKO €CnuM no pesynbTatam
nccnegoBaHUM cTabunNbHOCTU NPUHATO COOTBETCTBYIOLLIEE pELLEHME.

*(3) KoHKkpeTHOe HasBaHMe BuMAa YNakoBKW, KoTopas ©OyaeT Mcnonb3oBaTbCs
(Hanpumep, 6yTbirika, GnncTep u T.n.).

*(4) CnegyeT ucnonb3oBaTb, €CNW NEKApPCTBEHHbIN npenapaTt 4YyBCTBUTESNEH K
CBEeTYy u (unu) Bnare.

*(5) B 3aBucumocCcTM OT nekapcTBEHHOW (OPMbl U CBOWCTB JIEKapCTBEHHOro
npenapata MOXeT OblTb PUCK YXYALWEHUs KayecTBa WU3-3a OeNCTBUS (PU3NYECKUX
(hakTOpOB, Hanpumep, ecrnv noaBepraeTca BO3OEWCTBUIO HU3KMX Temnepartyp. Huskue
TemnepaTypbl B HEKOTOPbIX Cry4asx MOryT oOkasblBaTb BfWSIHUE Ha YMNaKoBKY.
HeobxoamMmo JonorHUTENbHO yKasbliBaTb 3TY BO3MOXHOCTb.

MpunoxeHune N 7
K TpeboBaHNAM K UHCTPYKLUMU



no MegULMHCKOMY NMPUMEHEHUI0
fiekapCcTBEHHOro npenapara v ooLeun
XapaKkTepucTuKe NneKapCTBeHHOro
npenapaTta ans MeguUUHCKOro
NpUMeHeHus

TpeboBaHusA
K YKa3aHUI0 MaKCMMaribHOro Cpoka XpaHeHUA CTepPUIibHbIX JIEKaPCTBEHHbIX
npenapaTtoB Nocrie NepBoro BCKPbITUA UM BOCCTAaHOBNEHUA

1. Oowme cBegeHunnA

HacToswmin OOKyMEHT pacnpocTpaHAeTCss Ha BCe CTepusbHble npenapartbl AN
MEOVLMHCKONO  MPUMEHEHUHA, 3@  UCKIOYEeHMeM  paaumodapmaueBTUHECKMX  ©
NPUroTOBASIEMbIX UM MOANDULMPYEMBIX ex temporo.

[MockonbKy npegyragate BCe BO3MOXHbIE YCIOBUS, NpU KOTOPbIX nNpenapat oyayT
BCKpbIBaTb, pa3BoguTb, BOCCTaHaBNuBaTb, XpaHWUTb W T.M., 3aTPYAHUTENbHO,
nonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a MNoAAepXaHue KayecTBa eKapCTBEHHOro
npenaparta, BBOAMMOro nauueHTy. B uenax cogenctBus nonb3oBaTesio gepxaterib
perncTpaumMoHHOro yaoctoBepeHns obssaH npoBecT Heobxoaumble MCCNesoBaHUA Wt
yKasaTb COOTBETCTBYKOLME CBedeHus B MHGOpMauuu ans nonb3oBatens (Hanpumep,
OXIM, JIB, MapkupoBKe) B COOTBETCTBUM C NpUMepaMn, YyKasaHHbIMU HUXE U
BblAeSTeHHbIMU KYPCUBOM.

B OTHOWEHUN CPOKOB M YCROBUM XpPaHEHUS OTAESIbHbIX KaTeropum CTepuribHbIX
NekapCTBEHHbIX MpenapaTtoB Mocre WX BCKPbITUS 3asBUTENIO Heobxoammo Takke
yunTbiBaTb pekomeHgauum ®apmakonen Cotosa.

B HacToawem npunoxeHnn paccmMaTtpmBaeTcsl CPOK MeXAy BCKPbITUEM NEPBUYHOM
ynakoBKn (KOHTEWHepa) NeKkapCTBEHHOro npenapata W BpeMEeHeM ero BBeAeHUs
nauneHTy, NPOAOSIKNTENbHOCTb BBEAEHUS KaK TakoBasi He YYUTbIBAETCS.

2. Be3KoHCcepBaHTHbIe CTepUnbHbIe Npenaparhbl

2.1. Obwwme ykasaHus.

<Xmmmyeckaa wn dusnyeckaa CTabuNbHOCTb TOTOBOrO K  MPUMEHEHUIO
nekapCTBEHHOro rnpenapara NoATBepPXAeHa B Te4eHne X YyacoB (gHen) npu 'y °C>;

<C MUMKpOBNONOrn4eckom TOUKN 3PEHUS, ECNN METO BCKPbITUS (BOCCTAHOBMNEHMS,
pa3BefeHNd) He NpensiTCTByeT MUKPOOHOW KOHTaMMHaUMK, feKapCTBEHHbIA npenapaT
noanexXuT HemeaneHHOMY NPUMEHEHNIO.>;

<Ecnv nekapcTBeHHbIN npenapaTt He BBeOeH HEMe[TNEeHHO, XpaHeHne rotoBoro K
NMPUMEHEHUIO JIeKAapCTBEHHOro npenapata wn obecnevyeHne YycrnosBum ABNSETCA
006513aHHOCTbBIO NoNb3oBaTeNs.>.

2.2. YkasaHusa onga npenapartoB 4S5 MHPY3Ui Nnm MHbeKUnn.

<Xmmmyeckaa wn dusnyeckaas CTabuNbHOCTb TOTOBOrO K  MPUMEHEHUIO
nekapcTBEHHOro nNpenapara noaTeepXxaeHa B Te4eHne X Yyacos (aHen) npu y°C>;



<C MMKpPOBMOMOrMYeCcKOM TOYKM 3peHnsa npenapaTt MNOAMNEXUT HeMeaneHHOMY
npumeHeHuto. Ecnu npenapat He BBeAeH HeMeasieHHO, XpaHeHWe TrOoTOBOro K
NPUMEHEHUIO npenapata W obecneyeHve YCrnoBUA OO BBEOEHUS SABMSIETCA
00513aHHOCTBbIO MOSib3oBaTeENd, B LENOM He OOSMMKHO npeBbllwaTb 24 4acoB npwu
Temnepatype 2 - 8°C, ecnv BocCTaHOBIeHNe (pa3BeeHune) 1 T.M. He OCYLLECTBMASANOCH B
NPOBEPEHHbLIX U BanNnMANPOBAHHbLIX aCENTUYECKUX YCIOBUSAX.>.

2.3. KoHcepBupoBaHHbIE NIEKapCTBEHHbIE NpenapaTbl Ha BOAHOW OCHOBE (BKtoYas
NPOTUBOMUKPOOHbIE KOHCEPBAHTbI M CaMOKOHCepBUpyemble npenapathbl). be3BogHble
nekapcTBeHHble nNpenapaTbl (Hanpumep, MacnsHble).

<Xmmmyeckaa wn du3nyeckaa CTabunbHOCTb TOTOBOrO K  MNPUMEHEHUIO
NekapcTBEHHOrO nNpenapara noaTeepXxaeHa B Te4eHne X Yyacos (aHen) npu 'y °C.>.

<C MUKPOBMOMOrMYEeCcKOM TOYKM 3pEeHUs MNOCre BCKPbITUS JNleKapCTBEHHbIN
npenapaT gonyckaeTca xpaHuTb He 6onee yem z gHen npu Temnepartype t °C. UHble
YyCNoOBUA N NPOAOIMKUTESNTbHOCTb XPaHEHNSA ABNSAKOTCA OTBETCTBEHHOCTbLIO 3asABUTENS.>.

3agasutenib 0653aH 060CHOBaTb 3Ha4YeHUsA z 1 t B MHOMBMAYanNbHOM NOPSAKE; Z He
AOMMKHO B LLEeNoMm npeBbllaTb 28 AHEN.

MpunoxeHune N 8

K TpeboBaHNAM K MHCTPYKLIMMK

Nno MeAULIMHCKOMY NPUMEHEHUI0
NeKapCTBEeHHOro npenapara v oowewn
XapaKTepuUCTUKe NIeKapCTBEHHOro
npenapara gnsa MeguuuHCKOro
NnpUMeHeHus

MpaBuna
COCTaBlIeHMA eAUHbIX OOLMNX XapaKTepPUCTUK NIeKapCTBEHHOro npenapara m
JINCTKOB-BKMaAbilWen Ha pa3Hble JO3UPOBKMU

1. Kputepun o6 beanHEeHUA HECKONBbKUX AO03UPOBOK B eauHyto OXJIN

B uensx ynpoweHus paboTbl M 3KCNepTU3bl WMHMpOpMaLMM O JeKapCTBEHHbIX
npenapaTtax pekoMeHayeTcs ons Bcex A3blkoB cocTaBnsaTb eguHble OXJ1 B oTHOLWEHUN
pasHbIX OO3UPOBOK OOHOM W TOW Xe nekapctBeHHon dopmbl. OXJITT gomkHbl ObITb
NOMHOCTBIO MOEHTUYHbI (32 WUCKITIOYEHMEM CneunduyHbIX N8 O03MPOBOK CBeOEHUN),
Hanpumep, ecnu nokasaHus K NPUMEHEHWIO ONS pasHbIX JO3MPOBOK He coBnagalT, TO
OXIJII kombuHUpoBaTb HE AOMYCKaETCs.

B oOTHOWweHuMM ob6beguMHEeHHbIX TEPMWHOB crnefyeT MCMNoNb30BaTb  TOMbKO
NEPBUYHYIO NEeKapCTBEHHYD POpMy, Hanpumep, BO3MOXHO KOMOWHMpoBaHWe "pacTBop
ONS MHBEKLUUM BO (priakoHe" 1 "pacTBop ANa MHBbEKUUI B NpeaBapuTesibHO 3anofiHEHHOM
lwnpuue" ¢ ykasaHuem TOSbKO "pacTBop ANs MHbeKuMn".

NHdopmaumna o pasnuuHbiX feKapCTBEHHbIX (hopmax Bcerga [osmkHa ObiTb B
pasHbix OXJII.

Mo obwemy npasuny, Npy NEPBUYHON perucTpaumm fiekapCTBEHHOro npenapaTta
cnepyet ucnonb3oBaTb eanHble OXIII.



2. Peanu3auun

Hactodawme [MpaBuna oTpaxeHbl B pekoMeHJauusx no 3anonHeHuto LwabrioHa
OXJIM (npunoxexne N 11 k HacToawmm TpeboBaHusIM).

2.1. [lepBuyHaa pernctpauuns: 3aaBUTENIAM pPEKOMEHOYeTCA UCMNoSib3oBaTb
eanHble OXJII.

2.2. 3aperncTpupoBaHHble  JIeKapCTBEHHbIe npenaparbl: aepxarenam
pPEerncTpaunoHHbIX YOOCTOBEPEHUI pekomeHayeTcsa coctaButb eanHyto OXJIIM B pamkax
crnegyowmx npouenyp:

noaTeBepXxaeHne peructpauum (nepepernctpauus);

pacLuMpeHne psaa fiekapCTBEHHbIX (hOpM N JO3MPOBOK,;

BHeceHune nameHeHun tunos IB un I, 3aTparMesaowmnx 4oNosIHEHNA K MHpopMauum
0 NekapCTBEHHOM Mpenapare.

3. CoctaBneHue eguHbix OXII
(cm. npeacTaBneHHbIN HUXKe nNpuMmep)

B pasgenax, B KOTOpbIX NpPUBOAATCA cneuuduyHble OnsS pasfiuyHbiX 403UMPOBOK
cBefeHus, Heob6xoanumMo Ucnonb3oBaTb NOL3aroNOBKMU.

Moa3aronoBok HEOBXO0AMMO BbIAENUTL NOOYEPKMBaAHMEM, OH AOSMKEH coaepXaTb
HauMeHOBaHWe NneKapCTBEHHOro rnpenapaTta, A03UpPOoBKY(M), K KOTOPbIM OH NPUMEHUM, U
nekapctBeHHyto popmy (Hanpumep, "X 5 mr Tabnetkn, X 10 mr Tabnetkn" u 1.n.). lNocne
yKaszaHua cneunduyHon Ans OO03MPOBKU MHGOpMauMm Heobxoammo npenycMoTpeTb
onpedeneHHblin  NPOMEXYTOK, 4YTOObl 4eTKo 0003HauUnTb KOHeL  crneunduyHoON
MHdopMaLmMn N BO30OHOBEHWE YKa3aHUs 0OLLNX cBeOEHUN.

B pasgene 1 ("HaumeHoBaHue nekapcTBeHHOro nmnpenaparta”) YykasblBaTb
noa3aronoBkn He TpebyeTcs.

Mpumep:

1. HAMMEHOBAHWE JIEKAPCTBEHHOI'O MNMPEMNAPATA
[ToproBoe HanmeHoBaHue] 5 Mr TabneTku

[ToproBoe HanmeHoBaHue] 10 Mr TabneTku

2. KAMECTBEHHbIV N KOJIMYECTBEHHbLI COCTAB
[ToproBoe HanmeHoBaHue] 5 Mr TabneTku
Kaxpas Tabnetka cogepxut 5 mr Z.

[ToproBoe HanmeHoBaHue] 10 mr TabneTkn
Kaxxpas tabnetka cogepxut 10 mr Z.

MonHbIN NepeYveHb BCoMoraTenbHbIX BELWECTB NpuBeaeH B pasaene 6.1.

3. NIEKAPCTBEHHAA ®OPMA
TabneTku



[ToproBoe HanmeHoBaHue] 5 Mr TabneTku
Tabnetkn ot 6enoro OO cnerka XXenrtoro uBeTta Cc rpaBuvpoBkon "5" Ha ogHom
cTopoHe n "Y" Ha obpaTHoM.

[ToproBoe HanmeHoBaHue] 10 mr TabneTkn
Tabnetkn ot 6enoro Ao crnerka Xenrtoro useta ¢ rpasmpoBkon "10" Ha ogHon
cTopoHe n "Y" Ha obpaTHoM.

B nocneaytowmx pasgenax KomouHupoBaHHbix OXI  moryT cogepxaTbcs
pasnuyaroLmnecs ceeeHus:

4. KMIMHNYECKME OAHHbBIE

(4.2. Pexxum gosmpoBaHna 1 cnocod npuMeHeHns)
6. PAPMALIEBTUYECKME CBONCTBA

(6.1. NepeyeHb BCcnomoraTeribHbIX BELECTB)

(6.3. Cpok rogHOCTH)

(6.5. Xapaktep n cogepxaHne NnepBMYHON YNAKoBKMN <a TaKke crneumnanbHOro
o6opynoBaHua, NpegHa3Ha4YeHHOro A4S NPUMEHEHWS, BBEAEHMSA UMM UMNIaHTauumn>)
(6.6. Ocobble Mmepbl NPeaOCTOPOXKHOCTU MPU YHUHMTOXEHUN U ApYyron padboTe)

8. HOMEPA PEMMCTPALMOHHbIX YOOCTOBEPEHN

9. ATA NEPBUYHOW PETMCTPALIMW (MEPEPETMCTPALIMN)

4. EAVHBLIM NUCTOK-BKNaabiw

[MpaBuna coctaBneHuss eaunHoro J1IB aABRAOTCA OTOENbHLIMU M HaMpaAMyr0 He
3aBucaT oT coctaBneHus eguHon OXJIIM. B cBsA3n ¢ aTum ncnonb3oBaHue egmnHbix OXIM
BO3MOXHO (ecnu cobnogeHbl COOTBETCTBYIOLNE KPUTEPUU), OaXe eCrniu COCTaBreHue
eaunHoro J1B He gonycTumo.

3aaBuTenb BnNpaee nogaTbh 3asiBKy Ha pernctpaunto ¢ eamHolM J1B ans HecKonbKux
OO3MPOBOK OAHOM W TOW Xe JiekapcTBeHHOW opmbl. EauHbin JIB gonyctum npwu
cobnogeHumn cnegyowmnx 3 yCnoBui:

a) pexum gosmpoBaHus, ykasaHHbin B OXJII (JIB), npeaycmatpmBaeT No MEHbLUEN
Mepe ABa pexuma (Hanpumep, dasa nogdopa 4o03bl, KOPPEKUNSA 403bl B 3aBUCUMOCTU OT
KIMWHMYECKOro oTBeTa unn y ocobblx rpynn);

6) J1B NONHOCTbIO MAEHTUYHBI, 3a UCKNKOYEHMEM HEDBONBLLUOIO Yncna cneymdmnyHbIX
Anga O3UPOBOK CBEAEHUN,

B) npegnaraembln KOMOMHWpPOBaHHLIM JIB He pJgonyckaeT nyTaHuubl Mexay
NpPUeMoM pasHbIX LO3UPOBOK M He NPUBOAUT K PUCKY HENpaBUIIbHOrO MPUMEHEHUS
neKkapcTBEHHOro npenapara nayMeHTom unun notpebutenem.

B uenax coctaBneHuss koMbuHupoBaHHOro J1B 3asBUTENb OOMKEH BKOYUTL B
3asiBfieHNne Ha perucTpauuio, MNOATBEPXKAEHWE perncrtpauumn (nepeperncrpauuio),
BHECEHME W3MEHEHUN B PErucTpaumMoHHOEe [OCbe COOTBETCTBYyKLlee 0OOCHOBaHMeE.
3anpoc ©OyaoeTr pacCcMOTpeH B Xo4e npoueaypbl 9KCNepTusbl, pelueHne Oyaet



NPpUHNMaTbCA B MHAMBUAOYAJIbHOM NMopAakKe.

MpunoxeHune N 9

K TpeboBaHNAM K MHCTPYKLMMK

no MegULMHCKOMY NPUMEHEHUIO
fiekapCcTBEHHOro npenapara v ooLeun
XapaKTepuCTUKe NeKapCTBEHHOro
npenapara agnsa MeguuuHCKOro
NnpUMeHeHus

PekomeHaauunm
Nno yKasaHuo A03UPOBKN (KONTMYECTBEHHOrO coAepXaHus OeUCTBYHOLWUX BeLLeCcTB)
B HAMMEHOBaHMM NeKapCTBEHHbIX NpenapaTros

1. OOWwmne pekomeHaaumMmn

JlekapcTBeHHbI npenapat Mapkupyetcs B Buae "(ToproBoe) HammeHoBaHue +
[03npoBKa + nekapctBeHHas popma”. Takoe ykasaHue paccmaTpuBaeTCs B KadecTBe
NMOSIHOrO HauMMeHOBaHWs MpenapaTta, B CBA3M C 4YeM [MOHATUE "HaumeHoBaHue" B
HacToAwmnx PekomeHgauuax criegyeT MOHMMATb Kak  MOSIHOe  HavMeHOBaHue
nekapCTBEHHOro npenaparta, cogepXallero ykasaHHble 3 anemeHTa. [lencrteyiollee
BELLEeCTBO HeobxoauMMO YyKasblBaTb HENOCPEenCTBEHHO MOoA4 MOSIHbIM HauMeHOBaHUEM
nekapcTBEHHOro npenapara.

B cootBetctBUM C nyHktom 1 pasgena |l TpeboBaHUM K WMHCTPYKUMM MO
MEeaVLMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro npenapata u oblen XxapakTepucTuke
neKkapcTBEHHOro npenapaTta Ans MeAuUMHCKOro MNpUMEHEHUs noA A03UMPOBKOW B
HaUMeHOBaHUM FeKapCTBEHHOrO rpenapaTta MNOHMMAaeTCa KONMMYeCcTBO (codepxaHue)
OEeNCTBYIOLLEro BellecTBa B eAuHULE JeKapCTBEHHOM (POopMbl, a Takke B eauHuue
Maccbl wunM obbema nekapCcTBEHHOro npenapaTta, 3HadYumoe [And  npaBUibHOW
noeHTupukaumm 1 NpUMEHEHUA  NlekapCTBEHHOro npenapaTta. [o3upoBka B
HaMMEHOBaHUW fEeKapCTBEHHOro npenapaTta AO0ShKHa COOTHOCUTBCA C MHGOpMauunen,
yKaszaHHoW B pasgene 2 un 4.2 oblien xapakTepucTUKe fiekapCTBEHHOroO npenaparta ans
MeaunumMHcKoro npumeHeHnsa (ganee - OXJNM).

CopepxaHve [euncTBylOLLEro BelwecTBa B eguHuUe Maccbl wunm  obbema
NneKkapcTBEHHOro rpenapaTta TakKkKe Ha3blBaeTCA KOHUEHTpaumenm un npuBoaUTCSH
NPenMyLLECTBEHHO ANS HEA03UPOBAHHbIX JIEKAPCTBEHHbIX NpenapaTos.

[nsa HeKoTopblIX BWOOB NEKapCTBEHHbIX (hopM  [O3MPOBKA  Bblpa)kaeTcs
KONMYecTBOM AENCTBYHOLLErO BELLECTBA, BbICBODOXAAeEMOro U3 nekapcTBeHHON OpMbI
B €QVHV1LY BPEMEHM.

Llenb ykasaHna [O3MPOBKM B HaMMEHOBaHWW JleKapCTBEHHOro npenapaTta
3akn4vaeTcs B npeacTaBneHun Haumbornee 3HauyMmon WMHGOPMaUMM O KONmyecTBe
nekapcTBEHHOro npernapara npu NpuMeHeHuu, nNerkon naeHTuukauum n pasnnuyeHuns ot
apyrmx opm BbiNycka, a Takke HasHayeHuUss BpayoM C Y4eTOM [pYyrux acnekToB
npouecca HasHadeHust M TMPUMEHEHUA JIEKAapPCTBEHHbLIX MpenapaTtoB. YKasaHue
AO3UPOBKM [AOSMKHO OCHOBbLIBATbCA Ha KpuTepusix ygobctBa ana  notpebutens



(HasHayvawLero nmua), a He Ha KpUTePUAX KavyecTBa (aHaNUTUYECKUX KPUTEPUSX).

CteneHb getanusauum mexay pasgernamum 1 n 2 OXJIIIT moxeT pasnuyaTbes,
noaTomMy npu YykasaHum [osvpoBkn B pasgene 1 OXIJM 3adacTtyo He Tpebyetca
BKMNtOYaTb U30bITOYHbIE CBeAEHUSA, KOTopble cogepxartca B apyrmx pasgenax OXII wm
MapKMpOBKE fleKapCTBEHHOro npenapaTta. Ecnn gosnpoBka B HaMMeHOBaHWUU
NeKapcTBEHHOro npenapara oTpaxaeT TONbKo obulee KONMM4YecTBO AENCTBYHOLLErO
BewlectBa B MNepBUYHOW ynakoBke, B Apyrux pasgenax OXIII n  mapkupoBke
neKkapcTBEHHOro npenapaTta HeobxoaAnMMo NPMBECTU YETKOE yKalaHue obulero obbema u
KOHUEHTpauun Ha eanHuuy obbvema. AHanormyHo, ecnu OO3VpoBKa B HAaMMEHOBAHWUM
NeKapcTBEHHOrO npenapaTa yka3biBaeTCsa B BUAE KOHLEHTpauMmM Ha eanHuly obvema, B
apyrmnx pasgenax OXJIT n MapkMpoBKe NekapCTBEHHOro npenapaTta HeO6XoaNMMO YeTKO
ykasaTb obLee KONMYecTBO AENCTBYIOLLErO BellecTBa 1 o6wmm o6bem nekapcTBEHHOMO
npenapata. TOYHOe yKkasaHWe 3TUX KIYEBbIX 9NIEMEHTOB B npeanaraeMon MapKknpoBKe
MW Ha YNakoBOYHOM MaTepuane 3asiBUTENEM SBASETCA KIOYEBLIM acnekToM npu
aKcnepTnu3e MakeToB M 00pas3uoB, HanpaBneHHbIM Ha CHWXEHME pucka oLwunbKn
aosupoBaHnda. [OusanH, wucnonb3yembln dapmaueBTUHECKON KOMMaHWEWn, [OO0STDKEH
obecneymBaTb 3aMETHOCTb M OAHO3HAYHOCTb KMHOYEBOW MHPOPMaLMK ANS NPaBUITbHOIO
NPUMEHEHUNS NEKAPCTBEHHOrO NpenaparTa.

[03npoBKy (KOHUEHTpauuio) ykasblBaloT, Kak MpaBuno, AN OAHO-, AOBYX- U
TPEXKOMMOHEHTHbIX IEKAapCTBEHHbIX NpenapaTtoB. B oTAenbHbIX cnyvaax gornyckaeTtcs
yKaszaHue O03MPOBKM  (KOHUEHTpauuu) ans  4YeTblpex- W NATUKOMMOHEHTHbIX
nexKapCTBEHHbIX NpenapaTos.

[o3snpoBka (KOHUEHTpauus) nekapCTBEHHbIX MpenapaToB YKa3blBaeTCA Ha
NePBUYHON M BTOPMYHOW yNakoBKax M BXOAWUT B COCTaB MHGOPMaLUN O NIEKAPCTBEHHOM
npenaparte, npeacTaBngeMon naumeHTam W cheynannctam 30paBOOXPaHEHUA B
MHCTPYKUMSX MO  MEOUUMHCKOMY MNPUMEHEHUI0 JfeKapCTBEHHbIX MnpenapaTtoB, B
onumanbHbIX U CNPaBOYHbIX M3OAHUNAX, 3NEKTPOHHbIX WMHGOPMAaLMOHHO-MOUCKOBLIX
cucTemax.

Hactoawue PekomeHpoauunM HanpaBneHbl He TOMbKO Ha  AOCTUXEHue
rapMoHM3aLmMn Mexgy CXOXUMW NeKapCTBEHHbIMW MpenapaTtaMn U JieKapCTBEHHbIMU
dopmamMn, HO N Ha COBEPLUEHCTBOBAHNE MAPKUPOBKM NEKAPCTBEHHbIX NpenapaTtoB Afis
obecneyeHuns NpaBUNbLHOrO N 6Ge30nNacHOro NPUMEHEHUST NEKAPCTBEHHbLIX NpenapaToB U
MUHUMKN3aLNK OLLMOOK JO3NPOBAHUSL.

PekomeHgaumm pacnpoCTpaHATCAa WUCKMYUTESNIbHO Ha yKasaHue [O3UPOBKU B
HaUMEHOBaHUM NEKAPCTBEHHbIX NpenapaTtoB U He 3aTparnBaloT aBTOMATUYECKN apyrue
perynaTopHble npoueaypobl (Hanpumep, npasuna NpPUCBOEHNSA HOMepOoB
perncTpaumoHHbIX YOOCTOBEPEHU, pacyeTa BenvYMHbl MOWWH, Bbibopa MeXxay
N3MEHEHNEM, TpebyLmMM 1 He TPebyoLWMM HOBOW perncTpaunn, u ap.).

2. PekoMeHA4AUUM No yKa3aHUIO [O3UPOBKU B HAUMEHOBaHUU NeKapCTBEeHHbIX
npenapaToB

Hanbonee nogobatoliee ykazaHue "003MPOBKU" B HAMMEHOBAHUMW NIEKAaPCTBEHHOIO
npenapata onpegenseTcs B UHOUBUAYaNbHOM NOpsiaKe.
B pononHeHne k dakTopam, ykasaHHbiX B pasgene 1 Hactoswmx TpeboBaHum,



BblAENSAOT (PakTopbl, KOTOPble HEOOXOAMMO Y4YMTbIBaTb ANSA NPaBUIIbLHOIO onpeaeneHuns
Hanbonee nogobatollero ykasaHus "O003upoBKK", Hanpumep, A03VMPOBKM B MapKMPOBKE
neKkapcTBEHHbIX NpenapaToB, UCcregyeMblX B KIMHUYECKMX MUccrnenoBaHusix (B naeane,
TOT Xe NOoAXO4d K BbIPaXXeHWUO A03MPOBKU criegyeT MCNonb3oBaTb MPU MapKUpPOBKe
ncerneayemMblx NeKkapCTBEHHbIX NpenapaTos), v Npu Hannyuu Oo3vpyowero nsgenms.
Ecnu B ynakoBky BROXeHO nogxogsiulee Oosvpylowee msgenve, u ¢ NnoMolbi Hero
OyoyT BBeAEHbl OfHA WM HECKOSIbKO (OMKCUPOBAHHLIX A03, crnegyeT MNpUHATb BO
BHMMaHME ero BNusiHMe Ha yKkas3aHue 403MPOBKMU.

21. [Onsa ykasaHna [O3VMPOBKM (KOHUEHTpauum) MNpUMEHSAIOT  crieaytowime
COKpaLLEeHNs eaNHUL, UBMEPEHUSI:

r - rpamMmm

Mr - MUNIUFPaMm

MKI - MUKPOrpamm

M1 - MUNTANANTP

[na ykaszaHnsa 0O3UPOBKU Takke NPUMEHSAIOT akTUBHOCTU, YKa3aHHble B MOAMNYHKTE
1.1. pasgena |lI TpeboBaHWin K WHCTPYKUUM NO MEOUUMHCKOMY MNPUMEHEHUIO
neKkapcTBEHHOro npenaparta u obLien xapakTepuCcTuUKe NekapCcTBEHHOrO npenapara ans
MeOULIMHCKOro NpUMeHeHn4.

[Mpn ykasaHMM O03MPOBKM HaMMeEHOBaHWE eOVHULbl NeKapCTBEHHOM (DOPMbI He
npusoautcs. Hanpumep, 200 mr, a He 200 mr/TabneTka, 20 ME, a He 20 ME/dnakoH.

2.2. KonnyecTtBeHHOE yKa3aHMe O03MPOBKM (KOHLIEHTPaLMN).

2.2.1. lpwv yKkasaHUN JO3NPOBKM (KOHLIEHTPaALWN) ee YNCIEHHOE 3HaYeHne OOMMKHO
OblTb BblpaXXeHO B paunoHanbHOM BuAe, 4TO JocTuraeTca nyteMm Bblbopa
COOTBETCTBYIOLMX €OVHUL, W3MEepPEeHUs WM COOTBETCTBYIOLWMX MNPUCTaBOK AN
obpasoBaHUa OECATUYHbIX KPaTHbIX U AOMbHbIX €4UHNUL, UBMEPEHMS.

2.2.2. MNpu ykaszaHn 003NMPOBKN (KOHLEHTpaunn) BblIbUpaoT eauHULbl U3MepPEHUS,
Nno3BonsLWMe UCNONb30BaTb Lefble, a He ApobHble 4uicna, unu uenble 4ucna c
ApobHbIM paspsagom 1-ro un 2-ro nopsaka. Hanpumep, 50 mkr, a He 0,05 mr, 200 Mr, a He
0,2r, 1,5 wmr,aHe 0,0015T.

2.2.3. lNpun ykaszaHnn Jo3MpOBKK (KOHLUEHTpauun) BbiOMpaoT eguHULbl USMEPEHNS,
nosponsaowme nsbexaTtb uicna, cogepxawime bonee Tpex paspsgos (1000 n Gonee).
Hanpumep, 1,5, a He 1500 mr, 5 mr, a He 5000 mkr.

B cnyyasx ecnvu go3vMpoBKa BblpaXeHa He B eguHMLax Maccel, B YacTHocTu B ME
unn  Opyrmx eguvHuuax, Ha YynakoBKe [OMycKalTcA cokpaweHus "mnH.", "mnpa.",
Hanpumep 5 mnH. ME, ogHako B OXJIIM n J1B OHN HE AOSXHbI NPUMEHSATBLCS.

2.24. B cnyyae ecnu npousBoauTernb BbINyCKaeT JieKapCTBEHHbIA npenapart
OAHOr0 HaMMEHOBaHWS B OOHOW NeKapCcTBEHHOM dOpMe C pasHbiIM KONMUYECTBOM
OENCTBYIOLLErO BeLLECTBA, JO3NPOBKM yKa3blBalOTCA B OAMHAKOBbLIX eAuHULax Ons BCeW
NMHENKN fiekapcTBeHHOro npenapata. Hanpumep, 0,751, 1rn 1,5r,aHe 750 mr, 1 run
1,51, 250 mr, 500 mr 1 1000 mr, a He 250 mr, 500 mrmn 1.

2.2.5. B cnyyae wncnonb3oBaHUA B KayecTBe [LEWCTBYIOLIMX BeLLecTB 3MpoB,
cosfien, conbBaToOB YKasblBaeTCs coaepXaHne OeNCTBYIOLLErO BeWweCcTBa B NepecyeTe Ha
aKTMBHYIO 4acTb MOJSIEKYNbl (KACMOTY, OCHOBaHWe, 6e3BOOHOE WUNIM Cyxoe BeLecTBO).
Hanpumep, npu ucnonb3oBaHMM B KayecTBe [LEWCTBYIOLEro BewecTBa KeToTudeHa
dymapaTta yKkasblBaeTCs COAepXaHue [ENCTBYIOLLEro BellecTBa B repecyeTe Ha
KeToTUdEH.



B cnydae ecnu mncnonb3yemble conu, 3coupbl OTIMYAKTCA (hapMakonorMyecknum
OEeNCTBMEM [OMNyCcKaeTCs yKasblBaTb [OO3MPOBKY B MepecyeTe Ha BCH  MOJSIEKyny
AEenCTByloLLEro BelecTsa (Hanpumep, 6eH3nnneHnLmMnIMHa HaTpmueBasi Cosb).

2.2.6. [Ina oBYXKOMMNOHEHTHbIX JIEKAPCTBEHHbIX MpenapaToB CoAepXaHue Kaxaoro
N3 OBYX AEMCTBYIOLLMX BELLECTB YKa3blBAE€TCS, UCMONb3YSa 3HAK U OAUHAKOBbIE €ONHULbI
n3amepeHus, Hanpumep, "25 mr/50 mr".

[N MHOrOKOMMNOHEHTHbIX FIEKapCTBEHHbIX NMpenapaTtoB COAEPXaHUE KaXKAoro u3s
OENCTBYIOLMX BELLECTB yKa3blBaeTCs nocriegoBaTesibHO B NOpsiAke COOTBETCTBYIOLLEM
rpynnMpoBOYHOMY (OBLLENPUHATOMY) HaMMEHOBaHUIO, UCNOMb3ys 3Hak "+" wnu "/".
Hanpumep:

"AMnogunuH + BancapTtaH + 'mgpoxnopoTtuasug” - "5 mr + 160 mr + 12,5 mr", roe
5 mMr - cogepxaHue amnogunuHa, 160 Mmr - cogepxaHue BarncapTtaHa, 12,5 wmr -
cogepxaHue rmgpoxnopoTnasnaa;

"AMmnoaunnuHd / BancaptaH / 'mgpoxnopoTtnasuma” - "5 mr / 160 mr / 12,5 mr", rae 5
Mr - codepxaHue amnogunuHa, 160 mMr - cogepxaHwe BancaptaHa, 12,5 mr -
cogepxaHue rmgpoxnopoTnasnga.

[Mpn 9TOM MCNONb3YyITCA OAMHAKOBbIE €OMHMLUbI U3MeEpPEeHUs anst 0603HayYeHus
coaepXXaHusa Kaxaoro u3 OenCTBYHOLWNX BewecTB (B Criyvyae MCNofb30BaHUSA MacCOBbIX
€ANHUL, BblpaXeHUs).

2.3. YKa3aHue KOHUEeHTpaunn ans nekapCTBEHHbIX NpenapaTos.

2.3.1. Ansa ykaszaHnsa KOHUEHTpaunm NpUMEHSIIOT KOMOMHALUUIO OTHOLLEHUA eanHUL
N3MepeHust, NpUBELEHHbIX B NoanyHkTe 2.1 HacToawmx PekomeHgaunin:

r/Mn rpaMm Ha MUANUANTP

Mr/MI MUNAUIPaMM Ha MUNANIINTP

MKr/mn MUKPOrpamMm Ha MUNUINTP

mr/r MUNAUIPaMM Ha rpaMmm

MKr/T MUKPOrpamMm Ha rpamm

MKr/Mr MUKPOrpamMm Ha MUNIUrpaMmm

ME/mn MexayHapogHasa egmHiua bMonorMyeckonm akTMBHOCTU HA MUSTAUITUTP
ME/r MexayHapoaHasa egmHMua 6MonorMyeckom akTMBHOCTU Ha rpaMm

ME/mr MexayHapoaHasa egmHmua 6MonorMyeckon akTMBHOCTU HA MUNAUTPaMM.

2.3.2. YKasaHve [OO3UPOBKW B MNPOLEHTaX He [JOMnyckaeTcsd, 3a WCKINHYEeHUEM
3aperncTpMpoBaHHbIX JEKAPCTBEHHbLIX MpenapaToB (MMM HOBbIX [OO3UMPOBOK TaKUX
npenapaTtoB), OO3WPOBKM KOTOPbIX TPaAWLWMOHHO BblpaXanucb TakuMm crnocobom (B
YAaCTHOCTU UHAY3NOHHbIE N UHBEKLMOHHbIE PACTBOPbLI: M3OTOHNUYECKUIA PacTBOpP HaTpUS
xnopvaa, pacTtBoOpbl MKo3bl U anbbymunHa). NMpyn 3TOM gonycKkaeTcsi UCnonb3oBaHUE
npoueHTa "%" B 3Ha4YeHnaX:

MaccOBbIA  MPOUEHT, BblpaXalwWwmn KOMIMYECTBO rPaMMOB [OEWCTBYHOLLENO
BewecTa B 100 rpammax fiekapCTBEHHOro npenaparTa;

MaccO-0O0bEMHbLIA NPOLIEHT, BblipaXkaloLWMn KONNYECTBO rPamMMOB AENCTBYHOLLEINO
BewectBa B 100 munnmnmtpax nekapcTtBEHHOro npenapara;

0ObEMHbLIN NPOLIEHT, KONMYECTBO MUNMNUIUTPOB Aencteytowiero Beuectsa B 100
MUNAUINTPax NekapCTBEHHOMo npenapara.

2.3.3. lNpun ykasaHUM KOHLEHTpauuuM OeCTBYIOLEro BelecTsa B egMH1Le Macchl



nnn obbema nekapcTBeHHOro npenapata uudgpy "1" He ykasbiBatoT. Hanpumep, 200
ME/mn, a He 200 ME/1 mn.

2.3.4. [lonyckaeTca ykasblBaTb coAepXaHue OeuCTBYILWEero BewectBa B MHOM
KOnu4yecTBe Macchl UM obbema fiekapcTBEHHOro npenapara, NpuMBoAs NpU 3TOM AaHHOe
KonuyecTBO npenapata, Hanpumep, 200 ME/0,5 mn.

2.3.5. [Onss MHOrOKOMMOHEHTHbIX JNEKAPCTBEHHbIX MpenapaTtoB KOHLUEHTpaumio
yKasblBalOT C y4eToM nognyHkta 2.2.6 HacTtoswmx Pekomengaunn, Hanpumep, (25 mr/50
Mr)/S mn nnu (25 mr + 50 mr)/5 mn.

YkasaHne [03MpoBKM (KOHUEHTpauun) Ans pasfuyHbiX JIEKapCTBEHHbIX ¢OOpM
npuBeaeHo B Tabnuue, rae NCnosb3yTca cnefyowme yCnoBHble 0603Ha4YeHna: X Mr/mn
= KOHUEeHTpauus; z mr = obllee cogepxaHue OENCTBYIOLLEro BewecTsa; y Mn = obwunin
obbewm; z mr/y mn = obulee cogepxaHme OENCTBYHOLLErO BewecTBa B obwem obbeme.

JlekapcTBeHHas Twun nepBnYHOM MpegnoyTuTEnbHOE Cnocob
dopma ynakoBku*(1) ob6o3HayeHne BblpaXKeHUs
A03MPOBKN*(2) A031POBKU
(KOHUEHTpauun)*
3)

neKapCTBeHHble npenapartbl AnA npuemMa BHYTPb

Teepable OJHO/03HbIN KONMMYecTBO Ha ZMr
OAHOOO03HbIe eanHULY 003MPOBaHNSA
nekapCTBEHHbIE

dopmbl (Hanpumep,
TabneTku, kancynbl)

TBepable MHOIOZ03HbIN KONM4eCcTBO Ha X mr/r
NeKapCTBEHHbIE eVH1LY Macchl

dopmbl (Hanpumep,

rpaHynbl)

Msrkue OLHOAO03HbIN obLiee KonmyecTso B Zwmr
rniekapcTBEHHbIE NepBUYHON YNaKOBKE

dopmbl (Hanpumep, MHOrO403HbIN KONMM4ecTBO Ha X mr/r
nacTta, renb aons eVH1LY Macchl

npvema BHYTPb)

YKngkue OJHO/03HbIN obLee KonM4yecTso B ZMr
NeKapCTBEHHbIE NEepPBMYHON YNaKoBKe

dopmbl (Hanpumep, MHOIOZ03HbIN KONM4eCcTBO Ha X Mr/mn
amMmnynbl, cawe) eanHuly obbema

MopoLwuku (rpanynol) OAHOA03HbIN obLLee KonmyecTBo B ZMr
ANS NPUroToBNEeHUs NepBMYHON YNakoBKe

XKNOKnx MHOIOZ03HbIN KONM4eCcTBO Ha X Mr/mn
neKkapCTBEHHbIX eavHuly obbema

dopm nocrne pacTBOpPEHUs

HEKapCTBEHHbIe npenapartbl AnA napeHTepanbHOro eBegeHus

YKngkne OJHOA03HbIN obLiee KoNM4ecTBoO B z Mr#(5)



neKkapCTBEHHbIE
dopmbl

Mopowkun ana

(npw
eNHOBPEMEHHO
M BBeAEeHUN*(4))
OAHOAO03HbIN
(Npy YacTUYHOM
BBEAEHUN*(4))
MHOIo403HbIN

OJHOO03HbIN

NepBUYHON yNaKkoBKe

KONIM4eCcTBO Ha
eanHuly obbema

X Mr/mn*(5)

KONMMYecTBO Ha X Mr/mn
eanHuly obbema

obLee KonM4ecTso B ZMr

NPUroToBNEHNSN NepBUYHON YNaKOBKe
KNOKNX MHOIo403HbIN KONMMYecTBO Ha X Mr/mn
nekapCTBEHHbIX eanHuly obbema
dopm*(6) nocne pacTBopeHns
KoHueHTpaThl OJHO/J03HbIN obLiee KonM4yecTso B z Mr*(5)
(npw NepBUYHON yNakoBKe
€4NHOBPEMEHHO
M BBegeHUn*(4))
OOHOLO3HbIN KONMYeCTBO Ha X Mr/mn*(5)
(Mpy yacTMyHOM  eguHULy obbema
BBeLEHUN*(4)) nepen passeneHnem
KoHueHTpaThl MHOro403HbIN KONMYeCcTBO Ha X Mr/mn
eanHuLy obbema
nepen pasBegeHnem
MmnnaHTaTbl
MmnnaHTaTsl obuiee KoNM4ecTBo B ZMr
nMnnaHTaTe

HEKapCTBEHHbIe npenapartbl AnNA HAPYXHOro, TpaHcaepmMalsribHOro, peKraJibHoro,
BarmHasibHoOoro eeBegéeHuns, HaHeCeHnA Ha CJIIM3NCTYHO 060]10'-IKy noséioCcTun pTa,

AeceH
Teepable OJHO/O03HbIN KONMMYecTBO Ha ZMr
neKapcTBeHHbIe eanHULY 003MpOBaHUSA

dopmbl (Hanpumep,

Cynno3nTopun,

TabneTka, karncyna)

TBepable MHOrO03HbIN KONNYecTBO Ha X Mr/r
neKapcTBeHHbIe eNHULY Macchbl

dopmsbl (Hanpumep,

MOPOLLOK)

TpaHcaepmanbHble OAHOA03HbIN HOMMWHarnbHOe X Mr/y 4
npenapaThbl Ans KONMN4YeCcTBoO,

CUCTEMHOrO BbICBOOOXJaemMoe Ha

NPUMEHEHNSA eaNHULY BpEMEHM

(Hanpumep,

TpaHcaepManbHbIN




nnacTbIpb)

TpaHcaepmanbHble OJHO/03HbIN obLLee KonM4ecTBo B ZMr
npenapaTtsbl AN nnacTbipe

MECTHOro

NPUMEHEHUS

(Hanpumep,

TpaHcaepMarsnbHbIn

nnacTbIpb)

Msarkue OJHOA03HbIN KONMMYecTBO Ha X Mmr/r
nekapCcTBEHHbIE MHOr0403HblN eanHULYy Macchbl

dopmbl (Hanpumep,

Kpem, refib, Masb)

XKuakne O[HOA03HbIN obLee KonmM4ecTBo B ZMr
neKapcTBEHHbIE NEepPBUYHON YNaKoBKe
dopmbl MHOIOZI03HbI KONMM4ecTBO Ha X Mr/mn

eanHuly obbema

neKapCTBeHHble npenapartbl AnsA MHransiuumn

MHranaumoHHble OLHOAO03HbIN KONM4ecTBO B X Mr/gosa
neKkapCTBEHHbIE MHOro403HbIN AoCTaBnsemMomn Jose

dopmbl (Hanpumep,

TBepAble Kancyrbl,

aspo3onu, rasbl)

PactBop (cycneHausi, OOHOAO3HbIN obLLee KOnMyecTBo B ZwMr
amynbcusa) ans NEPBUYHOM YMaKOBKE

Hebynansepa

PacTtBop (cycneHsns, MHOrogo3HbIN KONMM4eCcTBO Ha X Mr/mn
aMynbcua) ans eanHuLy obbema

Hebynansepa

O(bTaﬂbMOHOI'VI‘-IeCKVIe, YUulHble U Ha3allibHble JIeKapCTBEeHHbIX npenapaTtbl

YKngkue OJHOA03HbIN KONMMYeCcTBO Ha X Mr/mn
rniekapcTBEHHbIE MHOr0J03HblIN eanHuly obbema

doopmbl

Msrkne OJHOA03HbIN KONMMYeCcTBO Ha X Mr/r
rniekapcTBEHHbIE MHOr0J03HblIN eanHuLYy Macchbl

dopMmbl (Hanpumep,

Ma3sb)

*(1) OpHopo3HasaA nepBMYHAs YMNAKOBKE COAEPXUT KOMMYECTBO npenapaTa,
npegHa3Ha4YeHHoe Aris MOMHOro UNn YacTUYHOro npumMeHeHus 3a 1 npuem. MHorogo3Has
nepBMYHasa yrnakoBKa COOEPXUT KONUYECTBO Mpernapara, NpurogHoe Arns ABYKPaTHOro U
bonee go3npoBaHuS.

*(2) KonnyecTtBo (hapmaueBTMyeckon cybcTaHuum unm AencTBylowero BewecTsa
COOTBETCTBEHHO.



*(3) Kpome ykaszaHHbiXx B Tabnuue cnocoboB BbIpaXeHUst  OO3UPOBKM
(koHUEeHTpaummn), MoryT 6bITb UCMOMB30BaHbl ApyrMe npuemMnemMble eguHuLbl U3MepPEHNS
ANs BblpaXXeHUs1 4O3UPOBKN (KOHLUEHTpauun).

*(4) EQMHOBpPEMEHHOE BBeAEHME: NPUMEHEHME BCEro KONMMYecTBa OENCTBYHOLLENO
BELLLECTBa, codepKalleroca B NEpPBUYHON yNakoBKE €AMHOBPEMEHHO B paMKax O4HOro
BBeAeHus. YacTnuHoe BBeageHME: BBOAMMAN A03a PacCyYMTbiBAETCA B MHAUBMAYaNbHOM
nopsigke (B Mr/kr maccol Tena, B Mr/Mm 2), a HEUCNONb30BaHHAs 4acTb NIEKAapCTBEHHOMO
npenapara yHU4YTOXaeTcs.

*(5) Ecnn B HaMMmeHOBaHWWM NEKapCTBEHHOro npenapata  KOHUeHTpauus
yKasblBaeTcsa B Buae "OO3MPOBKU", Ha ynakoBke HeobXoOMMO 4YeTKo ykasaTb obuiee
cogepxaHne B obuwem obbeme. Ecnu B HaMMeHoBaHWM NEKApCTBEHHOro npenapara
obLlee KONMYECTBO OEWCTBYIOLWIEro BeELeCcTBa B MEPBUYHON YMakoOBKE yKa3blBaeTCHA B
BMae "OO03UPOBKKN", HA yNnakoBKe HEOOXo4MMO Takke yka3aTb obwunn odbbem unmn obuiee
cogepxaHne B obwem obbemMe U KOHUeHTpauuwo. Ecnm B HanmeHoBaHWUU
nlekapCTBEHHOrO npenapaTa ykasblBaeTcs obuiee Konuyectso B obLiem obbeme B Buae
"NO3MPOBKN", HA yrNakoBKe Takxke criefyeT ykasaTb KOHLEHTpauuio.

*(6) Tlpu HanNuUuuM YacTHOM peKkoMeHJaumMm B OTHOWweHMn obbema ans

TBOPEHUS [O3MPOBKY B KayecTBe anbTepHaTUBbI JOMYyCKAeTCHA YyKasbliBaTb B BUA
acTeope 031po a4yecTBe anbTepHa onycKaeTc a3blBa e
obuero konmyecTea B obwem obbeme nocre pacteopeHnd "z mr/y mn".

2.4. Ocobble cnyyan ykasaHust 403MPOBKM (KOHLEHTpaLUmMK).

2.4.1. na nekapCTBEHHbIX MNpenapatoB ANA npuemMa BHYTPb B MHOroL030BOW
ynakoBke, oopmMa NMpuMMEHEHUS KOTOPbIX OTNM4YaeTcs OT UCXOAHOW dhopMbl (TpebyeTtcs
nposBegeHne npeobpasoBaHMs MNyTEM pacTBOpPeHusi, pas3baBreHus), [O03UpoBKa
yKkasblBaeTcsa Ona opmbl NpuMeHeHus. Hanpumep, "NOpoLwlok Ans npurotoBrneHus
cycrneHsum ans npyema BHYTPb 4 mMr/mn" - Nnpu OTCYTCTBMM O03UPYHOLLEro YyCTPOMCTBa,
"NOpoLIOK ANA MNPUroTOBAEHUA CcycneH3un nna npuema BHYTpb 20 mr/5 mn" - npu
KOMMNMeKTaunum 403npyoLwmnm yCTPOUCTBOM.

2.4.2. na paguothapMaueBTUYECKUX NeKapCTBEHHbIX NpenapaTtoB YyKa3blBaeTCs
obLasa pagmoakTMBHOCTb, BbipaXeHHas pagnoakTUBHOCTLIO HykNuaa B 6ekkepenax (b,
MBk, kbk) B eauHuue [03bl (ANA A03UMPOBaHHbIX FEKapCTBEHHbIX MpenapaTtoB) Wnu
paguvOaKTUBHYKO  KOHLEHTpauuio, BblpaXeHHas  paguoakTUBHOCTBIO — Hyknuaa B
bekkepenax (Fbk, MBk, kbk) B eanHuue nepBMYHOM YNakoBKWU (ONA HeOO03MPOBAHHbLIX
nekapcTBEHHbIX NpenapaTos).

2.4.3. [osunpoBka (KOHUEHTpauus) He ykasblBaeTca ANna  crnegylowwmx
neKkapcTBEHHbIX NpenapaTos:

B IekapcTBeHHOM opme "raz meguuumHckmin", "macno", "KXugkocTb"; B BuUAe
dracoBaHHOro NIeKapCTBEHHOIO CbIpbA U NpefHas3Ha4YeHHbIX AN MPUroToBIEHNS BOAHbIX
N3BNEYEHUN;

CINOXHbIX CONEeBbIX PAcTBOPOB AN MHY3MOHHOIO BBEAEHMS;

romeonaTuyeckmx npenapaTos;

NoSIMBUTAaMUHHBIX MpenapaTtoB M npenapartoB, CoAepXalimx MnoSiMBUTaMUHbI B
KOMOMHaLUMM ¢ MUHepanbHbIMU KOMMOHEHTAMWN U APYTUX.

FAPAHT:

Hymepauus noanyHKTOB NpMBOAUTCH B COOTBETCTBUN C UICTOYHUKOM
2.45. Ha ynakoBke (9TUKETKE) >XUAOKUX feKapCTBEHHbIX MpenapaTtoB Ans



WHBbEKLUMIA, KPOME [03UPOBKM, MOXET ObITb YyKasaHa KOHUEeHTpauus OeNCTBYHLLEro
Bewectea B 1 mn. [na cogepXmmoro ynakoBkM obbemMom MeHee 1 Mn gonyckaetcd
yKasblBaTb CoOAepXaHue AEencTBylowero Beuwecrtsa B obuwem ob6beme ynakoBKW,
Hanpumep, 12,5 mr/0,625 mn. B cnyyae ecnu HasHayYeHWe NekapCTBEHHOro npenapara
3aBMCUT OT €ero KOHUEeHTpauum B MpoueHTax, AonyckaeTca Hapsgy C Hel ykasaTtb
coAepXaHue AencTaytoLwero BewecTsa B obwem obbeme ynakosku, Hanpumep, 1% (100
mr/10 mn).

Mpunoxenne N 10

K TpeboBaHNAM K MHCTPYKLMMK

Nno MeaAULMHCKOMY NPUMEHEHUI0
fiekapCcTBEHHOro npenaparta v ooLewn
XapaKkTepucTUKe NneKapCTBeHHOro
npenapaTta ans MeguUUHCKOro
NnpUMeHeHus

LLIaGnoH obLwen xapakTepMCcTUKM NeKapCTBEHHOro npenapara

B HacTosileM wabnoHe, BBeAEeHbI crieayowmne npasuia cnonb3oBaHust CKoBOoK:

{rekcT} - B none mexay ckobkamu BHOCUTCSH MHOPMaLUS UCXOAs M3 cocTasa U
ocobeHHOCTeN NekapCTBEHHOrO NpenapaTa;

<TEKCT> - B Mone mexay ckobkamu TeKkcT BblOMpaeTcsa wnM ypgansietcs w3
NpeanoXeHHbIX CTaHAAPTHbIX DOPMYNMPOBOK (BblAeneHbl KypCMBOM) B 3aBUCUMOCTU OT
neKkapcTBEHHOro npenapara.

O6uwan xapakTepucTUKa rieKkapcTBeHHOro npenapara

v

< JlekapcTBeHHbIN  NpenapaT  NoAMeXuT  AOMNONHUTENbHOMY
MOHUTOPUHTY. OTO NO3BONUT BLICTPO BbISIBUTL HOBYK MHopMauuto no 6es3onacHoCTu.
Mbl obpalwaemcs Kk paboTHMKaM cuUCTeMbl 30paBOOXpaHeHUs ¢ npocbbor coobuaTtb O
nobblX NoAO3peBaeMbIX HexenaTtemnbHbiXx  peakuusax. [lMopsgok coobleHna o
HexenaTenbHbIX peakumsix NpeacTaBneH B pasgene 4.8 HacTosLWero NpunoXeHns.>

1. HAMMEHOBAHUWE JIEKAPCTBEHHOI O MNMPEMNAPATA
{(ToproBoe) HaumeHOBaHWe, OO3NPOBKA, NeKkapcTBeHHas oopma}

2. KAYMECTBEHHbIN U KONWYECTBEHHbLIA COCTAB

{HanmeHoBaH1e gencrByloLLero BellecTsa (Mnn BewecT)}

<2.1 OOLwee onucaHune>.

<2.2 KayecTBEeHHbIN N KONMNYECTBEHHbIN COCTaB>.

BCNoOMoraTenbHble BeLecTBa, HanuMymMe KOTOpbIX Hago YyyuTbiBaTb B COCTaBe



nekapcTBEHHOro npenapara: {nepe4YncnunTb BellecTBa}>.
<[lonHbIn CNUCOK BCNoOMoraTesibHbiX BeEWeCcTB CM. B MyHkTe 6.1 Hactoswero
NPUMNOXEHNS.>.

3. NEKAPCTBEHHAA ®OPMA

</luHua pasnoma (pucka) npedHasHavyeHa WCKIYUTENBbHO ANs  YNPOLLEHNS
pasgeneHnst TabneTkn n ee NpornaTbiBaHUs, a He pa3feneHns Ha paBHble 403bl.>.

<JlvHua pasnoma (pucka) He npegHasHavyeHa ansa pasgenexHns TabneTkn.>.

<TabneTky MOXHO pa3gennTb Ha paBHble 4O3bl.>.

4. KIMIMHNYECKNME OAHHbIE

4.1. MNokasaHUs K NPUMEHEHMUIO.

<JlekapCTBEHHbIN MpenapaT MPUMEHSETCA MUCKNIYUTENBHO B [MarHOCTUYECKUX
uensx.>.

<{X} nokasaH K NMPUMEHEHNO Yy <B3POCIIbIX, HOBOPOXAEHHbIX, MlaeHLEeB, aeTeuN,
nogpOCTKOB B Bo3pacTe {OT X A0 y} <neT, Mecsues>.>.

4.2. Pexxum go3nmpoBaHns 1 cnocob npuMeHeHums.

Pexum gosnpoBaHus

Oco0bble rpynnbl NaumMeHToB

Hdetn

<<besonacHocTb> <n> <acppekTnBHocte> {X} y geten B Bo3pacte {OT X A0 Y}
<MecsLeB, NeT> <Ha JaHHbI MOMEHT> He <yCTaHOBMNEHbI>>.

<[laHHble OTCYTCTBYIOT>.

<Wmetowmeca Ha CerogHAWHUN OeHb JaHHble npuBedeHbl B nogpasgene <4.8>
<5.1> <5.2>, ogHaKoO HEBO3MOXHO faTb pekoMeHOauun No pexumy 4O3MPOBaHUS>.

<{X} He cneanyeT Ha3Ha4aTb (NMPUMEHATL) y AeTen B Bo3pacTe {OT X 40 Yy} <neT,
MecsaueB> B CBSA3M C pPUCKOM, CBSA3a@HHbLIM C OMaceHUeM(siMM) OTHOCUTESTbHO
<6e3onacHocTn> <ahHEKTUBHOCTN>>,

<[No nokasaHunam {ykasaTb nokasaHus} {X} y <getewn, geteun B Bo3pacTte oT {OT X A0
y} <mecsiueB, neT>> <He NPUMEHAETCS>.

<{X} npoTmBonokasaH y geten B Bo3pacte {O0T X OO0 Yy} <neT, mecsues> {npu
nokasaHum (nokasaHusix)...} (cM. nogpasgen 4.3).>.

Cnocob npumeHeHus

{Mepbl NpefoCTOPOXHOCTUN, NPUHUMAEMble nepes NPUMEHEeHMeEM npenapaTta unm
npun obpaLleHnn ¢ HUM}

<WHCTPYKUMN NO <NPUrOTOBIEHUIO> <paCTBOPEHUIO> FIEKapCTBEHHOINO npenapara
nepeg npMMeHeHMeM CcM. B pasgene <6.6> <p> <12>>

4.3. NpoTuBonokasaHus.

<[MnepyyBCTBUTENBHOCTL K  [AENCTBYWOLEMY  BewecTBy  (OeUCTBYHOLLUUM
BellecTBaM) Unu K nobomy M3 BCoMoraTesibHbIX BELLECTB, NepeyYncneHHblX B pasaerne
6.1 <unu {HasBaHMe oCTaTOYHbIX NPOM3BOACTBEHHbLIX NPUMECEN}>.

4.4. Ocobble ykasaHusi U1 Mepbl MPeaoCTOPOXHOCTU NPU NPUMEHEHWUMN.

<[eTtn>

4.5. BzaumogencTesme ¢ ApyrMmu fiekapCTBEHHbIMU npenapataMmn n gpyrme suabl
B3aUMOENCTBUS.

<WccnepoBaHus B3aMOAENCTBUS HE NPOBOAUMUCE.>.



{0ononHuTenbHble cBeaeHnsa o6 ocobbix rpynnax.}

{Qetn}

<VccneposaHus B3anMOAeNCTBUA NPOBOANIIUCE TOMBbKO Ha B3POCHbIX>.

4.6. PepTUNbHOCTb, DEPEMEHHOCTb M NakTauus.

{BepemeHHOCTb}

{KopmneHwue rpyabto}

{®PepTnbHOCTL}

4.7. BnvsHMe Ha CNoCOOHOCTb YNpaBnsTb TPaHCAOPTHbIMW CpeacTBaMm U
paboTaTb C MEXaHU3MaMW.

<{ToproBoe  HauMMeHOBaHME} <<He  oOKasblBaeT> <unn>  <oKasblBaeT
HecyLLleCTBEHHOe BIMsiHMe>, <okasblBaeT crnaboe BnusiHME>, <oKa3blBaeT yMepeHHoe
BNUAHNE>, <OKa3blBaeT Bblpa)X€HHOE BMUSHWE Ha 3TU CNOCOBHOCTU> Ha CNOCOOHOCTb
ynpaBnsiTb TPAHCMOPTHLIMK CPeaCcTBaMn U paboTaTb C MEXaHM3MaMK.>.

<He npumeHnmo>.

4.8. HexxenaTenbHble peakuuu.

<[etn>

Coo0bLeHne o nogo3peBaeMbIX HEXenaTenbHbIX peakunsax

<BaxHO coobwatb O noAo03peBaeMbIX HexenaTemnbHblX peakuusx nocne
permcTpaumMm JekapCTBEHHOro npenapata C Uenbio obecnevyeHuss HenpepbiBHOMo
MOHUTOPMHIa COOTHOLLEHNA "nonb3a - pUCK" nekapcTBeHHOro npenapata. MeguumMHCKMm
paboTHMKaM pekoMeHayeTcsi coobuwaTb O fbbiX NOAO3pPEBAEMbIX HEXenaTenbHbIX
peakumsax NekapCTBEHHOro npenapaTta 4Yepe3 HauuoHambHble CUCTEMbl COOOLLEHUS O
HexxenaTenbHbIX peakumsix rocygapctB - 4neHoB EBpasuMnMckoro 3KOHOMWYECKOTrO
cokosa.>.

4.9. Nepenosunposka.

<[etn>

5. PAPMAKOJNIOrMYECKVE CBOMCTBA

5.1. dapmakogmHammnyeckne CBONCTBa.

dapmakoTepanesTudeckaa rpynna: {rpynna}, kog ATX: [{kog}, <noka He
npucBoeH>]

<{(ToproBoe) Ha3BaHue} saBnsieTca GnoaHanorom (6nonogobHbLIM NEKAPCTBEHHbLIM
npenapartom).>

<5.1.1. MexaHunam gencrens>

<5.1.2. ®apmakognHammyeckme apdekTbI>

<5.1.3. KnnHuyeckasn adhdpekTMBHOCTb U 6e30nacHOCTbL>

<5.1.4. letn>

< YNOonHOMOYEeHHbIe OpraHbl rocy4apcTB - YreHoB EBpa3nmncKoro 3KOHOMUYECKOro
col3a ocBobOAMNM fOepxaTens pPerucTpaumMoHHOro YyAOCTOBEPEHUS! feKapCTBEHHOro
npenapaTta oT 0643aHHOCTU NpeAcTaBnATb pesdynbTaTbl UCCneaoBaHUn {HaMmeHoBaHWe
nekapcTBEHHOro npenapara} BO Bcex noarpynnax pgetem npu  {cocTosiHue,
COOTBETCTBYIOLLEE peLleHno MO NNnaHy WUCCnefoBaHus y AeTen No YTBEepXOAEHHOMY
nokasaHuio K npumeHeHnto}. CMm. pasgen 4.2 no npuMeHEHNo y JeTen.>.

< YNOnHOMOYEHHbIE OpraHbl rocy4apcTB - YNeHoB EBpasnmncKoro aKOHOMUYECKOro
COl3a OTNoXUNM 0083aTenbCTBO AepXaTend perncTpaumMoHHOro YAOCTOBEpPEeHUs
nekapcTBEHHOro npernapara npeacTasndaTb pesdynbTaTbl uccrnefosaHnin {HaMMeHoBaHVe



flekapCTBEHHOro npenaparta} B ogHoM wunu Gonee noarpynnax geten npu {coctosHue,
COOTBETCTBYIOLLEE peLleHno MO NNaHy WUCCnefoBaHus y AeTen No YTBEpPXKOAEHHOMY
nokasaHuio K npumeHeHnto}. Cm. pasgen 4.2 no NpUMEHEHNIO Yy OeTen>.

<[laHHbIN  NeKapCTBEHHbIN npenapaTr 3aperncTtpupoBaH Mo  npouenype
"peructpaumsi  Ha ycrnoBusx" WM MO JfleKapCTBEHHOMY rpenapaTy oXxwugaeTtcs
npeacTaBneHne AONoSHUTENbHbIX AaHHbIX. {HanmeHoBaHWe ynomHOMOYEHHOro opraHa
rocygapctea - u4neHa EBpasunckoro 9SKOHOMMYECKOro coto3a} OyaeT npoBoauTb
€XXeroHo 3KCNepTn3y HOBbIX CBEAEHUN O npenapaTe, a AaHHas obLwasn xapakTepucTtumka
nekapcTBEHHOro npenapara 6yaet oOHOBNATLCS MO Mepe HeoBXo0aMMOCTU>.

<<{(ToproBoe) HasBaHWe}, OaHHbIN JleKapCTBEHHbIN npenapaT, coaepXaLummn
{Ha3BaHMe OeNCTBYIOLLENo BewecTBa (OENCTBYIOLWNX BELLECTB)}> HE NpPOXoAun N3y4yeHns
y OOHOM WnM HecKomnbkMx noarpynn ageten {ycrnosue, COOTBETCTBYKOLlEe [MraHy
nccnenoBaHus y AeTen No yTBepXKAEHHOMY nokasaHuto K npumeHeHuto} Cm. pasgen 4.2
HaCTOSLEro NPUIOXeHUs No NPUMEHEHUIO y AeTen>.

<[laHHbI NeKapCTBEHHbIN npenapaT 3aperucTtpmpoBaH Mo "MCKMOYUTENbHbLIM
obcrtoarenbctBamM" B CBA3M C <pegkuMm 3aboneBaHWeEM, HayYHbIMK COOOpakKeHusmM,
3TNYECKMMU CcoOBpakeHnaMn> Bce Heobxoanmble CBEAEHUS O AAHHOM feKapCTBEHHOM
npenapate nonyYntb HEeBO3MOXHO. {HaummeHOBaHMe YMNONMHOMOYEHHOrO0 OpraHa
rocygapctsa - yuneHa Cow3sa} 6yaeT NnpoBOAUTb SKCNEPTU3Y HOBbIX CBEAEHUMN, KOTOPbIE
MOryT NOSIBNATbCA €XerogHo, a [faHHasi obuwias xapakTepucTuka feKapCTBEHHOro
npenapata 6yaeT oOHOBNATLCSA NO Mepe HeEOBXOaMMOCTU>.

5.2. dapmMakoKMHETNYECKNE CBONCTBA.

<5.2.1. Abcopbuuna>

<5.2.2. PacnpepgeneHue>

<5.2.3. buoTtpaHcgopmaunga>

<5.2.4. DnummnHayma>

<5.2.5. JIuHenHOCTb (HENMHENHOCTL>

<5.2.6. ®apmakoknMHeTnyeckas-apmMakogmHaMmmnyeckasa 3aBMCMMOCTb>

5.3. [JaHHble JOKNMHUYECKO 6e30nacHOCTMW.

<B [OOKMMHMYECKMX [aHHbIX, MOSMlYyYEHHbIX NO pe3ynbTaTaM CTaHAApPTHbIX
nccnepoBaHunm dapmakonorndeckon 6e3onacHOCTM, TOKCUYHOCTU MPU MHOFOKpPaTHOM
BBEAEHUN, TEHOTOKCUYHOCTK, KaHLEPOreHHOro mnoTeHunana u penpoaykTMBHOW U
OHTOreHeTU4eCKON TOKCMYHOCTK, 0CObbIN Bpea Ansl YenoBeKka He BbIsIBIIEH>.

<B [OOKNWHMYECKMX WUCCnefoBaHMAX Habnwganucb 3gdekTbl Nuwb  Npu
BO3AENCTBUM fEKApCTBEHHOrO npenapata B [03aX, CYLWECTBEHHO MPeBOCXOASLLMX
MakCMMarsbHble, YTO SBMSAETCH KIMMHUYECKM HE3HAYUMbIM >.

<WmetoTcsa cnegywowme HexenatenbHble peakuun, He obHapyXeHHble B
KNMUHUYECKNX UCCNEeAOBaHUAX, HO BbISIBMIEHHbIE Y >KUMBOTHbIX MpW BO3AENCTBUM
nekapCTBEHHOrO npenapaTa B 403ax, CXOXUX C 403aMU, NPUMEHEHHBIMU B KITMHUYECKNX
nccneoBaHUNAX, YTO MOXET UMETb KIMHUYECKYH 3HAYMMOCTb.>

6. PAPMAUEBTUYECKNE CBOWCTBA
6.1. NepeyeHb BCnomoraTesibHbIX BELWLECTB.
<OTcyTCTBYIOT.>

6.2. HecoBMecTMMOCTb.

<He npumeHumo.>



<B cBSA3M C OTCYTCTBMEM MCCNeLOBaHNUN COBMECTUMOCTU, JaHHbIN JIeKapCTBEHHbIN
npenapart He criegyeT cMelmnBaTb C APYrMMU fleKapCTBEHHBIMUY NpenapataMmmn>.

<[laHHbIN JNleKapCTBEHHbIN MpenapaTr He cregyer cCcMewuBaTb C  APYyrMMmu
nekapCTBeHHbIMW npenapaTamMu, 3a UCKIYEHMEM YMNOMAHYTbLIX B pasgene <6.6> <u>
<12>.>.

6.3. Cpok rogHOCTM (CPOK XpaHeHUs ).

<...> <6 mecsaueB> <...> <1 rog> <18 mecaueB> <2 roga> <30mecsaueB> <3 roga>
<..>.

6.4. Ocobble Mepbl NPegOCTOPOXHOCTU NPU XPaHEHUMN.

<YcnoBus XpaHeHus nocrne <BOCCTAHOBMEHWs> <pasbaBneHuns> <nepBoro
BCKPbITUS> NekapCTBEHHOro nNpenapara CcM. B rnoapasgerie 6.3 HacTosdLero pasgena>.

6.5. Xapaktep W cogepxaHue nNepBMYHOM YNaAKOBKM <MW  creuunarnbHoe
obopynoBaHue ans UCnosib3oBaHUs, BBEAEHUSA U MMNNaHTaunmn>.

<He Bce pa3mepbl ynakoBOK MOryT 6bITb AOCTYMHbI ANA peanu3aumm>.

6.6 Ocobble Mepbl MPegoCTOPOXHOCTU MPU  YHUHMTOXEHUM MCMNOSIb30BAHHOIO
NneKapcTBEHHOro npenapara WAM  OTXOOO0B, TMOJIyYEHHbIX Mocfne  NpUMeHeHUs
nekapCTBEHHOro npenapata unun paboTbl C HUM.

<6.6.1. [pumeHeHne y neten>

<HeT ocobbix TpeboBaHn <K yTUnnsaunmn>>.

<Becb OCTaBLUMICA NEKApPCTBEHHbIN NpenapaTt U OTXo4bl crneayeT YHUYTOXUTb B
yCTaHOBMEHHOM Nnopsigke>.

7. DEP>XATEJ1Ib PETUCTPALUMOHHOIO YOOCTOBEPEHNA

{HasBaHue cTpaHbI}

{HammeHoBaHvne gepxaTens perncTpaumoHHOro YAOCTOBEPEHUS U HOPUONYECKUN
(cbakTnyeckun) agpec}

<{ren}>

<{hbakc}>

<{agpec aNeKTPOHHON NOYTbI}>

71. NMPEOCTABUTEIb OEPXATENA PEMTMCTPALMOHHOIO
YOOCTOBEPEHUNA.

[MpeTeH3uun noTpebutenen HanpaBnATb NO agpecy:

{HasBaHue cTpaHbl}.

{HanmeHoBaHWe gepxatensi permcTpaumMoOHHOro yOOCTOBEPEHUS U HOPUOUYECKNI
(dbakTndeckun) agpec.

<{ren}>.

<{dakc}>.

<{agpec aneKTpOHHON NOYTbI}>.
8. HOMEP PETMCTPALUMOHHOIO YOOCTOBEPEHNA

9. OATA NEPBUYHOW PEMMCTPALMN (MOOTBEPXXOEHNA PETMCTPALIAN,
NMEPEPErMCTPALINN)

<[ata nepsou pernctpauun: {01 mecay MTT}>

<[ata nocnegHero nogreepXxaeHus pernctpauun (nepepeructpaunn): {40 mecay



rrrri>

10. OATA TIEPECMOTPA TEKCTA <{MM/TTTT}> <{O0/MM/TTTT}> <{0 mecsy,
rrrri>

<11. AOSNUMETPUA> (ECJIN MPUMEHNMO)

<12. MHCTPYKUNN TIO TMPUTOTOBJIEHUIO PAOANOPAPMALEBTUHECKNX
MPEMNAPATOB>

<Becb HeuncCnonb30BaHHbIA JIeKAPCTBEHHbIA npenapaTt wnu oTxoabl crnegyert
YyTUNN3NPoOBaTb B YCTAHOBINIEHHOM Nopsiake>.

O6Lwas xapakTepuctMka nekapCcTBeHHOro npenaparta {ToproBoe HammMeHOBaHuE}
AOCTynHa Ha odwvunanbHOM canTe YNOSIHOMOYEHHOro opraHa rocygapcrsa - 4reHa
EBpasuiickoro cotsa B MHGPOPMAUMOHHO-KOMMYHUKAUMOHHON ceTun "WHTepHeT" {canT
YMNONMHOMOYEHHOrO oOpraHa} 1M (Mnu) Ha uHOpMauuoHHoOM nopTane Espasnnckoro
9KOHOMMYECKOro cot3a B MH(pOPMaLNOHHO-KOMMYHUKaLMOHHON ceTu "UHTepHeT" {caunT
EBpa3uninckoro akOHOMMYECKOro coto3ayl.

MpunoxeHue N 11

K TpeboBaHNAM K MHCTPYKLUKN

no MeaAULUMHCKOMY NMPUMEHEHUIO
neKapCTBEHHOro npenapara u oowen
XapaKTepucTuke nekapcTBeHHOro
npenapara Ana MeauuuHCKOro
NpPUMeHeHunA

Mopspok
3anofiHeHUsA WwabfoHa obLen xapakTepMCTUKN NeKapCTBEHHOro npenapara

Hwke npuBedeHbl pasgenbl uHGOpMauuu, npeaycMOTPEHHbIE MpaBuiiamu
perucrTpaumm n 3KCnepTusbl NIeKapCTBEHHbIX NpenapaToB Ha Tepputopun EBpasnnckoro
akoHomunyeckoro Cotosa, yTeepxaaemoiMn EBpasminckon 3KOHOMNUYECKON KOMUCCUEN.

[nsa Bcex A3bIKOB WCMNONb30BaHME KOMOMHMPOBAHHbLIX OOLUMX XapakTepUCTUK
nekapctBeHHbIXx npenapaTtoB (ganee - OXJIM) gna pasnuyHbIX LO3UPOBOK TOW Xe
nekapcTBeHHOM hopMbl LienecoobpasHo (4N 3KCNepTusbl U Nocnenywero NpuHATUS
peweHunst) B Tex cnyyasix, ecnun OXJ NOAHOCTbIO MAEHTUYHbI, 3a WCKNHYEHUEM
HeBOMbLIOro 4Yucna cneunuuHbiXx Ana AOO03UMPOBOK CBeAEHWM (ecrnv nokasaHus K
NPUMEHEHUIO ONsi pasHbIX O03UMPOBOK He cosnagatT, To OXJIM kombuHupoBaTb He
ponyckaeTtcs). NMpu ncnonb3oBaHnn komoOuHupoBaHHbIX OXJIIM cnegyeT ucnonb3oBaTb
TONbKO MEPBUYHYIO JEKAPCTBEHHYIO OpMy, Hanpumep, BO3MOXHO KOMOMHWpOBaHME
"pacTBOp ONA MHBEKUMW BO priakoHe" n "pacTtBop AN MHBbEKUMA B NpeaBapuTesibHO
3anonHeHHoMm wnpuue". Npu ycrnoBun BbIMOMHEHUS BblENepPeYNCIEHHbIX YCNOBUN
obocHoBaHne He TpebyeTtca. bonee nomnHble pekomMeHZauuuM NO AaHHOMY BOMpPOCY
npegcrasneHbl B npuroxeHun N 8 k TpeboBaHUAM K MHCTPYKUUM NO MeAULMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro npenapata M obLlen XxapakTepuCcTUKe NeKapCTBEHHOro
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npenapara ans MeanuuuHCKoro npuMmeHeHna (ganee - TpebosaHus).

Ecnn pasnuyHble 0O3MPOBKM He yOOBMNETBOPST BbILLEONUCAHHBIM KPUTEPUSAM
(Hanpumep, Npu pasnUYnsax B NOKa3aHUAX K MPUMEHEHWU0 ANS pasfnyHbiX 0O3MPOBOK),
3aasutenu snpase npegcrtasute OXJI Ha pasnuyHble JO3UPOBKN B OOHOM [OKYMEHTE
TOMbKO Lenen 3KCnepTusbl, YyKasbiBas 3arnaBHbiMu OykBamMu LOO3MPOBKY UMM
nekapctBeHHyro ¢OpMy, B OTHOLIEHUX KOTOPOM CYyLLeCTBYIT alnbTepHaTUBHbIE
TekcToBble anemeHTbl. OgHako Anda KaxaonW A03MPOBKM M NEKapCTBEHHOW (hopMbl
3aaBuUTENb OOMKeH npegctaButb otaensHyto OXIIM, cogepxalyto ceBegeHnss 060 Bcex
BO3MOXHbIX BapuaHTax COAEPXMMOro YMakoBKW, OTHOCALUMXCA K paccMaTpuBaemomn
[031POBKe U NeKapCTBEHHOM (hopMe B criefyroLemM nopsiake:

BEpCUS Ha PYCCKOM A3blke - HEemnocpefcTBEHHO Mocrfe Bblgayn pedepeHTHbIM
rocygapCTBOM MOSTIOXUTESTBHOIO PELLEHNS O perncrpaunu,

BEpPCMM Ha BCeX OcCTalbHbIX 4A3blkax rocygapctB - 4neHoB EBpasnnckoro
9KOHOMWYECKOrO0 CcOo3a - He nosgHee 25 kaneHAapHblX AHEW CO AHS Bblgayu
pedepeHTHbIM  FOCyAapCTBOM  MOJSIOKUTENBHOIO  peELeHnss O  perucrpaumu
(HenocpeacTBEHHO NOCHe BKMNIYEHUS KOMMEHTapUeB rocyaapcTB NMPU3HaHUS).

CraHpapTHble (OPMYNUPOBKM nNpuBedeHbl B WabnoHe, npegyCMOTPEHHOM
npunoxeHnem N 1 kK TpeboBaHuaAM, KOTopble crnegyeT WCNOoNb30oBaTb B KaX4oM
oTAenbHOM cnyyvae. Ecnu 3asButenb BbIHYXOEH OTKMNOHUTLCSA OT CTaHO4apTHbIX
GOPMYNUPOBOK C Lenblo ydeTa 0cobblx TpeboBaHWMN, OTHOCALLUMXCA K JleKapCTBEHHOMY
npenapaty, anbTepHaTMBHble WX OONOSHUTENbHbIE  (POpMyNUpPoBKM  ByayT
pacCMOTPEHbI Ha MHAUBUAYaNbHOM OCHOBE.

B cnyyae ecnu ctaHgapTHble oopmynupoBku npunoxeHuss N 1 kK TpeboBaHusaM He
HY>XOAlTCA B MOSACHEHUAX WM pekoMeHZauusax Mo 3anofHeHWo, TO 3TOT pasgen
wabnoHa OXJIIN nponyckaeTca B HacTosiLem Nopsiake.

Tonbko OnNsg  nekapcTBEHHbIX MpenapaTtoB, Tpebywwmx OOMONHUTENBHOro

MOHUTOPUHra Ge30nacHOCTU, YEepHbIN CUMBOJI N POPMYIIMPOBKN K HEMY

AOIMKHbI pasmMellaTbes Tonbko nepeq pasgenom 1 OXJIM. YepHbin cnmBon

OOSDKEH MpeacTaBnsaTb cOB0OM nepeBepHYTbIN PaBHOCTOPOHHUIA TPEYrofibHUK YepHOro
uBeTta: pasMep CUMBOSlAa [JOSKeH OblTb NPOMnopuUMOHanbHbIM  pasmepy wpudgTa
cnefylowero 3a HUM TUNOBOrO TEKCTa, a MUHMManbHasi OfiMHA KaXKOoOW CTOPOHbI
TpeyronbHWKa OOMMKHA COCTaBnAaATb 5 MM. [1na noAroToBKU MPUNOXEHUN C MHpopMaumen
O INneKapCTBEHHOM npenapate MOXHO  WCMOMb30BaTb  YEPHbIN  TPEYrorbHUK,
npencTaBfieHHbI B JaHHOM WabnoHe (CM. HUXe).

v

< [aHHbIN ﬂeKapCTBeHHbIVI npenapart noanexuTt AOOMOJIHUTEINNIbHOMY



MOHUTOPUHTY. OTO NO3BONUT BLICTPO BLIABUTL HOBYH MHopMauutio no 6e3onacHoCcTu.
Mbl o6palwaemcsa K paboTHMKaM CUCTEMbI 34paBOOXpaHEHUs ¢ npocbbon coobuiaTtb O
nobbiX NoAo3peBaeMbIX HexenaTtemnbHbiXx  peakuusx. [Mopagok  cooblieHna o
HexxenaTenbHbIX peakumsix NpeactasneH B nogpasaene 4.8>

1. HAMMEHOBAHWME NEKAPCTBEHHOI O MNMPEMAPATA
PekomeHgaunm no HanucaHuio [O3MPOBOK npuBedeHbl B rnpurioxeHun N 9 K
TpeboBaHusaMm.

B HacToswem pasgene n ganee CUMBOISIbI "® K TEKCTYy He gobaensoTtcs,
cnosa "TabneTkn" n "kancynbl" ynotpedbnarTca BO MHOXXECTBEHHOM YMCIe.

2. KAYECTBEHHbIV 1 KONMMYECTBEHHbLIV COCTAB

[ns BbICOKOTEXHOMNOMMYHbIX neKapCTBEHHbIX npenapaTos, ecnu
BbICOKOTEXHOSTOTMYHbIA  NIEKAPCTBEHHbIA NpenapaTt COLAEPXUT KMETKA WUAn  TKaHWu,
HeobxoaMMO npeacTaBuTb NoApPOOHOE oOnucaHMe JTUX KINEeTOK WM TKaHen N KX
KOHKpPETHOE MNPOMCXOXAEeHWEe, B TOM 4uUCNe BuObl >XMBOTHbIX B CryyasXx WX
HEeYenoBeYEeCKOro npouUCXoXaeHns. B aTom crnyvyae B HacTosweMm pasgene crnegyet
BblAENUTb NOA3aronoBKU:

<2.1 ObLwee onucaHmne>.

<2.2 KayeCcTBEHHbIN N KONTMMECTBEHHbIN COCTaB>.

Kpome TOro, B criydae BbICOKOTEXHOSIOMMYHbLIX NEKAPCTBEHHbIX NpenapatoB npu
HeobXo4MMOCTN MOTYT MPUBOAUTLCS MOACHUTESbHbIE N300paXKeHus.

3. IEKAPCTBEHHAA ®OPMA

<[lnHnsa pasnoma (pucka) npegHasHadeHa NuWb ANS pasnamMbliBaHMA C LENblo
obneryeHusa npornaTtbiBaHUs, a He ONs pasgeneHuns Ha paBHble 403bl.>.

<JlvHna pasnoma (pucka) He nNpeaHa3HavYeHa aAnsa pasnamMbiBaHus TabneTkn.>.

<TabneTky MOXHO pa3faennTb Ha paBHble 403bl.>.

4. KMIMHNYECKWE JAHHbLIE

4.1. NokasaHUs K NPUMEHEHMIO.

YkasaTb, ecnuv 310 Heob6xoaMMo:

<JlekapCTBEHHbIN npenapat NPUMEHSAETCA WUCKIIOYNTENBHO B OMarHOCTUYECKUX
Lenax>.

<{X} nokasaH K MPUMEHEHNIO Yy <B3POCIIbIX, HOBOPOXAEHHbIX, MNTadeHLEB, AETEN,
nogpOCTKOB, B Bo3pacTe {OT X 40 Yy} <neT, Mecsues>>.

4.2. Pexxum 0o3mpoBaHus n cnocob npnMeHeHus.

Pexum gosnpoBaHus

[lononHuTenbHble MNOA3arofioBkW, TakMe Kak "flMuya noxunoro Bo3pacta" unu
"lMNauneHTbl ¢ N0YEe4YHON HEQOCTATOYHOCTLIO" BKITHOHAKOTCSA NPy HEO6XOOMMOCTM.

Ocobble rpynnbl

[etn

<<besonacHocTb> <n> <acppekTnBHocTb> {X} y geten B Bo3pacte {OT X A0 Y}
<MecsLeB, NeT> unm y nobbix pyrnx 3Ha4YMMbIX NOArpynn, Hanpumep, No macce Tena,
NofoBOW 3pESIOCTU, NOMY <Ha AaHHbIN MOMEHT> HE <YCTaHOBIEHbI>>.

Heobxoagumo Takke obaBuTb OAHO M3 CreAyLLNX BbipaXKeHW:



<[laHHble OTCYTCTBYIOT>.

</metowmeca Ha CerogHAWHNUN OeHb JaHHble npuBedeHbl B nogpasgene <4.8>
<5.1> <5.2>, ogHaKO HEBO3MOXHO faTb pekoMeHOauum No pexvmy 4o3MpoBaHUS>.

<{X} He cnegyeT Ha3Ha4aTb AeTAM B Bo3pacTte {OT X A0 Yy} <neT, MecsaueB> unn y
nobbIX OPYrMX 3HaAYMMbIX NOAMPYynn, Hanpumep, MO Macce Tena, MOfloBOM 3periocTy,
nony B CBS3M C onaceHuem(siMn) OoTHOCUTENbHO <B6e3onacHoCTM> <AaPEKTUBHOCTU>>,
[Mpy 9TOM MPUYUHBI OOIMKHbI YKa3blBaTbCs C NEPEKPECTHbIMU CCbIfIKaMW Ha pasfgenbl ¢
noapobHbIM AaHHbIMKU (Hanpumep, nogpasgen 4.8 unm 5.1 HacTosiwero MNopsiaka).

<[lo nokasaHuio {ykasaTb nokasaHue)} {X} y <geten> <geTen B Bo3pacTte OT {OT X
00 Y} <MecsueB, neT>> unu y nobbix Apyrnx 3Ha4YMMbIX NoArpynn, Hanpumep, No Macce
Tena, NOfIoBOW 3peNnocTun, Moy <He NMpUMeHsAeTCcs>.

<{X} npotnBonokasaH y geten B Bo3pacTe {OT X OO0 Yy} <feT, MecsaueB> nnu y
nobbIX APYrMX 3Ha4YMMbIX MOArpynn, Hanpumep, No Macce Tena, MNofIoBOW 3PenocTu,
nony {npu nokasaHun (NokasaHusx)...} ykasaTb nokasaHue (nokasaHus) (CM. rnogpasgern
4.3).>.

Cnocob npuMeHeHus

{Mepbl NpeaoCTOPOXXHOCTW, NPUHMMaeMble Nepen NpUMEeHeHMeM npenapaTta unu
npu padoTte ¢ HUM}

[MpmnBOoOATCA ykaszaHnsa No NpaBuIbHOMY NPUMEHEHUIO NIeKapCTBEHHOMO npenapaTta
MeaNLNHCKUMU paboTHUKaAMKN UM NaUNEHTOM.

B nwuctke-Bknagbiwe MoOryt ObiTb NpuBeAEeHbl AOMNOSHUTESbHO chneunasribHble
pekoMeHZaunm no NpPUMEHEHU0 NeKapCTBEHHOro npenapata (B Criydyae MHranstopos),
CaMOCTOATESIbHOro NOAKOXHOIo BBEAEHWS NeKapCTBEHHOro npenaparta nauyueHTtom. [Npu
HeobxoanmocTun MOryT npUBOANTLCA NOACHUTENbHbIE PUCYHKM (ans
BbICOKOTEXHOJSTOMMYHbIX JIEKaPCTBEHHbIX NpenapaTtos).

<UHCTpYyKUMN MO <MPUTrOTOBIIEHWNIO> <PaCTBOPEHUID> NEeKapCTBEHHOro npenapara
nepen npMMeHeHWeM cM. B nogpasgerne <6.6> <u>pasgene <12>>,

4.3. [poTmnBonokasaHus.

<[MNepyyBCTBUTENBHOCTL K ddapmMaueBTUYECKMM CyOCTaHUMAM unn K nobbiM
BCromMoraTtesnbHbIM  BellecTBaM, MNepeyvncneHHblM B nogpasgene 6.1 <unn
{HanmeHoBaHWe ocTaTo4yHON(bIX) NpUMecu(en)}>>.

4.4. Ocobble ykaszaHus 1 Mepbl NPeA0CTOPOXHOCTU NPU NMPUMEHEHUN.

[ormkHbl ObiTb  BKMOYEHbI NpPU  HEOBXOAMMOCTM, ANS  YNPOLEHMs noucka
WHopMaLMmM  noas3aronoBkn (Hanpumep, "BnnaHue Ha ceponorudeckme TecTbl",
"MevyeHo4Hasa HegocTaTovHOCTL", "YanMHeHne nHtepsana QT").

4.5. BsanmopgeuctBme C OpyrMMu JeKapCTBEHHbIMW MpenapatamMu wn apyrue
¢dOopMbl B3auMOAENCTBUS.

<WccnenoBaHust B3aMMOAENCTBUS HE NPOBOLAUNUCE>.

<[eTtn>

<WccnepoBaHna B3aMMoO4eNCTBUS NpoBeAeHbl TOSbKO Y B3POCHbIX.>.

4.6. ®epTUNbHOCTb, BEpEMEHHOCTb U NakTaums.

CtaHgapTHble  (OPMYNMPOBKKW, WUCMONb3yeMble A9 OnMcaHna MNpUMEHEHUSA
neKkapcTBEHHOro npenaparta npy 6epeMeHHOCTU U nakTaumm cm. B npunoxennm N 5 k
TpeboBaHusaMm.



[lononHuTenbHble NO43arofioBKM, TakMe Kak ")KeHWWHbl C OeTOpOAHbIM
noteHumnanom", "KOHTpauenuus y MY>XYMH W JKEHLWMH", MOryT OblTb BKMOYEHbI MNpU
HeobXoaAUMOCTH.

4.7. BnuaHue Ha cCNOCOBHOCTb ynNpaBnATb TPAHCMOPTHbIMW CpeacTBaMu U
paboTaTb C MEXaHU3MaMW.

Mpn HeobxogmMmocTu cnegyeTt onncaTb 3EEKT BAUSHUSA.

4.8. HexxenaTtenbHble peakunu.

YcnoBHble 0603HAYEHNA 4acTOTbl HeXenaTeribHbIX peakumn n Knaccudukaums
HexxenaTerbHblIX peakuMin B COOTBETCTBMM C CUCTEMHO-OPraHHOM Knaccudgukaumen
nanoxeHsol B npunoxexHun N 4 k TpeboBaHusiMm.

CooTBeTCTBYIOLWME NOA3ArofIOBKM LOSMKHbI MCMNONb30BaTbCs Anis  obreryeHus
noucka uHopMaumMm O HexenaTenbHOW peakumMm W ONns Kaxagon COOTBETCTBYIOLLEN
ocobon rpynnel nonynsauuun, Hanpumep: "Pestome npodunsa 6esonacHocTn”, "TabnuyHoe
pes3toMe HexenaTtenbHbIX peakumin”, "OnucaHne oTaenbHbIX HexXenaTernbHbIX peakumin”
(Takke nogpasgen MoXeT OblTb  O3arnaBfeH Ha3BaHMEM  COOTBETCTBYHOLLEN
HexxenaTenbHOoM peakuumn), "lNpoyne ocobble nonynauun®.

<[eTtn>

Hactoawmn nogpasgen LOrmKeH OblTb MUCMOMb30BaH ANSA BCEX JIEKapCTBEHHbIX
npenapaTos.

B koHue HacToAwero nogpasgena AOSMKeH pacnonaratbCs  CriegytoLwunn
noa3arosioBOK.

Coo0lLeHne o nogo3peBaeMbIX HeXernaTesibHbIX peakunsax

<BaxHO coobwaTte O nofo3peBaeMbIX HexenaTernbHbIX peakuusx nocne
perncTpaumMm nekapCTBEHHOro npenapata C Uuenbio obecnevyeHuss HenpepbiBHOro
MOHWTOPWUHIa COOTHOLLEHUS "nonb3a - pUCK" fiekapcTBEHHOro npenapara. MeanumnmHcknm
paboTHMKaM pekoMeHayeTcs coobwaTb O MbbiXx NOAO3peBaeMblX HexenaTenbHbIX
peakumsix JieKapCTBEHHOro npenapaTta 4yepes3 HauuoHasbHble CUCTEMbl COObLEeHNa O
HexxenaTenbHbIX peakuusix rocygapctB - 4neHoB EBpasuMncKOro 3KOHOMWYECKOrO
cor3sa.>.

B onybnukoBaHHon Bepcun ytBepxgeHHbix OXJIM ¢ wuHdopmaunen o
nekapCcTBEHHOM npenapaTe  YykasblBalTcsa  dpakTudeckme nogpobHble  AaHHble
HaUWOHaNbHON CUCTEMbl COOBLIEHUA O HexenaTemnbHbIX peakunax nekapCTBEHHbIX
npenapaTtoB COOTBETCTBYIOLLEro rocygapcrea - udneHa EBpasvMcKOro 3KOHOMWYECKOro
coto3a (COOTBETCTBYIOLNX FOCYQapCTB - YneHOB EBpasnMinckoro 3KOHOMMYECKOro corosa)
B cneayioLlem Buge:

<['ocygapcTtBo - YneH EBpa3nmnckoro akoHOMM4YeCKoro corsa>

<Agpec: uHgekc, ropog, ynuua, Homep 3gaHna>

<YNOMHOMOYEHHbIN opraH (ynorIHOMOYEHHAa opraHuMsauusl) rocygapcrtBa - urieHa
EBpasnnckoro akKoHOMMYeCcKoro corsa>

<TenedgoH>

<®akc>

<OneKkTpoHHas no4vra>

<CauT B MH(pOpMaLNOHHO-TENEKOMMYHUKAUMOHHON ceTh "HTepHeT">

MOFyT OblTb HEOOXOAUMBI NMUHIBUCTUYECKNE KOPPEKTUpOBKMN B 3aBUCUMOCTU OT



rpaMmaTMYeCcKnX nNpaBui rocygapCTBEHHbIX A3bIKOB rocyapcTB - YneHoB EBpasuinckoro
9KOHOMMYECKOro Cot3a.

4.9. Nepeno3npoBka.

Mpn HeobxoaAMMOCTM NPUBOAATCA LOMOMHUTENbHbIE MOA3arofIoBKN, Takne Kak
"Cumntombl" unn "fledenune" ("TakTnka yctpaHeHUsi CUMNTOMOB Mepeso3vpoBKX”).

5. PAPMAKOJNIOMMYECKNE CBOVCTBA

5.1. ®apmakognHaMmunyeckme CBOUCTBA.

dapmakoTepaneBTndeckaa rpynna: {rpynna}, kog ATX: [{kog}, <noka He
NpPUCBOEH>]

[Ana nekapcTBEHHOro npenaparta, 3aperucTtpyupoBaHHOro kak 6uoaHanor
(bnonopobHbIN  NekapCTBEHHbIM npenapat), HeobxoaMmo BKOYUTL  criegyowime
cBeLEeHus:

<{(ToproBoe) Ha3BaHue} aBnseTca 6unoaHanorom (6nonogobHbLIM NEKAPCTBEHHBLIM
npenapaTtom).>.

<5.1.4. Jetn>

Ecnv  KOMNEeTeHTHble  yNofTHOMOYEHHble OpraHbl FOCyA4apCTB -  YSIEHOB
EBpasninckoro 3KOHOMMYECKOro Ccow3a ocBoboaAuNU gepXaTtensa pernctpaumoHHOro
yOOCTOBEPEHUS1  JIeKapCTBEHHOro npenapata oOT  Heob6XOAMMOCTU  KIMHUYECKUX
nccnegoBaHU B negnaTpuyeckon nonynsauum Unu OTAOXUIM UX, HeobXxoaNMMO yKasaTb
cnegywouee:

a) Npy ocBOBOXAEHUN OT HEOOBXOOMMOCTU KITMHMYECKUX UCCNenOoBaHUN BO BCEX
noarpynnax:

< YNONMHOMOYEHHbIE OpraHbl rocy4apcTB - YfieHoB EBpasnmnckoro aKoHOMMYeCKoro
col3a ocBoboaMNM fOepxaTens perucTpaumoHHOro yAOCTOBEPEHUS feKapCTBEHHOro
npenaparta oT 00s3aHHOCTN NpeacTaBnAaATb pe3ynbTaThl UCCNneaoBaHui {HaMmeHoBaHue
NekapCTBEHHOro npenaparta} BO BCex noarpynnax pgetel npu  {CoctosiHue,
COOTBETCTBYIOLLIEE PELUEHUIO MO MflaHy WCCredoBaHus Y AeTel Mo YTBEPXOEHHOMY
nokasaHuto K npuMeHeHunto}. Cm. nogpasgen 4.2 no NpUMEHEHUI0 y AeTen>;

6) nNpu OTNOXEHHbIX 00s13aTenbCTBax, PacnpOCTPAHSAIOWNXCA KaK MUHMMYM Ha
O4HY noarpynny:

< YNONMHOMOYEHHbIE OpraHbl rocy4apcTB - YfieHoB EBpasnmnckoro aKoHOMMYECKoro
col3a OoTnoXunn oba3aTtenbCTBO AepXaTena perucTpaumoHHOro yaoCTOBEPEHUS
rflekapCTBEHHOro Npenapara NpeacTaBnsaTb pesdynbTaTbhl UCcreaoBaHnn {HAaMMeHOBaHWe
nekapcTBEHHOro npenapara} B ogHon unu 6onee nogrpynnax geten npu {COCTosiHME,
COOTBETCTBYIOLLIEE PELUEHMIO MO MfaHy WCCreaoBaHust Y AeTen Mo YTBEPXAEHHOMY
nokasaHuto K npuMeHeHnto}. Cm. nogpasgen 4.2 no NpUMEHEHUI0 y aeTen>.

[Ana nekapcTBEHHbIX MpenapaTtoB, 3aperncTpupoBaHHbIX MO  npoueaype
"peructpaums c ycnosmsimun", HeobxoaMmo ykasaTb criegyrollee yTeepxaeHune: <[aHHbIN
nlekapCTBEHHbIA NpenapaTt 3aperncTpMpoBaH no npouenype "perncrtpaums ¢ ycnosnamm"
M NO HEMy OXuoaeTca npeacraBreHne LOMOMHUTENbHbIX AaHHbiX. {HanmeHoBaHue
YyNOSIHOMOYEHHOro opraHa rocygapcrea - yreHa EBpasminckoro 3koHOMUYecKoro corosay
GyaeT NpoBOAUTbL €XEerogHO 3KCNepTM3y HOBbIX CBeAeHU O npenapaTte, a gaHHas OXIJIM
ByneTt 06HOBNATLCA MO Mepe HeEOBXOaMMOCTIN>.

"{(ToproBoe) HasBaHMe} wunNn OnNsS  BOCMPOU3BEAEHHbIX  NEKaPCTBEHHbIX
npenapaTtoB: <pedepeHTHbIN JIeKapCTBEHHbIM MpenapaT, cogepxawun {HasBaHue



AEeNCTBylOLLEero BellecTsa (OENCTBYIOLLMX BELLECTB)}> He Npoxoaur u3yyeHue y OLHOW
WM HECKONbKMX nogrpynn geten {ycnosue, COOTBETCTBYIOLEE NSiaHy UCCNedoBaHUs y
aeten no yTBEPXOEHHOMY noka3aHuMl K npumeHeHuwo} Cwm. nogpasgen 4.2 no
NPUMEHEHUIO Yy AeTen>.

B  OTHOWEHUM nekapCTBEHHbIX nNpenapaTtoB, 3apermcTpupoBaHHbLIX  NO
"McKNYNTENBHLIM 06CTOATENBCTBAM", HEOOXOAMMO YKa3aTb crieaytoLlee:

<[laHHbLIN NEeKapCTBEHHLIA MpenapaTt 3aperucTpupoBaH Mo "UCKIOYUTESbHbIM
obcTtoarenbctBamM" B CBA3M C <pedkum 3aboneBaHWeEM, HayYHbIMU COOOpakKeHusmM,
3TUYECKMMKN CcooBpaxeHnamm>, Bce HeobxoaMmble CBEOEHUS O JAHHOM flEKapCTBEHHOM
npenaparte nofnyy4nuTb HEBO3MOXHO. {HammeHOBaHMEe YMNONMHOMOYEHHOrO oOpraHa
rocygapcrea - urneHa EBpasuminckoro 3KOHOMMYECKOro cors3a} byaeT npoBoauTb
9KCMnepTnU3y HOBLIX CBEAEHUN, KOTOPble MOrYyT MOABMATLCA exeroaHo, a gaHHas OXJII
OyneTt 06HOBNATLCA MO Mepe HeoBXoaMMOCTN>.

5.2. ®apMaKkoKMHeTNYEeCKNe CBONCTBA.

B Hactoawunm nogpasgen  Moryt, nNpuM HeoOXoAMMOCTM  BKOYaTbCS
AONOMHUTESNbHBLIM  NOA3arofloBOK UM NoA3arofloBkK, Taknme  Kak  "lNodvedvHas
HegocTaToYHOCTL", "lMevyeHoYHas HegocTaTovHOCTL", "JlMua noxunoro Bo3pacrta”, "detn"
unu "dpyrmne ocobble rpynnbl" (ykazaTb COOTBETCTBYHOLLMIA NOL3AroSI0BOK).

5.3. [JaHHble JOKIMHUYECKON BE30NacHOCTMW.

MoryT 6bITb BKMOYEHblI NpU HEeOoBXOOMMOCTU LOMOMHUTENbHbIE MNOL3arofI0BKMU,
Takune Kak "ccnegoBaHnsa Ha MONOOHSKE XXUBOTHbIX".

6. PAPMALIEBTUYECKME CBONCTBA

6.1. NepeyeHb BcromMmoraTesnbHbIX BELLECTB.

[MpnBOAUTCA Ha3BaHME BCNOMOraTesibHOro BeLlecTBa.

[ns BbICOKOTEXHOMMOMMYHbIX JIEKAPCTBEHHbLIX NpenapaTtoB LOMMKHblI ObiTb ONUCaHbI
KOHCEpPBMpPYHOLLME CUCTEMBI.

6.2. HecoBMeCTUMOCTb.

<He npumeHumo>. [laHHOEe yKasaHue MCnosib3yeTcs B cryyvyae HeobxoaumocTw,
Hanpumep, Ana TBepAblX NepoparnbHbIX NeKapCTBEHHbIX (OPM.

[na npenapatoB ANda napeHTepanbHOro NpMMeHeHus ykasbiBaeTcs criegytoLlee:

<B cBA3KN C OTCYTCTBMEM UCCeg0BaHNN COBMECTUMOCTU, JaHHbIN NEKapCTBEHHbIN
npenapart He cregyeT cMelunBaTb C APYrMMU NekapCTBEHHbIMY NpenapaTamMmmn>

<[laHHbIN NeKapCTBEHHbLIA nMpenapaTr He cregyeTr CcMewmBaTb C  OpPYrvMu
nekapcTBeHHbIMM rnpenapaTamMu, 3a UCKINIYeHeM YNOMSHYThIX B <rnozpasgerne 6.6> <u>
<pasgene 12>.>.

6.3. CpOK rogHOCTU (CPOK XpaHeHusl).

YKasblBaeTcsa MHPOpMaLUnNa O CPoKe rogHOCTM (CPOKe XpaHEHUs) NIeKapCTBEHHOIO
npenapata U CTabunbHOCTM BO BpeMs NPUMEHEHUSI MOCMe NepBOro BCKPbITUS U (MNK)
BOCCTaHOBIEHNS (pa3BedeHunsl). YkasbiBaeTCA TOMbKO OAMH OOLWMA CPOK XpaHEeHUs
neKapcTBEHHOro npenapaTta, gaXe ecrnv ero pasnunyHble KOMMOHEHTbl MMEKT pasHbli
CPOK rogHoOCTU (Hanpumep, NOPOLUOK MU pacTBopuTernb). [laTa ncte4eHnsa cpoka rogqHoCcTu
Takoro KOMMMeKTa (NekapCTBEHHbIM npenapaTr C pacTteoputenem) wnuv Habopa
(komnniekta M3 OBYX M Bonee nekapCTBEHHbIX npenapaToB) onpegendeTtca no 6onee
paHHeN [JaTe WUCTeYeHUd Cpoka roAHOCTM KOMIMOHEHTa FeKapCTBEHHOro npenapara,
BXOAsSLLEro B KOMNeKT (Habop).



CtaHpapTHble (OPMYNMPOBKM, UCMNOMb3yeMble ANA OnNucaHUa cpoka rogHOCTMU
(cpoka xpaHeHus), npueeaeHbl B npuroxeHun N 7 k TpeboBaHUAM.

6.4. Ocobble Mepbl NPEOOCTOPOXKHOCTU NPU XPaHEHUN.

CtaHgapTHble OPMYNUPOBKK, WCMONb3yemble ANs OnucaHna ONna  YCrnoBuii
XpaHeHus, npueeaeHbl B npunoxednn N 6 TpeboBaHuaM.

OO6wme ycnoBusi XpaHEeHUs IeKapCTBEHHOro npenapaTta YKasblBalTCs C
NnepekpecTHOWM CCbINKOM Ha noapasnen 6.3 HacToswero pasaena npn Heob6xoaMMoCTu:

<YcnoBusi XpaHeHUa nocne <BOCCTaHOBNEHWA> <pa3BedeHuna> <nepBoro
BCKPbITUA> NeKapCTBEHHOro nNpenapaTa CM. B nogpasgerne 6.3>.

6.5. XapakTep W cogepXaHue TMepBUYHOM YMaKOBKM <M  creyuanbHoe
obopyanoBaHue ans UCNosib30BaHUs, BBEAEHUS UM UMNNaHTaunmn>.

[lonONHUTENbHbIN 3aronoBoOK <n crieunanbHoe obopyaoBaHue ansi
MCNOMb30BaHUS, BBEOEHUS WX MMMNaHTauuMmM>  BKAKOYaeTCss  TOMbKO  Ans
BbICOKOTEXHOJSTOMMYHbIX JIEKAPCTBEHHbIX NpenapaTos.

[Mpy HEOBXOOMMOCTN MOTYT BKITHOYATBLCA NOACHUTESTbHbIE PUCYHKMN.

6.6. Ocobble Mepbl NPefOCTOPOXHOCTU MPU  YHUYTOXEHUU UCMNOSIb30BAHHOIO
NEeKapCcTBEHHOro npenapata WAM  OTXOOO0B, MOJMIYYEHHbIX MNOCNe  MNPUMEHEHUS
neKkapcTBEHHOro npenapara unm paboTbl C HUM.

CnepyeTt npuBecTU ykasaHusi MO MPUroTOBIIEHMIO NIEKapCTBEHHOro npenapaTta wu
ykasaHusa no cnocobam obpalieHusi ¢ HAM Npu HeobXoAUMOCTU, B TOM YMCIIE YKa3aHUs
no yTunmsauum nekapCTBEHHOro NpenapaTta 1 0TX040B, OCTaBLUMXCS NOcne NpUMeEHEHNS
nekapcTBeHHOro npenaparta. Bo3MOXHO BKNOYEHWE NUKTOrpamMm, OOMNOSHSAKOLWNX TEKCT,
npu HEOBXOANMOCTH.

7. OEPXXATEJIb PETUCTPAUMOHHOIO YOOCTOBEPEHNA
[HasBaHue cTpaHbl Ha A3blke TekcTa.]

{HasBaHue u agpec}

<{ren.}>

<{dbakc}>

<{onekTpoHHas noyra}>

7.1. NMPEOCTABUTEIb OEPXATEA PEMTMCTPALMOHHOIO
YOOCTOBEPEHUWA.

[MpeTeH3uun noTpebutenen HanpaBnATb NO agpecy:

{HasBaHue cTpaHbl}.

{HanmeHoBaHWe fgepxatens permcTpauMoHHOro yoOCTOBEPEHUS U HPUOUYECKUI
(dbakTn4eckun) agpecy.

<{ren}>.

<{dakc}>.

<{agpec aNeKTPOHHON NOYTbI}>.
8. HOMEPA PETMCTPALIMOHHbLIX YOOCTOBEPEHU

9. JATA MEPBUYHOW PEMMCTPALINN (MOOTBEPXOEHMA PEMMCTPALNNA,
NMEPEPEIMMCTPALNI)
B cootBeTcTBUM C TpeboBaHuaMn no noarotoBke Tekcta OXJII, gaTa ykasbiBaeTcs



B criegytoLwiem popmare:

<[ata nepsuyHoun pernctpauunun: {d0mecay Mrr}>

<[laTta nocnegHero noaTeepxaeHust pernctpauun (nepepermuctpaunn): {40 mecsau
rri>

[ata porkHa coBnagaTb C AaTon MEPBUYHOM permcTpaunm paccMaTpuBaemMoro
nekapctBeHHoro npenaparta. OHa He JOoIMKHa oTpaXaTb AaTbl YTBEPXKAEHUS OTAENbHbIX
A03MPOBOK U (MNK) PopM BbiMyCcKa, BBEAEHHbIX NOCPEACTBOM BHECEHUSI U3MEHEHUN U
(Mnn) gononHeHun.

10. JATANMEPECMOTPA TEKCTA

B cooTtBetcTtBUKM C TpebosaHusmu no nogrotoBke Tekcta OXJII gata gomkHa
yKasblBaTbCA B creaywouwem dopmare:

<{MM/TTTT}>, nn6o <{O0/MM/TTTT}>, nnéo <{Od0mecau IMTT}>

Hactosawmin pasgen 3anonHaeTcs YNONIHOMOYEHHbIM OpraHoOM rocygapctsa -
yneHa EBpasninckoro aKOHOMWYECKOro coko3a U (Unu) gepxatenem perucrpaumoHHOro
yOOCTOBEPEHUS MOCre TOro, Kak nosiBrsietcsa MHdopmauusi 0 BHECEHUUM U3MEHEHUN B
0OLLYI0 XapaKTEPUCTUKY NeKapCTBEHHOro npenaparTa.

B cnyyae nameHeHun tuna IA, 3aTparnBaromnx MHGQOPMaUMIO O JIEKapCTBEHHOM
npenapaTe, AaTta U3MEHEHUsI TEKCTa OOSMKHA coBnagaTb C AaTOW BHECEHUA U3MEHEHUS
aepxaresniem permcTpaumoHHOro yaoCcToBepeHus.

[Ana nameHenmn tuna 16, 1l 1 CPOYHBIX M3MEHEHUI, CBA3AHHbLIX C 6&€30MacHOCTbIO
nekapCcTBEHHOro npenapaTta, gaTa M3MEHEHUsi TekCTa [OJSfKHa coBnagatb C gaTom
peweHns  yrnoriHOMOYEHHOro  opraHa rocygapctea - JneHa  Espasuiickoro
9KOHOMMYECKOro CO3a O BHECEHMUMN N3MEHEHWNI B PErMCTPaLMOHHOE YOOCTOBEPEHME.

MpunoxeHune N 12

K TpeboBaHNAM K MHCTPYKLUKN

no MeaAULUMHCKOMY NMPUMEHEHUI0
neKkapCcTBEHHOro npenapara u oowen
XapaKTepucTuke neKkapcTBeHHOro
npenapara ana MeauLuHCKOro
NnpPUMeHeHus

TpeboBaHusA
No NoAroToBKe TEKCTa MHCTPYKLUM NO MeAULMHCKOMY NMPUMEHEHUI0
fleKapCTBEHHOro npenapara (nMcTKa-BKnaabiwa)

C U3MEeHEeHNsAMU 1 OOMNOJIHEHUSIMU OT:

19 masa 2022 r.

HacTtosuwme TpeboBaHus paspaboTaHbl B Ka4ecTBe OAHON U3 Mep perynnmpoBaHus
MapKUpPOBKM U NpeacTaBneHnsa nHpopmaumm o nekapCTBEHHOM npenapaTte naumeHTam,
a Takke C UuUenbk OKasaHuMa CcoOdencTBus nuuam, 3aHUMalWMUMMCS OU3aNnHOM U
HanucaHneM nUCTKa-Bknagpllla Ansa nauyueHTta. Hacrtoawme TpeboBaHust cogepxaT
npasuna, npeabsiBNgeMble K NUCTKY-BKNagbllly Ans NauuMeHTa, a Takke onucaHue
Hagnexawen npaktmkm B obnactmh  MHMOPMAUMOHHOIO Au3anHa C  Uenblo



npenoocTaBneHna nauueHTam, nonaralvwmMmMca Ha npeacTaBfidemMble  CBeaAeHus,
BO3MOXXHOCTU MPUHMMATb pPeLleHnsi OTHOCUTENbHO ©Ge3onacHoro u 3dEKTUBHOIO
NPUMEHEHUS1 Ha3HAYEHHbIX NIeKapPCTBEHHbIX NpenapaToB.

Hactoswme TpeboBaHus npencraBnaioT cobon TpeboBaHMS YMONHOMOYEHHbIX
OpraHoB rocygapctB - 4reHoB EBpasnMnMcKoro 3KOHOMMYECKOro coto3a (ganee
COOTBETCTBEHHO - rocyaapcTBo-yneH, Cot3) B cdepe obpaleHus nekapCTBEHHbIX
CpeacTB  Ans  MeOuUMHCKOro  NpUMEHeHus, CcOpPMUPOBAHHbIE HA  OCHOBAHWUK
noTpebHoCcTeEN MEeOUUMHCKMX paboTHMKOB W, 4YTO Ccamoe [naBHOe, MNauMEeHTOoB
OTHOCUTENBbHO NPEACTaBMEHUS BbICOKOKAYECTBEHHOM WMHOPMaUMM O NeKapCTBEHHOM
npenapare Ans nauueHToB.

1. Oowme cBegeHunA

CornacHo pesynbTaTam UccnegoBaHUn nauMeHTbl pacueHMBaoT NIMCTOK-BKNagbiL
(nanee - JIB), noctaBnsemMbln BMeCcTe C npenapaToMm, Kak Haumbonee BaXHbI nocne
Bpayen wn (papmaueBTUYECKMX pPabOTHMKOB WCTOYHUK WHpopmaumn. [launeHtam
TpebyeTtca 6onble nHpopmMaLuum No CPpaBHEHUIO C TEM, YTO OHM MOSy4aloT B HACTOsILLEE
Bpemsi. 3akoHogaTenbHO obs3atenbHbin J1B saBnseTca OOCTynHbIM M aBTOPUTETHLIM, a
AN HEKOTOPbIX MNauMEHTOB - €ANHCTBEHHbIM MUCbMEHHBIM UCTOYHMKOM WMHdOpMaLmn O
nekapcTBeHHOM npenapare.

YkasaHHaga B JIB nHdopmauus nossondeTr nauMeHTam yyYacTBoBaTb B MPUHATUN
peweHns no noBoAy NPUMEHEHUs npenapaTtoB, Ha3HaYeHHbIX UKW PeKOMEHOOBaHHbIX
MeOuUUUHCKUMK paboTHukamn. B OCHOBe okasaHusi camonomouin, obecneveHue
BO3MOXHOCTEN AN KOTOPOW SBAAETCA KIHYEBOM LEnblo  MPaBUTENbCTB, NEXUT
obnagaHue nauneHTamn B JOCTAaTOMHOM OObeMe BbICOKOKAYeCTBEHHOW MHOpMaLMEN,
Ha OCHOBE KOTOPOW OHW MpUHUMaKT peleHus. MNpu nprnobpeteHnn 6espeuenTypHbIX
nekapcTBEHHbIX MpenapaTtoB B3auMOAEWUCTBME Mexdy nauMeHToOM U MeaULMHCKUM
paboOTHUKOM MOXeT ObITb OrpaHM4yeHoO WUNU cCBedeHo K Hynw. B nocnegHem cnydae
NMMCbMEHHas WHGopmaums npuobpetaeT o0cobyto UeHHOCTb Ansg  6es3onacHoro
NPUMEHEHNs npenapara.

2. Uenb

Llenb HacTtosiwmx TpeboBaHui 3aknoyvaetca B cogencteum  6onbliemy
camMmoperynmpoBaHunio dpapmaueBTUYECKOM OTpacnv npu BHECEHUU U3MeHeHun B J1B.
MpumeHeHne HacToswmx TpeboBaHW MNO3BONSET AOCTUYb HACHOCTb M OOCTYMHOCTb
npeacraensemMon uHdopmaumm npu coctaBneHun JIB Ha nobon nekapcTBEHHbIN
npenapaT, 4YTO co3gaeT npeanocblikKM ONS  OOMMKHbIX  AencTBMA  nauueHTtoB. J1B,
COOTBETCTBYIOLLUME HACTOALWMM TpeboBaHUAM, TaKKe OTpaXKatoT B3rNsabl NaLuNeHTOB, YTO
npenycMOTPEHO 3aKOHO4ATENLCTBOM roCyAapCTB-4S1EHOB.

Mepen nogadven JIB B yNOSHOMOYEHHbIE OpraHbl rOCYyAapCTB-YNEHOB nuua,
3aHuMarLmecs nx An3amHOM U COCTaBIEHMEM, OOSTKHbI Y4E€CTb NPeACTaBIEHHYO HUXE
MHOpMaLMIO, MNOCKOMbKY noboe HecoOTBETCTBME HaCToAWMM TpeboBaHUAM MOXeT
npuBeCTN K He06XO0ANMOCTM 0BOCHOBATL OTCYTCTBUS BINAHUSA TaKMX HECOOTBETCTBUN HA
Ge3onacHoe NpUMEHEHNE NeEKapCTBEHHbIX NpenapaTos.



3. Cchepa npumeHeHuUnA

Hactodawme TpeboBaHMA HepaspblBHO cBsA3aHbl ¢ npaBoMm Corw3a B cdepe
obpalleHns nekapcTBeHHbIX CpencTB. [epXaTtenu perncrpaumoHHbIX YAOCTOBEPEHUN
OOSMKHbI  yunTbiBaTb HacToswwme TpeboBaHuMs npu coctaBneHun JIB B npouecce
pernctpaumMm n BHECEHUS U3MEHEeHUM B pamkax npouenypbl B3aMMHOro nNpuU3HaHus,
AeLueHTpanM3oBaHHOW U HaUMOHaNbHOW npoueayp.

Hactodwme TpeboBaHMS  OAMHAKOBO  MPUMEHUMbl K  peuenTypHbiM 1
GespeLenTypHbIM  fleKapCTBEHHbIM  NpenapataM, a Takke K JleKapCTBEHHbIM
npenapatam, KOTopble NPUMEHSIIOTCA B YCOBUSAX CTauuoHapa. B pamkax akcnepTusbl
A0Cbe M Npu ayauTOPCKMX NPOBEPKax yBEAOMIIEHMI, a Takke npu paboTe ¢ xanobamu
Ha JIB ynONMHOMOYEHHblE OpraHbl FOCyAapCTB-YNEHOB aHanuampytT ©6e30nacHOCTb
naumeHTa uCXo4ss W3 OnbiTa NPUMEHEHUS JNeKapCTBEHHOro npenapata W Bcex
COOOLLEHHbIX HeXenaTenbHbIX SBIIEHUN.

4. Tpeb6oBaHus k J1B

[Mopsgok npeactaBneHus uHgopMauum w  ee xapaktep Aans  Bcex JIB
onpeaensieTcs B COOTBETCTBUM C HMXKeECNeaY WM

MHdopmaums 06 namMeHeHusx:
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4.1. JIB cocTtaBnsieTca Ha OCHOBaHMM OOLEN XapaKTEPUCTUKU NEKapCTBEHHOMO
npenapata (ganee - OXJIMM). OH goOMKeH BKNOYaTb MHAOPMALMIO, PACMNOSIOKEHHYIO B
cnegyowem nopsigke:

4.2. B UeNsx naeHTUduKaunm nekapCTBEHHOro npenapara:

4.2.1. HauMeHOBaHWe IeKapCTBEHHOrO npenapaTta, 3a KOoTopbiM criegyet
A03MpOBKa M nekapcTtBeHHaa dopma n (ecnu NpUMEHMMO), criegyet ocobo OTMETUTb
npefHasHa4eH nn riekapCTBeHHbIN nNpenapart AN NpUMeHeHus y MrageHueB, JeTen unm
Ay, NOXKMoro (crtapyeckoro) Bospacta. Ecnn nekapcTBeHHbIM npenapaTt coaoepXuT
TONbKO OAHO aKTUBHOe (AencTteytowlee) Bewectso, To ero MHH (npu otcytctBuM -
obLienpuHaATOE HanmMeHoBaHWE) HeobXxoaMMO yKasaTb B CKOOKax cpasy 3a TOproBbiM
HaUMeHOBaHWEM [OaHHOro NeKapCTBEHHOro npenapaTta (OHO OTNM4YaeTcs OT TOProBOro
HaUMeHOBaHWS); ONA NekapCTBEHHbIX MpenapaToB, COAEpXKaLLMX HECKOSTbKO aKTUBHbIX
(OencTByloLMX) BELLECTB MX, CneayeT ykasaTb B Buae nepeyHsi nog HaMmeHoBaHUEM;

4.2.2. dpapmakoTepaneBTUYECKy0 Trpynny WK OnucaHue akTUBHOCTW, §erko
NOHUMaeMble NauneHToMm;

4.3. nokasaHua K NPUMEHEHMUIO;

4.4. nepeyeHb cBeaeHU, HeobXoaUMbIX 4O HaYyana NpUMEHEHNa NeKapCcTBEHHOMO
npenapara:

4.4.1. npoTnUBONOKa3aHus;

4.4.2. Heobxoanmble Mepbl NPEAOCTOPOXKHOCTU MPU NPUMEHEHUU;
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4.4.3. Buabl B3aMMOAENCTBUS C OPYrMMU NIEKapCTBEHHbLIMU NpenapaTtamun n gpyrme
BMAObl B3aMMOLEWCTBUS (Hanpumep, C ankoronem, Ttabakom, nuwien), cnocobHble
NOBNUATbL HAa AENCTBME NeKapCTBEHHOro npenapara;

4.4.4. cneunanbHble npegynpexneHus;

4.5. HeobxoaMMble U CTaHAAPTHbIE NHCTPYKLMM NO HaAnexawemy NpuMeEHEHNIO U,
B YaCTHOCTH:

4.5.1. pexxmm 0o3npoBaHus;

4.5.2. meToq 1 NyTb BBEAEHUA (Mpy HEOHXOANMOCTN);

4.5.3. 4actoTa NPUMEHEHUs C YKasaHueM BpeMEeHW, Korga nekapCTBEHHbIN
npenapat MOXeET WM OOSMKEH NPUMEHATbCA (NpM HeobXoguMMOoCTW), a Takke B
COOTBETCTBYIOLUUNX CryyasaX, B 3aBUCMMOCTU OT CBOWCTB JIeKapCTBEHHOro npenapara:

4.5.4. ANUTENbHOCTb fleYeHusl, ecinn ee HeobXO0ANMO OrpaHNYUTb;

4.5.5. Mmepbl, KOTOpble HEOBXOANMO NPUHATL B CryyYae nepeao3vpoBKM (CUMMTOMBbI,
HEOTNOXHble npoueaypb!);

4.5.6. Mepbl, HeobOxogumble nNpu MPOMycKe OOHOW WM HECKOSIbKUX 003
nekapcTBEHHOro npenapara;

4.5.7. ykaszaHne Ha Hann4ne pmucka CMMNTOMOB OTMEHbI (Mpy HEOBXO0AMMOCTN);

4.5.8. pekomeHgauum NoO oOOpalLEeHUO 3a KOHCynbTauuen K MeauLMHCKOMY
pabOoOTHUKY AN pa3bsCHeHUs cnocoba NpUMeEHeHUs NekapCcTBEHHOIrO Npenapara;

4.6. onucaHue HexenaTtenbHbIX peakuun, KoTopble MOryT MpOoABNATLCS MNpU
CTaHOapTHOM MPUMEHEHUU NEeKapCTBEHHOro npenapata W Mepbl, KOTopble cnegyet
NPUHATL B 3TOM cny4ae (npy1 HeobxoamMmMocTw);

4.7. ccbinka Ha gaTy UCTeYeHust Cpoka rogHOCTH, ykadaHHaa B MapKUPOBKE:

4.71. Cc ykasaHneMm 3anpeta TMPUMEHEHUS JIeKapCTBEHHOro npenaparta no
NCTEeYEeHNN CpoKa rogHoOCTY;

4.7.2. B COOTBETCTBYIOLLUUX CryYasax cneymanbHbIMU YCIOBUSMU XPaHEHUS;

4.7.3. npegynpexgeHnem o6 onpegeneHHbIX BUOUMbIX MNPU3HaKax YXyAweHus
KayecTBa (Npn HeobxoanmMocTK);

4.7.4. Cc NONHbIM KayeCTBEHHbIM COCTaBOM (dpapMaueBTUYECKUX CyOCTaHuun wu
BCNOMoOraTesibHblX BeWwecTB) W  KOMIMYECTBEHHbIM COCTaBOM  (papmMaueBTUYECKUX
cybCTaHUM C UCNOSb30BaHMEM UX OBLLENPUHATBIX HAMMEHOBAHUI ANS Kaxaon opMbl
BbIMyCKa nekapcTBEHHOro npenapara;

4.7.5. nexkapcTtBeHHOW {OpMOWN KaxaouW OpPMbl BbINycka JleKapCTBEHHOIo
npenaparta u ee cofepxaHusa rno macce, 06bLeMy Unu Konm4yecTBy 403 B JIEKAPCTBEHHOM
npenapare;

4.7.6. ¢ HasBaHMEM WM afpecoM fepxaTend perncTpaumoHHOro yAoCTOBEPEHUS
(nanee - [OPY) n, B COOTBETCTBYIOLWMX Cryyvyasix UMSA npeactaBuTens, HasHayYeHHOoro
BnagenbueM C Lesbio npeacTaBieHns ero MHTePeCcoB B KaXX40M rocyapcTBe-yrieHe;

4.7.7. c Ha3BaHWEM 1 apecoM NPOU3BOANTENS;

4.8. ecnu nekapCTBEHHbLIM NpenapaT 3aperucTtpupoBaH nog pasfnyHbIMU
HaUMeHOBaHUSAMN B rocygapcrBax-yrneHax, nepeyeHb HanMeHOBaHWHN,
3aperncTpmMpoBaHHbIX B KaXJ0M U3 rocy4apCTB-4S1EHOB;

4.9. pata nocnegHero nepecmoTpa J1B.

B OTHOWeHMM nekapcTBEHHbIX npenapartoB, TPebywmnx AONOSHUTENLHOMO
MOHUTOPWHra, AOMNOSIHUTESNbHO YKasbiBaeTcsa criegytowlee: "[aHHbIA nekapCTBEHHbLIN
npenapaT noasieXxXuT AOMNOSIHUTENbHOMY MOHUTOPUHIY". YKaszaHHOMY npeaynpexneHuto



OOSDKEH MpealwecTBoBaTb YEpHbI  CUMBOS, 3@ KOTOPbIM OOMKHO  crefoBaTb
COOTBETCTBYIOLLIEE CTAHAAPTM30BaHHOE pa3bsACHEHME.

Ha Bcex nekapCTBEHHbIX npenapatax HeobxoAMMO YykasbiBaTb CTaHOAPTHbIV
TEKCT, peKoMeHAyLWmnn nauneHTaMm npu BO3HWKHOBEHUU OXMAAEMbIX JNleKapCTBEHHbIX
peakumn obpalwiatbCs K MeauUMHCKOMY paboTHUKY, hapmaueBTUdeckomy paboTHUKY
UNU Hanpamyl B WMHMOPMaLMOHHYIO 6a3dy [aHHbIX MO HeXenaTesnbHbIM peakumsm
(oencTBmsaM) Ha fnekapcTBEHHbIE npenapaTbl, BKA4Yasa coobeHna o HeadheKTUBHOCTH
NeKapCTBEHHbIX NpenapaToB, BbISBIEHHbIM Ha TEpPPUTOpPUM FocydapcTBa - YneHa, u
yKa3blBalOLWNN Ha pasnuyHble NyTU Takoro cooblieHns (dneKTpoHHOe coobLieHune,
NoOYTOBOE OTNpaBrieHne n (Unn) gpyroe).

4.10. lMNepeyeHb, yKkasaHHbIM B nognyHkte 4.3 Hactosawmx TpeboBaHWW, OOSKEH
y4MTbIBaTb:

a) ycrnoBusi MNpUMEHEeHus B OnpederieHHbIX rpynnax (getn, 6epemMeHHble Wt
KOPMSLLME TPYAbI JKEHLWMHbI, MOXWMble, nvua ¢ onpegeneHHbIMWU NaToNorMyeckumMmm
COCTOSAHUSIMN);

6) cBegeHMs 0 BO3MOXHOM BIMSAHUN HA CNOCOBHOCTbL ynNpaBnATb TPaHCMOPTHBIMU
cpeacrtBamu unu paboTtaTtb C MeEXaHU3MamMu (€CNM NPUMEHNMO);

WHdopmauusi 06 nsmeHeHusix:

n_n
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B) mepeyvyeHb BCMoOMOraTenbHbIX BeLeCTB, 3HaHWE O KOTOPbIX Heobxoaumo Ans
B6esonacHoro n addeKTMBHOIO NPMMEHEHNSA NIEKapCTBEHHOIO npenapara, OnMcaHHbIX B
npunoxeHmn N 1 Kk HacToAwmm TpeboBaHMAM K WMHCTPYKUMW NO  MeaULMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro npenapata U oblien XapakTepucTuke feKapCTBEHHOro
npenapata ans MeguuUUHCKOro NPUMeEHeHUs.

4.11. Mo ycmoTpeHuto 3aaBuTens B Uenax obecneveHns yaoboyMTaemocTw,
MOHATHOCTU M nerkoctu BocnpuaTna JIB mMoryT ObiTb npoBefeHbl KOHCynbTauuuM C
LenesbIMU rpynnaMmn naunueHToB 1 (Mnn) nonb3oBaTernbckoe TecTtuposaHue J1B.

4.12. He nosgHee 1 sHBaps 2025 r. ynosIHOMOYEHHbLIMW opraHamu (SKCnepTHbIMK
opraHu3aumsiMn) rocygapcTte-yrieHoB B EBpasninckyto 9KOHOMUYECKYH0 KOMUCCUIO (aanee
- Komuncceuns) npeacraBnsaoTcs CBOAHbIE OTYEThI O UMEIOLLMX CUCTEMATUYECKUIA XapaKkTep
HepgocTaTkax OXJIIM n JIB nekapCTBeHHbIX NpenapaTtoB, Haxoaswmxca B obpalleHun, n
aHanuae BO3MOXHbIX MyTen npeogonieHns Takux HeaoCTaTKoB, KOTopble NybrnkyrTca Ha
oomumansHom cante Kommccum B MHOPMaLMOHHO-TENEKOMMYHUKALMOHHON CeTn
"MIHTepHeT", 4Tobbl Ny4ywe oTpaxaTb MHTEPECHl NAUMEHTOB U MEOULIMHCKMX PabOTHMKOB.
OKCnepTHbIn KOoMUTET npu Komuccmm Ha OCHOBaHMWM oOTveTa W, eCcnv MPUMEHMMO,
KOHCynbTaLuMM C 3avHTEepecoBaHHbIMU fnuvuamu, paspabaTbiBaeT pekoMeHgaumm Mo
yny4dlweHmno yaoboumtaemMocTu, N3NOXKEHUIO U COOAEPXKaHMIO yKa3aHHbIX JOKYMEHTOB, AN
nX paccmoTpeHnsa Komuccuen B ycTaHOBNEHHOM NOPSIAKE.

4.13. lpwn pernctpaummn rnekapcTBEHHOro npenapara B cCocTaBe permctpaymoHHOro
aocbe Heobxoammo npeactaButb 1 mnu 6onee MakeToB BTOPUYHOW U NEPBUYHOM
YNakoBOK reKkapCTBEHHOro npenaparta, a Takke npoekt JIB. B cnyyae npoBegeHus
KOHCyNnbTauMi C uUenesbiMM TpynnamMmm WM Nonb3oBaTeNbCKOro TEeCTUPOBaHUS UX
pe3ynbTaTbl OOMKHbI ObITb MpeacTaBfeHbl YNOAHOMOYEHHOMY oOpraHy (9KCnepTHOM
opraHusaumm) rocygapcTB-4YreHoB, KOTOPbIA OCYLLLECTBAAET paCCMOTPEHMNE U IKCMEepPTU3y
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perncTpaunoHHOro Joche.

4.14. Bce npegnaraemble nsameHeHusa J1B, onucaHHble B HacTodweM nogpasgene,
HO He cBa3aHHble ¢ OXIJIM, [pomkHbl nogaBaTbCA OpraHam rocygapCTB-YNEHOB,
YNOSTHOMOYEHHbIM PErMCTPUPOBATL fleKapCTBEHHbIE NpenapaTtbl. ECnn ynosiHOMoYeHHbIe
OopraHbl rocygapCcTB-4YfieHOB B TeYEeHMe OeBSHOCTA OAHEW CO AHS MOSlydeHust 3anpoca He
OTKasanun Bo BHECEHUN U3MEHEHUI, 3asiBUTESb BrpaBe peann3oBaTb Takne U3MeHeHUs.

4.15. JIB MoxXeT cogep)aTb CUMBOSIbI U MUKTOrpamMMbl, NpeaHasHa4vyeHHble Ons
NPOSICHEHNA  OMpedeSieHHbIX CBEOEHUW, YKasaHHbIX B ryHkTe 4.1 HacTosWMX
TpeboBaHun, N uHbIX cBegeHun, cornacyowmxca ¢ OXJII, nonesHbiIX ANA naumeHTa.
Takme CUMBOMblI M MUKTOrPaMMbl He [OOSKHbl BKMAKOYATb SNEMEHTbl  PEKTaMHOro
Xapakrepa.

4.16. JIB pomkeH ObITb HAaNUcaH AOCTYMNHbLIM SI3bIKOM SICHO W MOHATHO, U CBEPCTaH
Tak, 4YTob6bl MO3BONATL MONb3OBATENSAM [OEWCTBOBATb Hagsnexawum obpasom, npu
HeobXoOMMOCTU MpU  COOEWCTBUM MEOUUMHCKMX paboTHukoB. JIB  pgomkeH ObiTb
yooboumMtaemMm Ha odomumanbHOM A3blke UK ouumnanbHbIX A3blkax rocygapcTBa-yreHa,
B rpaxkgaHcknin obopoT KOTOPOro BBOAUTCA NeKapCTBEHHbIN nNpenapar, kak Toro Tpebyer
Takoe rocygapcCTBO-YfeH B uLenax cobntogeHnsa Hactodwmx TpeboBaHuW. YkasaHHble
CBEAEHUs [OrMycKaeTcs NPUBOAUTb Ha HECKOSbKMX $3blkax MpW YCNOBUM MOSHOTHI
N3NOXEHUS TakUX CBEAEHUN Ha KaXXOOM M3 UCNOMb3yeMbIX SA3bIKOB.

4.17. Ecnu nekapcTBEHHbIM npenapaT He npegHasHayeH Ana  npsmoro
NPUMEHEHUS NaUMEHTaAMU UK SABASETCA TPYAHOAOCTYMHbIM, YNONIHOMOYEHHbIE OpraHbl
rocygapcTB-4rieHOB BrpaBe, PYKOBOACTBYACb MpU 3TOM MepaMu, HeobxogumbiMKn Ons
3aWmTbl 300pOBbS YerioBeKa, paspelunMTb He yKasblBaTb OrpeferieHHble cBedeHusl B
mMapkmpoBke unu JIB. OHM Takke BNpaBe paspelunTb He yKasbiBaTb 4acTb WM BCe
CBEOEHUS1 Ha rOCyOapCTBEHHbIX #A3blkaX rocy4apCTB-4NieHOB, B 0OOPOT KOTOPOro
BBOAUTCSA NEKapCTBEHHbIN npenapar, no TpeboBaHuio rocyaapcTBa-yneHa.

4.18. Ecnu TpeboBaHus HacTosiLero nogpasgena He BbinonHsawTca U OPY He
OTBEYaET Ha YBEOOMIIEHMS, YMONIHOMOYEHHbIE OpraHbl rOCy4apCTB-YNIEHOB BrpaBe
NPUOCTAHOBUTL COOTBETCTBYIOLLYK PErncTpauuoHHylo npouenypy no npusenexHua J1B
paccMaTpuBaeMoro nekapCcTBEHHOro rnpenapara B COOTBETCTBME C TpeboBaHMAMMU
HacTosLLEero nogpasgena.

4.19. NoMuMO yKasaHus CrioB "romMeonaTuyeckun nekapCTBEHHbIN npenapaTt”, B
MapkmpoBke U1 B JIB romeonatMyeckoro fnekapCTBEHHOro npenapata (npwu
HeobXo4MMOCTH), NPeTeHAYLWEro Ha YNpOoLEeHHYI0 npoueaypy pernctpauum, OOSKHbI
ObITb YKa3aHbl crnegytowme (M HAKakMe apyrne) CBeAeHus:

a) HayyHoe HauMMeHOBaHuMe MaTpuubl UNKU MaTpuy, C MOCneaywmnM yKasaHuem
CTeneHn wux pasBefeHus, wucnonb3ys cumeonbl Papmakonen Cotosa; ecnu
romeonaTn4eckunin NeKkapCTBEHHbIN NpenapaT COCTOMT 13 ABYX 1 Bbonee maTpuu, Hay4yHoe
HaMMeHOBaHMEe MaTpuy, Ha MapKUPOBKE OOMycKaeTca  AOMNOSMHATb  TOProBbIiM
HaMMeHOBaHMEM:;

6) HasBaHue n agpec APY u nponsBogutens (Npn HeobXoaAMMOCTN);

B) cnocob BBeAeHUA 1 NyTb BBeAeHUS (NpU HEOBXOOUMOCTHN);

r) AaTa UCTeYeHus cpoka rogHocTu (Mecsau/ron);

A) nekapcTBeHHas opma;

e) popma BbInyckKa;

X) cneumanbHble YCIIOBUS XpaHeHUs (Mpy Hanmyum);



3) cneumanbHoe npegynpexaexHve (Npu HeobxoanMOoCTH);

n) HOMep perncrpaumu;

K) "romeonaTtnyeckuin nekapcTBeHHbIM npenapat 6e3 ogoObpeHHOro nokasaHus K
NPUMEHEHNIO";

n) npegynpexgeHne o0 HeobxoauMOCTU obpalleHna K Bpady Mnpu COXpaHEeHUM
CMMMTOMOB.

MHdopmaumsa 06 n3aMeHeHusX:

lyHkm 4.20 u3smeHeH ¢ 9 Oekabps 2022 e. - PeweHue Cosema Esgpa3sutickou
3KOHomMuYecKkou Kkomuccuu om 19 mas 2022 2. N 80

CwM. npedbidywyro pedakyuto

4.20. [JonyctumMoO wucnonb3oBaTb KOMOGUHMpoBaHHble JIB Ona  pasnuyHbiX
A03NpOBOK M (Mnun) copm npenapata. NoapobHble ykaszaHus NnpuBogaTcs B wabnoHax
MHopMaumm o npenapaTe (B cooTBeTCTBUM C npusioxkeHnem N 16 k TpeboBaHusM K
WHCTPYKUMN NO MeOULMHCKOMY NPUMEHEHUIO JleKapCTBEHHOro npenapata wn obuien
XapaKTepucTUKe nekapcTBEHHOro npenapaTta Afsi MeQULMHCKOrO NMPUMEHEHNS).

LLabnoHbl He y4nTbiBalOT BOMPOCHI AM3alHa U BEPCTKU, a TakkKe He coaepxar
pekoMeHgaumn no obecneyeHuto MNOHATHOCTU nNpeacTaBneHHOn wuHdopMaunn ana
nauneHta. B wabnoHe copepxutcs o060CHOBaHWE BaXXHOCTU WHAPOPMALMOHHOIO
Aun3arHa, a Takke HeobxoanmocTu nepesoga JIB Ha Bce s3blkM, BKIIOYAs PYCCKUR, ecrnn
rapMOHU3NPOBaHHbIE TEKCTbl COCTaBfieHbl HE B COOTBETCTBUM C HOPMaMW PYCCKOro
nuTepaTtypHoro A3blka. 3aaBuTtensm HeobxoaMmo o06paTuUTbCs K HACTOSALWMUM
TpeboBaHnAM, 4TOBbI MaKCMMU3NPOBATb KA4YeCTBO MOJSIHOLBETHbLIX MaKeTOB, KOTOpble
OyaoyT nogaBaTbCs B YMNOSIHOMOYEHHbIE OpraHbl roCyapCTB-YSIeHOB B COCTaBe [A0Cbe
UNn yBeJOMSEHWUA U KoTopble OyayT SBRAATbCSA YacTbl  3aperMcTpupoBaHHOMO
perncTpaLmMoHHOro 4oche.

Ob6wune pekomeHAauMn MO MPOBEAEHMUIO KOHCYNbTauUW C UeneBbIMU rpynnamm
nauneHToB, NpuBeaeHbl B pasaere 7 HacTtosiwmux TpeboBaHuUi.

5. Mopspok npeacrasrneHUsa UHpopMaumm n ee coagepxxaHue

WHopmaLumsi 06 usMeHeHUsIX:

lynkm 5.1 u3meHeH ¢ 9 Oekabpsi 2022 e. - PeweHue Cosema Espasutckol
3KOHOMuYeckol Komuccuu om 19 mas 2022 2. N 80

Cwm. npeodbidywyto pedakyuro

5.1. Nopspgok npencrasneHna nHopmaumu.

B cootBetctBUM C pasgenom 4 HacTtoawmx TpeboBaHui nNpeaycMoTpeHbl 6
OCHOBHbIX pasgenos J1B (Heo6xoanmMo BKOYNTL CBEAEHUSA B KaXKAbIA U3 HUX):

pasgen "aoeHTudukaumMoHHble AaHHbIe NeKapCTBEHHOro rnpenaparta”.

Heobxoaumo ykaszaTb HaMMeHoBaHue, dapmaLleBTUYECKYD CyOCTaHUMIO (OOMKHO
OblTb nNpuBedeHO TONbkO 1 HauMeHoBaHWe dapmaueBTUdeckon cybcTaHuum B
cnefywowem nopsigke: HaumMmeHoBaHue B cootBeTcTBuM C¢ Papmakoneen Coroasa,
dapmMakonessMu rocygapCTB-4SIEHOB Unn Begywmmu doapmMmakonesimm B COOTBETCTBUM C
KoHuenuuen rapmoHmsaumm apmakonen rocyaapcTB-UrieHoB, OOLLenpuHATOe unn
rpynnMpoBOYHOE HaUMEHOBaHWeE, nnekapcTBeHHaa hopma 1 403NpOoBKa npenapara;

pasgen "lMokasaHusa K NpuMeHeHuo".
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Heobxogumo ykasaTb COCTOSIHASA, NPW  KOTOPbIX paspelleHo NpUMeHeHne
npenapata. QToT pasgen AoMKeH BKNo4vaTh B cebsa Bce npuaHaHHbIe LenecoobpasHbiMn
CBeAEHUS O Nonb3e NIeKapCTBEHHOrO Npenapara;

pasgen "CBegeHusi, 3HaHWE KOTOPbIX HEODOXo4MMO nepeq Hayarom NPUMEHEHUs
npenapaTta".

Heobxogumo ykasaTb cnyyau, nNpuM  KOTOPbIX MPUMEHEHWE npenapara
HegoMyCcTUMO, BCe ocobble yKasaHusi, Mepbl NPeAoCTOPOXHOCTU, B3aUMOOENCTBUSA C
apyrmmm npenapataMmm U MNULWLEBBbIMU MPOAYKTaMK, cBedeHust Ona ocobbix rpynn
nauneHToB (OepemMeHHble UnuM KopMsLMe maTepu), a Takke BNudHWEe npenapata Ha
CMOCOOHOCTbL NauMeHTa ynpaBnaTb TPAHCNOPTHLIMWU CpeacTBamu;

pasgen "PekomeHgauunm no npuMeHeHuno".

Heobxogumo ykasaTb cnocob nNpuMeHeHusi npenapara, BKMw4vasa nyTb U MeToq
BBEJEHUS, 4acTOTy MPUMEHEHUs, MPOAOIHKUTENBHOCTb Kypca MNPUMEHEHUS, Mepbl,
NPUHMMaeMble Npun NPonycke O03bl U NpU Nepeno3vpoBKe (MpM HEOBXOOMMOCTN) U PUCK
CUHOPOMA OTMEHbI;

pasgen "OnncaHune HexenaTenbHbIX peakunin'.

Heobxoamumo ykasaTb BCe peakLuu, KOTOpPbl€ MOryT BO3HUKHYTb NPy CTaH4APTHOM
NMPUMEHEHUN npenapata, a Takke Mepbl, MNPUHMMAEMble MaUMEHTOM MpU  UX
BO3HUKHOBEHUU. HexenaTenbHble peakumm HeobxoaAMMO YKasbiBaTb MO CTEMNEHU WUX
CEPbE3HOCTM N Jarnee no 4YactoTe BO3HUKHOBEHUS;

pasgen "[JononHutenbHble cBegeHNA".

Heobxoaumo ykasbiBaTb CBEAEHUS O BCMOMOraTesibHbIX BeLlecTBaX, OnucaHue
npenaparta, 3aperucTpupoBaHHble  pa3Mepbl  YNaKOBOK,  YCIOBUS  XpaHeHus,
HaumeHoBaHue n agpec OPY 1 npousBoguTens.

HeT HeobxoammocTu crnegoBaTb NOPSAKY NoApasdenoB BHYTPU MEPEYUCHEHHbIX
pasgenos - [1IPY cnegyeT HanTu ny4vwmin cnocob npeacrtasneHus TpebyemMbix cBegEHUN.
Ecnun nogpasgens!, ykasaHHble B pasgerne 4 Hactosawmx TpeboBaHUW, HENPUMEHUMBI K
onpegeneHHoOMy rekapcTBEHHOMY npenapaTy, B MpeacTtaBnsieMbli MakeT BKMo4YaTb
Takoe ykasaHue He TpebyeTtcsa. [lononHuTeNbHbIE CBeAEHUs npuBeaeHsbl B wabnoHe J1B
(npynoxenne N 15 Kk TpeboBaHMAM K WMHCTPYKUUM MO MELUUMHCKOMY MPUMEHEHNIO
neKkapcTBEHHOro npenaparta u obLien xapakTepucTuKe NekapCcTBEHHOro npenapara ans
MEANLMHCKOro NPUMEHEHNS).

WNHdopmauusi 06 nsmeHeHusix:
[lyHkm 6.2 u3smeHeH ¢ 9 Odekabps 2022 2. - PeweHue Cosema Eegpa3sutickou
3KOHomMmuYecKkou komuccuu om 19 mas 2022 2. N 80

Cwm. npeodbIdywyto pedakyuro

5.2. CogepxaHne (MHopMaLMOHHOE HaNoMHEHNE).

Pasgen 4 Hactoawmx TpeboBaHun npegycmaTpuBaeT  HeobXo4MMOCTb
coctaBneHus JIB B cootBeTctBUM ¢ OXJIM. Cnoco® M3noXeHusi CBeJeHUN BaXkeH Ons
obecneyeHnss MOHMMaHWUS K4veBor MHGopMauunm no 6Ge3onacHoOMy MPUMEHEHUIO
nekapctBeHHoro npenaparta. [llepeg HanpasneHnem JIB Ha nonb3oBaTenbckoe
TecTupoBaHne Heobxoammo ybeanTbcsi, 4To Obin y4TEH CNOCOO U3NOXEHUS CBEAEHUN U
MCNONb30BaH MEpPeaoBOM ONbIT B COOTBETCTBYKOLWENW 06nactTM MeOUUMHCKOW HayKu.
Ctune um3noxeHus HeobxoaumMo npoaymaTb [0 Hayana nosfib30BaTeNbCKOro
TECTMPOBaHUSA B LIENSIX €ro YCneLwHoro NnpoBeaeHus.

MHpopMaunoHHOe HanorHeHne He MOXeT OblTb WOEHTUYHBbIM CBEOEHUSM,
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npeactaeneHHbiM B OXJIM, wn TpebyeT nepeBoga Ha oduuManbHbIN  A3bIK
rocygapcrtBa-ynieHa. 31o obecneunt COOTBETCTBME MOSTyYEHHbIX MakeToB TpeboBaHuto
SICHOCTM W MOHATHOCTW, a Takke ygoboymTtaeMocTu Ha oduumanbHOM A3blke
rocygapcrea-yneHa.

HonyckaeTcsa nepesog JIB Ha gpyrne obweynotpebumble B rocygapcrBax-yneHax
A3bIKW NPU YCNOBUKN TOrO, YTO NpeLCTaBlieHHble CBEAEHUS MOEHTUYHbI Ha BCEX s3blkax. B
KayecTBe ofieMeHTa perucTpauMoHHOro Aocbe ytBepxaeHwto nognexut JIB,
COCTaBJIEHHbIN Ha odomLManbHOM A3blKe rocygapcTaa-yrieHa.

CornacoBaHuio  NOAMEXUT BEpPCUS TeKkcTa CcorflacoBaHHas  9KCNepTHbIMU
opraHmsauMsaMn BCeX [OCydapCTB-YNEeHOB, KOTOpble OCYLLUECTBMAAT perncrpaumio
NekapCTBEHHOro npenapaTta, Kak ana MapkumpoBku, Tak u JIB. 310 nossonser
rocygapcreamMm-yrieHaMm MepeBecTU CBedeHus Ha CcBou odmumarnbHble A3blku. Ecnn
HeobX04MMOCTb UCMOSb30BaHUS Pa3roBOPHOrO CTUMIS PYCCKOro A3blka He Obina yyteHa
00 3aBepLUeHns npoueaypbl pernctTpaunmn nekapcTBeHHoOro npenapata B pamkax Cotosa,
MOXeT notpeboBaTbCs NepeBod BEpCUM yKasaHHOro TekcTa uHdopmaumm ANns Takoro
MakeTa.

Bonee noopobHble cBeoeHunsa npueeaeHsbl B npunoxeHun N 17 k TpeboBaHuaM K
WHCTPYKUMM NO MeOULMHCKOMY NPUMEHEHUIO JleKapCTBEHHOro npenapata u obuien
XapakTepuCcTuKe fiekapCTBEHHOro npenapata Assi MegULNHCKOro NpUMEHEHUS.

KrtoueBble npuHUUnbI:

Heobxogmmo ycTpaHuTb npotmBopeuns ¢ OXJIT u ycTtaHOBUTbL COOTBETCTBME
TpeboBaHuAM, npuBedeHHbIM B pasgene 4 Hactoswmx TpeboBaHuin, a Takke B
npunoxeHnn N 15 k TpeboBaHMAM K MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro npenaparta un obLien xapakTepucTuke nekapCTBEHHOro npenapara ans
MeANLMHCKOro NPUMEHEHWS;

CNOXHOE U3NOXEHNEe U MeOUUMHCKas TepMUHOSOrNSa 3aTpyaHAT MOHUMaHue
nauymeHTamu nHpopmauuu;

N3roXxeHue Bcen MHOpPMaLN Ha A3blKe, MOHATHOM Hecneuuanucty;

obecneyeHne BO3MOXHOCTM UCMOSb30BaHUS Pas3roBOPHOro CTUNSA OouumanbHOro
A3blka rocygapcTBa-yneHa;

MCNOJSIb30BaHNE KOPOTKUX NPeaSTIOXEHUA N (UNN) MapKMPOBaHHbIX CMIUCKOB;

HekoTopble (ppasbl, NPUBEAEHHbIE B LWIABMNOHe, NpegyCMOTPEHHOM MPUIIOXEHNEM
N 15 k TpeboBaHUAM K WMHCTPYKUUN NO MEAULMHCKOMY MNPUMEHEHMUIO NIEKapCTBEHHOIO
npenapata n obuwlen xapakTepucTuke fiekapCTBEHHOro npenapara ans mMeamuuHCKoro
NPUMEHeHnsi, MOryT BBOOMTb B 3abnyxaeHwe, B CBSA3W, C YeM [onycKaeTcd
ncrnonb3oBaTtb 6oree NpusBbIYHbIE NS rocygapcTBa-vneHa oopMySIMPOBKY;

He  pgonyckaeTcs MCNoNb30oBaTb  CUCTEMHO-OPraHHyHo Knaccudumkaumio
HexenaTenbHbIX peakuui, NOCKOMNbKY NauneHTaM MOXeT OblTb CIOXHO criefoBaTb 3TOM
noruvke. HexxenatenbHble peakuun HeobxoanMo CrpynnmMpoBaTth MO UX CEPLE3HOCTU, YTO
NO3BOSIUT NauUMeHTaM NOHATb, KOrga 1 Kakne Mepbl crieqyeTt npuHMmMmaTh;

HeobxogMmo ybeauTbcda, YTO NauueHTbl YETKO MPOMH(OPMUPOBAHbLI O pUCKaX.
O6bscCHeHNs (BKMOYas 4acTOTy BO3HMKHOBEHWS COOTBETCTBYHOLUMX HexenaTenbHbIX
peakumin) NoNesHbl YNTAKLWMM U MOTYT Nyylle XapakTepmn3oBaTb BO3MOXHbIN PUCK.

WHdbopmaLmsi 06 usMeHeHUsIX:
[lyHkm 5.3 u3smeHeH ¢ 9 Oekabpsi 2022 2. - PeweHue Cosema Egpa3sutickou
3KOHoMu4ecKkou komuccuu om 19 mas 2022 2. N 80
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Cwm. npeldbidywyto pedaKkyuro

5.3. Vicnonb3oBaHue wabnoHoB.

LabnoH nos3sonseTr obecneuntb npeactaBneHne TpebyemblXx CBeAeHun B
npaBuiibHOM nopsiake (pasgen 4 HactoAwmnx TpeboBaHuin), HO HE NO3BOMSET C MOMOLLLHO
An3anHa 1 pacnosfioXXeHUsa CrioB MOJSTYYUTb BbICOKOKAYECTBEHHbIN [OKYMEHT, KOTOPbIN
CMOTyT NPOYecCTb M NOHATb naumeHTbl. COOTBETCTBYKOLLEE YyKasaHWe MNpuBOAUTCA B
npeambyne K aHHOTUPOBAHHOMY wWabnoHy (npunoxeHne N 16 Kk TpeboBaHuaM K
WHCTPYKUMM NO MEeOULMHCKOMY NPUMEHEHMUIO JeKapCTBEHHOro npenapata n obuien
XapaKTepUCTUKe NekapCcTBEHHOro npenapaTta s MEQULMHCKOrO NPUMEHEHNS).

PesynbTaTbl nccnegoBaHnin CBUAETENbCTBYIOT, YTO NAUWEHTbI MOFYT HE MOHUMAaTb
GOpPMYNMPOBKK 3arosioBKOB M NMoA3aronioBkoB wabnoHa. NMpu nogrotoBke makeTa J1B
Ans TectnpoBaHus Heobxoammo ybegmTbcst B TOM, 4TO TekcT JIB nepedpasmpoBaH C
Lenbto obecneyeHms nepesoga TEPMUHONOMMKM HA NOHATHbLIN NS NauMeHTa SA3bik.

Heobxoaumo ocobeHHO BHMMATENbHO OTHEeCTUCb K pasgenam JIB, B KOTOpbIX
npuBeaeHbl NPOTUBOMNOKa3aHusl, ocobble ykaszaHus U Mepbl NPegoCTOPOXHOCTU, a TakkKe
HexxenaTtenbHble peakumn. OHW, Kak NpaBuio, ABNSAOTCA FPOMO3OKUMU U U3MOXEHBbI
CNOXHbIM A3blIKOM. HeobxooMmo 1cnonb3oBaTh NPUBEAEHHbIE HWXKE pEeKOMeHZauuu no
An3arHy, NO3BONSAKLWME CHU3UTb BEPOATHOCTb BO3HUKHOBEHMUSI 3aTpPyOHEHUA MpuU
TECTUPOBAHUMN.

6. insanH n pacnonoxeHue nHdopmauum (BepcTka)

JIB ¢ npocTbiM gu3aiHOM SIBNSIETCA 3a5ioroM TOro, YTO MakKCuMMmaribHOe YMCIo
naumMeHToB CMOXET BOCMONb30BaTbCA WMHGOpMaunen, HeobxoaumMonm AOns MPUHATUSA
peLlleHns o NpUMeHeHN npenaparta Hanbonee 6e3onacHbIM U 3PDEKTUBHLIM CNOCOBOM.

OpraHusaumnsa npeacTaBnsieMblX  AaHHbIX  (MHAOPMALMOHHBIA  Ou3aiiH)
obecneymBaeT NerkocTb UCNOMb30BaHNA U NOHUMAHUS CIOXHOM MHopMaumn. 3TO O4MH
N3 KI0YEeBbIX acrnekToB Npu pa3paboTke JOKYMEHTA: PUCK HEBEPHOIO NOHUMaHUS MOXET
NPUBECTN K Cepbe3HbIM MNOCNeACTBUAM, YTO NPOMCXOAUT OOBOSIbHO 4YacTo B obnactu
npegcrasneHna  uHopmaumm O  JIeKapCTBEHHbIX  npenapatax. PaspaboTka
WH(POPMALMOHHOrO au3arHa - [Mpouecc, nNpu KOTOPOM MOXeT noTpeboBaTbCs
pacCcMOTpPeTb HECKOSBbKO BapMaHTOB An3anHa U nx moaudukaumn ons KoHkpeTHoro J1B.

CneumanuampoBaHHble OpraHM3aunn B LiensiX NoBbILLEHNA KayecTBa COCTaBfleHNs
JIB un yBenuyeHuss BepoOATHOCTM YCNELHOro MpOXOXAEeHUs MoNb30BaTesbCKOro
TeCTMpOBaHWUA npeanaratT YCryrm no aHanuv3y M COBEpPLUEHCTBOBAHUIO Ou3anHa U
pacnonoxeHnsa wHdopmauun B JIB. [onyckaeTca nonb3oBaTbCA Yycnyramm Takux
opraHusauumn npu coctasneHum J1B.

6.1. NHbOpMaLMOHHLIN AN3anH.

BHe 3aBucumMocTuM OT obbema onbiTa B COCTaBfieHMM M MpoekTupoBaHuu J1B
OCBEOMNEHHOCTb 3asiBUTENEen O Haunyywewn npakTuke uHgOpMaLMOHHOro AusaunHa
npuBeTcTByeTCHA. B LUMPOKOM CMbICNe MHMOPMAUVOHHBIN AM3anH (byayym oTaenbHbIM
HanpaBreHnem AesaTenbHOCTN) BKIlOYaeT B cebs cnefytoLlee:

6.1.1. MIHdopMaLMOHHas apXuTekTypa.

Cnocob pacnonoxeHuss MHpoOpMauuM B [OKYMEHTE - BaXHas COCTaBrsoLwias
WHOPMALMOHHOIO  Au3anHa, nogpasymeBawliasi, B 4YacTHOCTM, WCNOSfb30BaHWE
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9fIEMEHTOB, MNOMOralWmMx OpPUEHTMPOBATbCA B TeKcTe. Y4yeT aToro pakrtopa
CrnocoOCTBYET YyNnopsaoYMBaHMI0O U CTPYKTYPUPOBAHUIO OOKYMeHTa. B cBA3M ¢ Tem, 4To
MHGOpMaUMS penKo MPoYUTbIBAETCS OT Hadana M O KOoHua NaumeHTOM WU fnLoM,
OCYLLECTBIAKLWMM 32 HUM yXo[4, cnocob opraHmsauum nHhpopmMauum sSBRseTCs BaXKHbIM
acnekTom, obecnevnBaroLMM CNOCOOHOCTb OPUEHTMPOBATLCA B TEKCTE, @, 3HAYMUT, NErKO
nosib3oBaTbCs NpeacTaBneHHoN NHopmaumen.

MHdopmaumsa 06 namMeHeHusx:

lNodnyHkm 6.1.2 usmeHeH ¢ 9 Oekabps 2022 e. - PeweHue Coeema Eepa3sutlickou

3KOHomMuYecKkou Kkomuccuu om 19 mas 2022 2. N 80

CwM. npedbidywyro pedakyuto

6.1.2. Tunorpadwuka.

Mog Tunorpadukon MNOHUMaeTCs LWpudToBOoE O(OopMIeHNe npencTaBnsaeMon
MHopmaumn. Bbl6op rapHUTYpbl M NPOYUX INIEMEHTOB rpPaddMyYeCcKoro MCNoSHEHUs
Hanpumep, UBET TeKCTa, HeobXoAUMMO OCYLLeCTBNATb, OPUEHTUPYSACH Ha LeneByto
aygutopuio. Npu Hagnexaiiem MCnorib30BaHUW 3TU acnekTbl OpraHuM3ylT U OOBOOAT
MHopMmaumio  cnocobom,  yaoBneTBopsOWMM  noTpebHocTn  ymtaowero.  Ecnn
napamMmeTpbl Tunorpadukn 3aTpygHAT MNPoYTEeHWEe, BHE 3aBUCUMMOCTW OT KayecTBa
N3roxeHusa Tekcta B J1IB manoBepoATHO, YTO NaumMeHTbl 3aXOTAT ero NpoYnTaTh.

MHTepBanbl Mexay 4actsaMum TekcTa No3BOSISAKT Co3daTh OlyLeHne OTKPbITOCTU
npegcrasnsemMon nHdopmaumm. Micnonb3oBaHWe KOSMMOHOK TEKCTa, XOPOLUO 3HAaKOMbIX
MHOIMM M3 Tras3eTHbIX MartepuarnoB, TMO3BOSMISET u4uTaloWeMy rerko YycsBauBaTb
nHdopMaumto. [nnHa CTPOKM N MEXOYCTPOYHbIA MHTEPBAN - BaXXHble acreKTbl u3anHa,
KOTOpble HeOOXOANMO yuYnTbIBaTb NPU BbibOpe Nnoaxoasawen BepCTKu.

B npunoxennn N 17 k TpeboBaHMAM K WHCTPYKUMM MO MEOULMNHCKOMY
NPUMEHEHUIO fleKapCTBEHHOro npenapata n oblien XxapakTepuCTUKe NeKapCTBEHHOro
npenapata pgnad MegUUMHCKOrO MNpUMEHeHUst K yaobouMTtaemMocTu  coaepartcs
nogpobHble pekoMeH4aunn OTHOCUTENBHO MUHUMANbHO JOMYCTUMOrO Kerns wpugrTa.

6.1.3. [oHATHOe n3noxeHue.

[MoHATHOe wun3noxeHue 4aBNAeTCHd, NpefyCMOTPEHHbIM  3aKOHOAATEesIbCTBOM
rocygapcrtea-yneHa TpeboBaHueMm, npeabsisngembiM K JIB. Pasgenom 4 Hactosawmx
TpeboBaHun NpeayCMOTPEHbI MOHATHOCTbL N yaobountaemocTb nHpopmauun. Ecnn J1B
BbIrMAOUT MNpUBMEKaTeNlbHO, HO KayeCTBO €ro WU3MOXEHUs HU3KOe WS  LUNPOKO
MCMNONb3YKTCA TEXHUYECKME TEPMMUHbI, TO BO3MOXHOCTb JOHECeHust MHpopmauum Ao
nauneHTa BHOBb OyaeT noTepsiHa.

6.2. Leneas ayautopusi M cBeOeHUsl, HeobOXxogumble ANs Hagnexallero
yOOBMETBOPEHUA NOTPEeOHOCTEN OaHHOW ayauTopun B MHOpMauun O feKapCcTBEHHOM
npenapare.

Mepen HanucaHvem TekcTa U pasmelleHuem ero B JIB Heobxogmmo onpepenuTb
obnacTb NpUMEeHeHus npenapaTa, ueneBble rpynnbl U YacTHble BOMNPOCHI, TpebyoLine
peweHusi. BoBneyeHne B npouecc MNOTEHUManbHbIX MauMeHTOB Ha paHHeM aTane
cocTtaBrneHunsa JIB nomoraeT obecneunTb YCMNELWHOCTb NOcneaylLwero TeCTUpoBaHUS U
npumMmeHeHus J1B.

B 9TOM KOHTEKCTEe HeobXoouMMO Yy4ecTb MOTPEOHOCTM NUL, NOXWUNOro BO3pacTa,
nuy, ons KoTopbiX odouumarnbHbIv A3blK rOCyAapcTBa-yfieHa He ABNSEeTCA POAHbIM, JnL C
3aTpyaHeHnaMM B obyyeHuM, a Takke nuy c 3abonesBaHusMM (Hanpumep, caxapHbIN
anabeT), cnoCobHbIMM NPUBECTU K HapyLleHnto 3peHunsi. OCHOBHbIE rpynmnbl NaUNEHTOB,
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Ha KoTopble cnegyet obpaTuUTb BHUMaAHUE, NePEYNCIIEHbI HUXE.

6.2.1. letn n monogble nogu (Morioable B3pochnble).

Ecnn nekapcTBeHHbIN npenapaTt npegHasHavyeH nauueHTam U3 3TOW KaTeropuu,
HeobxooMmo onpenenntb, Kakmm obpasom JIB ygosneTtBopsieT MX WMHGOPMALMOHHbIE
noTpebHoCTMW.

B psime cnyyaeB cnegyeTr pekoMeHAOBaTb 4uTalowemy obpatuTbCs K Apyrum
MCTOYHMKAM WHGOpPMaUMK, creunanbHO COCTaBfIEHHbIM Af1i €ro BO3PacTHOW pynnbl,
UM npegycMoTpeTb OTPbLIBHOW Kopellok J1B, KOTOpbI COAEpXUT KrtoYeBble CBeAEeHUNA
no ©6esonacHOMy MNPUMEHEHMIO NEKapCTBEHHOrO npenaparta, NpeAcTaBfieHHble TakuM
obpasom, 4Tobbl obecneunTb Nerkum AocTyn K tHGopmaLunn.

6.2.2. [ocnuTanbHble Npenaparbl.

Ecnn nekapcTBeHHbIN npenapaTt BBOAMTCA WM NPUMEHsieTca B OOMNbHUYHOM
yuypexneHun, B pasgesie rno NpUMEHEHWUIO FfeKapCTBEHHOrO npenaparta Heobxogumo
onpegenutb cnocob pasgeneHus CBedeHun, npefHasHadeHHbIX AN MeaULMHCKOro
nepcoHana n naumeHTa, Ytobbl obecnednTb MHPOPMUPOBAHNE ITUX L, HEOBXOaUMOWN
UM MHpopMaLmen.

[nsa MeanumMHCKOro nepcoHana CBeAeHUs, KOTOpble OHW AOSIKHbI YYUTbIBATb MNpU
BBEAEHMM npenapaTa, HeobxoaMMo NpeacTaBUTb Ha OTAENbHOM OTPbIBHON YacTu J1B.

MauneHTy HeobxoaMmo NpenocTaBUTbL OOCTYN K MHopMauuu, cogepxallenca B
JIB n Heobxogumown ansi 6e3onacHoOro npuUMEHEHUs1 feKapCTBEHHOro npenaparta C
BO3MOXXHOCTbIO €€ COXpaHEHNS y AaHHOro NauuneHTa.

6.2.3. OdpTanbmonornyeckme npenaparTbi.

Ecnn nekapcTBeHHbI npenapaTt sBNAeTcs odTanbMOoSiormyecknm, Heobxoommo
yOOCTOBEPUTBLCS, UTO KErfb WpudTa TeKCTa A4OCTAaTOYHO BESMK U NO3BOSSIET NauMeHTam
C HapyLUEHNEM OCTPOTbl 3PEHUS C NErKOCTb0 03HAKOMUTBLCSA C HUM. OTO npegnonaraeT
BO3MOXHOe wucnonb3oBaHue JIB 6onbwero obbema unu anbTepHaTUBHbIX OM3alHOB
(Hanpumep, anbbomMHasa opueHTauus CTpaHuubl) C Uernbld MakcumMmsauum LOCTYMHOW
nnowaau.

6.3. Kntoyesble ansa naumeHTa cBeaeHus.

[Mepen HanucaHMeM TeKCTa U pasMelleHMeM ero Ha cTpaHuue Heobxoammo
onpeaennTb, KakMe CBeAEHUs ABNAITCA KNYeBbIMU ANd ©e30nacHOro nNpuUMeEHeHUs
Ka)XQoro IieKapCTBEHHOro npenapaTta. 3TO MO3BONSET onpeaennTtb WHdopMaumio,
Tpebylolyo OTpaXeHus B 3arfaBusiX, a Takke OTAefbHble CcBeAeHus, Tpebyome
BblAEeNeHNa B MHTepecax YMTaroLLlero.

OnpepenuB kntoyeBble cBefeHUa ana 6e3onacHoro NpPUMEHEeHUst Onst Kaxgoro
neKkapcTBEHHOro npenapata, MOXHO MPUCTYNUTb K COCTaBfEHUIO OMPOCHMKA Ons
Nosib30BaTENbCKOro TECTUPOBAHMUS (€CNU OHO NPeLyCMOTPEHO 3aABUTESIEM).

WHdopmaLmsi 06 usMeHeHUsIX:
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6.4. Cogencraune nayneHTam B HaBuraumm no AOKYMEHTY.

PacnonoxeHne nHdgopmaumm B JOKYMEHTE ABMSETCS BaXXHbIM acrnekToM. [opsanok
npeacTaBneHns ceegeHnin npueBeaeH B pasgerne 4 Hactodawmx TpeboBaHui, a WwabrnoHb!
(npunoxenne N 15 k TpeboBaHMAM K WHCTPYKUMW MO MEOULMHCKOMY MNPUMEHEHWIO
neKkapcTBEHHOro npenaparta 1 obLien xapakTepucTuke fNekapcTBEHHOro npenapara gns
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MEOVLMHCKOIrO MNPUMEHEHMs) NOo3BONAT obecrneynTb JOSMKHOE  pacnosioXeHue
nHpopmavnmm B J1B. Mpn ncnonbsosaHnn wabnoHa B Lensax NpaBUIbHOIO pacnonoXeHns
NHpopmaumm Heobxognmmo ybeauTbCs, YTO OHa nepeBedeHa Ha 4A3blK, MOHATHbIN
Leneson ayautopum.

3atem HeobxoomMmo MpoAyMaTtb pacrnosioXeHne 3arofloBKOB WM MOA3arofioBKOB Ha
cTpaHuue, 4Tobbl ob6ecneynTb BO3MOXHOCTb OPUEHTALMN YUTAOWEro B MHAOPMaLUN.
3aronoBkn B JIB - KNHOYEBOWM WHCTPYMEHT, MO3BOMAAOWMNA YBUOETb CTPYKTYpPY
nanaraemblix ceegeHnn. Kpome Toro, 3arofoBKu BbINOSTHAKOT ABe OYHKLNK:

0603HavalT Havano pasgena v No3BonsAlT NAUMEHTY HAWTU UCKOMbIE CBEOEHMS;

OoTpaxaeT xapakTep NpMBOAMMON B pasgene uHdopmMaunm, no3Bosiss Ynutarowemy
NOHSATH ee.

3aronoBkM OOMKHbI BU3yanbHO BbIAENATLCS, YTOObI YMTaOWMIA MOT C NIErKOCTbIO
OTNNYNTL 3arosyIOBOK OT OCTaSIbHOro TEKCTa. ATO obnervyaet NOMCK NO TEKCTY Ha nNpeameT
onpeneneHHoro poga nHopmMauum.

BbloeneHne pgocturaetca HeCKONbKMMM criocobamu, Hanpumep: obpalleHHbIN
TEKCT - benble BykBbl HA TEMHOM (DOHE; YyBENMYEHHbIN NONYXUPHbIA TEKCT 3arofioBka no
CpaBHEHUIO C MH(bOpMaLMEN, CrieayoLen 3a HUM;

YBEMUYEHHbIN TEKCT 3arofioBka C BbIPa@XEHHbIM KOHTPACTHbIM LIBETOM MO
OTHOLLEHUIO K UHGPOpMaLMK, crieaytowen 3a HUM.

3arosioBkM AOSMKHbI MPaBUSIbHO OTpaXkaTb COAEepPXMMOoe pasfenos n no odwemy
npaBuny OblTb KOPOYe MHGOPMaLIUK, KOTOpas criegyeT 3a HUMMW.

Hekotopble pasgensl JIB aBnaiTca A0BOSIBHO OMMHHLIMW, MO3TOMY B TaKuUX
cnyyasx uenecoobpasHo UcCNonNb3oBaTb MNOA3ArosioBKM, KOTOpble obneryarT MOUCK B
BGonblom maccuee MHpopMauumn. 3To 0cobeHHO BaxXHO Ans pasgena 2 J1B, uto Tpebyet
OCMOTPUTESTIbHOIMO  UCMOSb30BaHUSA 3arofiOBKOB WM MOA3arofioBKOB C  Hagnexallen
nepapxuen C Lenbio pasrpaHnUYeHns cBefeHuin, KoTopble HeobxoaumMo npencTaBuUTb B
9TOM pasgene.

WHdopmaLuusi 06 usMeHeHusIX:
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6.5. NHble chakTopsbl, nognexawme yyety npu paspabotke J1B.

K gpyrum acnektam, KoTopble LefiecoobpasHo y4yeCTb Npu COBEpLUEHCTBOBAHUM
An3arHa N BEepPCTKU, OTHOCATCA Takue pakTopbl, Kak LBET, CUMBOSbI U MUKTOrpamMMmsl,
obneryarume NOHUMaHNE 1 MOUCK KITHOYEBOW MHOPMaLUN.

KntoyeBble acnekTbl, Kacalwuecs gusariHa U BEPCTKU, KOTOpble pekoMeHayeTcs
yunTbiBaTb B AOMNOSIHEHME K YKa3aHHbIM acrneKkTam:

Heobxoanmo ybeanTbCa B MPEEMCTBEHHOCTU PAcMoOfioXKEHUS 3arofloBKOB, a Takke
BblAENNTb UX, YBENUYUB LWIPUPT UK BbIOENUB TEKCT MNONYXUPHbIM;

pauMoHanbHoe UCMONb30BaHME LBETOB MN03BOSMsSieT obecneynTb XOpoLuui
KOHTpacT, Npu 39TOM 3noynoTpebrneHne uBeTamMu MOXET CTaTb CaMOCTOATENbHOWN
npobnemon;

nauneHTbl UCMNONb3yT npeaMeTHbIn ykasatenb. OH 0cobeHHO noneseH B
BykneTHOM dhopmaTe, KOTOPbIV Bbi3biBaeT 6onbluMe 3aTPpyAHEHUS C HaBUraumen;

Heobxoanumo yb6eauTbCs B MakCMManbHO BO3MOXHOM pasmepe TekcTa W
Hagnexawem WCMNoSib30BaHUM WHTEpBArioB Mexay 4Yactamu Tekcta. [noTHbIM TekcT
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CMOCOOCTBYET CHWXEHUIO KOHLUEHTpauuM BHUMAHUSA NauMeHTa W 3aTpyaHsaeT MNoucK
Heobxoanmon NHpopmMaumm;

OJNIMHHbIE  NEePeYHM  HexXenaTenbHbIX  peakuuMi  BbIMMSAAT  ycTpallarolle,
uenecoobpasHo ncnonb3oBaHne HEHYMepPOBaHHbIX CMUCKOB. Heobxogmmo
CrpynnupoBaTh HeXenaTerbHble peakuum No UX CEpPbE3HOCTUN U yOeanTbCs B MOHMMaHUU
nauymeHTamm ob6CToATENLCTB, TPEDYOLWNX NPUHATUS HEOTIOXHbLIX MEP;

HeobxooMmo yb6eanTbCsl, YTO COMNPSXKEHHbIE CBEAEHUS PACMOSIOXKEHbI PSALOM U He
pasHeceHbl NO pasfinYHbIM KOSTOHKaM nnm ctopoHam J1B.

Kpome Toro, coctaBrfieH CBOA KPUTEPUEB KayecTBa, KOTOPblE UCMOMb3YKTCA AN
6annbHon oueHkn JIB. Kputepum kadectBa npuBogatcs B npunoxeHmn N 18 kK
TpeboBaHNAM K MHCTPYKUMM MO MEOUUMHCKOMY MNPUMEHEHUID NEKapCTBEHHOro
npenapaTta u obLllen xapakTepUCTUKE JNeKapCTBEHHOro npenapara ans MeamuuHCKOro
NPUMEHEHUS.

Mx ncnonb3oBaHme B oTHowweHUK JIB, BKnoYaemoro B 4OCbe, No3BondeT ObICTpo
NOSTYYnUTb KOSIMYECTBEHHYIO XapaKkTepucTuKky kKadectsa J1IB 1 BbIsBUTb HEOOXOAMMOCTb
BHECEHUS OONOMHUTENBbHbIX U3MEHEHUI, CNOCOBHbIX yBENNYUTL 6anmnbHbIA CYeT.

7. Monb3oBaTenbLCcKoe TeCTUpoBaHue

7.1. NpaBoBasi OCHOBa.

B cootBeTcTBUMM C pasgerniom 4 HacToawmx TpeboBaHuii:

"B uensx obecneyeHnss ynoboumtaemMocTun, MOHATHOCTU U NErKOCTU BOCMPUATUSA
JIB moxeT oTpaxaTb pesdynbTaTbl KOHCYNbTauMuM C LefeBbIMU rpynnaMmn nauneHTos...".
PeaynbTtaTtbl OLEHKM, MNPOBEOEHHOW B BMAE KOHCYMbTauuu C UEeneBbiMU rpynnamu
nauneHToB, B 3TOM Clnyyae creayeTt NpeacTaBuTb B YNOMHOMOYEHHbIA OpraH.

[Monb3oBatenbckoe TeCcTMpoBaHME WU Opyrme  @opMbl  KOHCynbTauum C
naumveHtamm obecneumBaloT yyYeT MHEeHUs NauMeHTOB O COAepXXaHuWn, aAu3anHe W
BEpPCTKe, YTO MNO3BONAeT nMofyuYnTb UTOroBblM JIB, nogaBaeMbll Kak 4acTb
perncTpaumMoHHOro 4OCbe, NO3BOSISAOLWNN BONBLUMHCTBY NOTpebuTenen nekapcTBEHHOro
npenapaTa NnpuHMMaTh 6e3onacHble U NpaBUIbHbIE PELLEHUSI O Ero NPUMEHEHUN.

WHopmaLuusi 06 usMeHeHUsIX:
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7.2. OnpepeneHne Nonb3oBaTENbCKOro TECTUPOBAHMS

B npunoxenun N 17 kK TpeboBaHMAM K WHCTPYKUMM MO MeOULMHCKOMY
NPUMEHEHUIO NEeKapCTBEHHOro npenapaTta v obLlien xapakTepucTuke feKapCTBEHHOrO
npenapata Ang  MeOuUMHCKOro  MPUMEHEHUs  NPUMBOAUTCHA  BapuaHT  MeToaa
nosib3oBaTenbCKOro  TectupoBaHus  JIB, opgHako — gonyckaeTcs  BO3MOXHOCTb
MCMNONb30BaHUA APYrMx MeToLOB, €CflM OHW CrnoCOOHbl NOATBEPAUTb CMOCOOHOCTL
nauMeHToOB MCMNOMb30BaTbh LOKYMEHT Af1s1 MoMcKa U MOHUMAaHUS KITOYEBbIX CBEAEHUWN,
HeobxoanmbIX Ans 6e3onacHoOro NPMMEHEHNA KOHKPETHOMO JIeKapCTBEHHOro npenaparTa.

OnucaHHbIN MeTo[ npencraenseT cobon JANAarHOCTUYECKNI TecT,
AOEMOHCTpUpYyOLWNiA, B NepByld o4vyepedb, kak paboTtaet JIB Ha npaktuke, a He
noaTBEPXOALWNA Ka4eCTBO CMbICIIOBOrO HarnofiHEHUs] TeKCcTa (KOHTPOSib MOCneaHero
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MOXeT npoBOAUTLCHA, Harnpumep, ¢ nomowb Tecta SMOGG). OTOT WHCTPYMEHT
pa3paboTkm no3BONsieT OnNpedenuTb MNPEenaTCTBUS, CHWXalWMe  CnocOBHOCTb
MOHUMaHUSA U UCMONb30BaHUA NAbMU NpeaCcTaBNeHHON NHopMaLMK, a TakKe BbiSBUTb
npobnemHble obnacTtu, Tpebyowmne JONONHUTENBHONO BHUMAHUSA. OTOT METOL Kak aTan
npouecca paspaboTtkm JIB npencraensetr cobon ocobeHHy UeHHoCTb. Ecnn B xoae
TecTupoBaHusi  OBHapyXmBalTCA NPEnsaTCTBAS  ANS  NOHUMaHus  MHdopmauuuy,
notpebyercs  BHOCUTb  TWATENbHO  MPOAYMaHHble  M3MEHeHWs B Lensx
coBepLlieHcTBOBaHUSA J1B.

[lonyckaeTcsa MCnonb3oBaTb WHble MeTOAbl MONb30BATESIbCKOrO0 TECTUPOBAHUSA,
KOTOpble Takke OyayT pacCMOTPEHbl YNOSTHOMOYEHHLIMU OpraHamMu rocygapcTB-4IieHOB.
BaxHO npoBoauTb UWHAMBUAYalbHblE WHTEPBBID B paMKax Mofib30BaTeflbCKoro
TECTUPOBaHMUS C LENbl0 MOHUMaHUSA, KakuM 00pa3oM MaumMeHTbl OPUEHTUPYITCA B
npencTaBfeHHON MHGOpMaL K.

YNonHOMOYEHHblIE OpraHbl rOCy4apCTB-4YfieHOB He TpebylT MCnonb30BaHuWs
Kakoro-nmbo onpegeneHHoro Metoga TeCTUpOBaHMS, a OUEHUBaKT [daHHble,
cBMAEeTEeNbCTBYOLWME O TOM, YTO nogu, KoTopble 6yayT nonb3oBaTbes JIB, cnocoOHbl
HaNTN HeoBXoaANMY MHPOPMAaLMIO N OOSKHBIM 06pa3oM BOCMONb30BaTLCS €10.

OPY pekomeHayeTca yoeanTbca B TOM, YTO:

nepen TeCTMpoOBaHNMEM OLHO3HAYHO onpeferneHa Hamboree BaXHas MHopmMaums,
Hanpumep, npegHasHayeHue NeKkapCTBEHHOro npenapaTa, pPeXxum ero 4o3vmpoBaHud, a
TaKke 3HavYMMmble HexernaTemnbHble peakumm n ocobble ykasaHuda. OTa WHpopmaums
OyoeT 3aBuceTb OT [OEWCTBYIOLLEro BellecTBa paccMaTpyMBaeMoro JfekapCTBEHHOro
npenapata. Bonpocbl, 3agaBaemMble y4yacTHWKaM, [OOJKHbI OXBaTblBaTb KMHOYEBbIE
cBefeHusi, Heobxoaumble Ans 6esonacHoro npumeHeHus. KnouyeBble cBedeHus Ans
GesonacHoro npuMeHeHus OyaoyT cogepxaTbcsa B pasgenax 1 - 4 JIB, ogHako
pacrnpegeneHne unuM wmpota BOMPOCOB OyayT OTNMYaTbCs OT OAHOro npenapaTta K
apyromy. HecmoTpsi Ha TO 4TO HekoTopble npenapaTbl MOryT TpeboBaTb COCTaBIIEHUSA
BOMNPOCOB Ha OCHOBaHUM pasfenos 5 unu 6 JIB, TakMe crniydau, Kak npaBurio, penku.
Cnepyet yb6eoutbCa BO BKMHOYEHMM B OMPOCHMK BCEX KIIOYEBbIX CBeAEeHUMA Mo
GesonacHOMy  MNPUMEHEHUD, HeobXxoauMbIX  ONA  MOMYyYEeHUS  NOMOXKUTENbHbIX
pe3ynbTaTos;

CybbeKTbl U3 nccrnenyemblx BbIBOpok Hanboree BEPOSATHO MOTyT BOCMOMb30BaTbCSA
JIB paccmatpmBaemMoro npenaparta (BKMYas yxaxusalowmx nuvu). TecTupoBaTb Bce
nonynauumM naumMeHToB MNpu BCeX BO3MOXHbIX 0b6CTOATENbCTBAX He Tpebyetcs,
AOCTaTOYHO BKMIOYUTH NWL, CMOCOBHBLIX MNpeAcTaBUTb, YTO Yy HUX UMeEeT MecTo
COCTOSIHME, MPU KOTOPOM NpuMeHsieTca npenapat. Bo mnsbexaHne HeOonoHMMaHUsS He
AonyckaeTcs BKMOYaTb CBeAeHUd, NpeAHasHayvyeHHble na MeguUMHCKUX paboTHUKOB U
apyrmx nud, paboTtalwmx € nekapcTBEHHbIMM npenapatamu. Jlvua, 3HakomMmble C
nekapcTtBeHHbIM npernapartaM, Kak npaBumo, HenpurogHol And  npoBefeHus
TECTMPOBaHUA, OOHAKO OHW MOTYT CHAYXWUTb MCTOYHUKOM LIEHHbIX pekoMeHaauun Ha
aTane NoAroToBKM AM3alHa;

npuBeaeHbl ydeanTenbHble goKa3aTeNbCTBa, YTO NPOTECTUPOBAHHbIE YYACTHUKU
CMOrfN HaWTU M [O0SMKHbIM O6pa3oM BocCnonb3oBaTbCa WHGOpPMaumen. Bonpochl,
BKIMIOYEHHbIE B MPOTOKOM, MOABEPrHYTCS 3KCMEpTU3e OTHOCUTENBHO TOro, HaCKOJSIbKO
XOPOLLO OHWM OTpaXKatoT BbISIBIIEHHbIE KIloueBble cBefeHust No 6e3onacHocTn. Bonpochl
AOSMKHbI  OblTb  OTKPbITBIMKW, OOMKHbI MO3BOMATE YYaCTHWKY npeacrtaButb cebsa B



onpeneneHHon cutyauum n He OOSMKHbI NoAcKa3biBaTb eMy OTBET, cogepxawmincs B J1B.
Kaxxgbin BONpoc AomKeH ObiTb COCTaBNeH Hagnexawmm obpasom. HakonneHne gaHHbIXx,
pPaBHO KaK M HECNOCOBHOCTb HaxXOXAEHUS UKW MOHUMAHUSA yYaCTHUKAMW OOHOro Win
BGonee 3Ha4YMMbIX BONPOCOB, HEQOMYCTUMbI. DKCNEPTbl MPOBEPAT 3afaHHble yYacTHUKaM
3Ha4YMMble BOMPOCbI N COOTBETCTBME KaXOoro BOMpoca KPUTEPUAM YCMELLUHOCTH,
BblpaboTaHHbIM 4O Havana TeCTMPOBaHUA.

7.2.1. IHTepnpeTauus Kputepmnes ycnexa.

Kputepun ycnexa npegnonaratot, 4To 90 NpoLEHTOB rpaMOTHbIX B3POCHbIX vy,
AOMKHbI ObITb CNOCOOHbI HanTn cBegeHust 1 90 MPOLEHTOB M3 HUX AOSKHbI ObiTb
CNOCOOHbI NOHATb MHGOpMauno. B pamkax AByx rpynn, Kaxaas u3 KOTOpbIX COCTOUT U3
10 y4yacTHukoB, Heobxoanumo, 4Tobbl nHdopmaums B J1B 6bina HarvgeHa u noHaTa 16 13
20 yvactHukoB. Ecnu pesynbTatbl He [OTArMBaKOT OO 3TOW rpaHuubl, Heobxoammo
nepecmotpeTb JIB n npoBectn OOMNONHUTENBHOE TecTupoBaHue. Ecnn mcnonb3yroTca
anbTepHaTUBHbIE METOAblI TECTUPOBAHUS, KPUTEPUN ycnexa MoryT ObiTb MHbIMU. TeM He
MEeHee He3aBUCUMO OT KpUTepueB ycrexa Kaxabli BONPOC [OSMKEH CaMOCTOSATESNbHO
yOOBIIETBOPATb TAKUM KPUTEPUSAM.

7.2.2. NoarotoBka oT4yeTa, BKMHOYAEMOro B OCbLE.

Mpn  coctaBneHunm  oOT4yeTa, BKAKOYAemMoro B [OCbe, NogaBaemMoro
YNOSTHOMOYEHHbLIM OpraHam rocygapcTB-4SieHOB, HEOOXOANUMO Yy4eCTb OnyOnMKoBaHHbIE
pekomeHgaumn. Kpome Toro, B oT4eT LenecoobpasHo BKAYUTL criegyowme pasgensol:

7.2.2.1. KntoveBble cBeaeHns ang 6e3onacHoro npuMeHeHus.

Takune cBefeHna Heob6xoanMMO onpeaenuTb 3apaHee MHANBUAYASTbHO ON151 KaXK40ro
npenapata. Heobxogumo onucatb, Ha OCHOBaAHUM Yero MnoslydeHbl BOMpPOCHI,
OPVEHTUPYSACb Ha KITOYEBLIE CBeAEHNA N0 6Ge30nacHOMY NMPUMEHEHNIO.

7.2.2.2. BbibOp y4acTHUKOB 1 UX AeMorpadmnyeckme XxapakTepUCTUKN.

Heobxoaumo onucaTtb, HacKOSbKO TecTupyemasi nonynauus otpaxaeT Haubonee
BEPOATHYIO NONYNALMIO NALMEHTOB paccMaTpuBaeMoro npenapaTa Kak no rnosny, Tak u no
BO3paCTHOMY AManasoHy.

B uenax wucknwo4veHns cuctemaTtmyeckmx owmnbok (bias) Heobxoommo onucaTtb
KpUTEPUM HEBKIIOYEHUS U YPOBEHb 0OPa30BaHUS Y4aCTHUKOB.

7.2.2.3. AHanu3 no Kaxxgown NpoTecTMpoOBaHHOW rpymnne.

padhuyeckoe npencTaBneHNE SABMSETCA Haanexawum cnocobomMm OoHeCeHus
nHdopMaumm, oaHaKo rpadukm OOSMKHbI OblTb YETKO MPOMapKMpOBaHbl W NErko
noaaaBaTbCs MHTepnpeTaunu.

Kaxkabih BONpOC A0SMKEH BblaepXaTb COOTBETCTBME KPUTEPUSM yCrexa.

Heobxoaumo naeHTMdumumnpoBaTb BOMPOCHl, C KOTOPbIMA Y Y4aCTHUKOB BO3HUKNN
3aTpygHeHnsa. OTU 3aTpygHEHUA MOryT BO3HMKaTb Npu noucke U (MnNun) MOHUMaHWUK
MHdopMaLmK.

MpyM KUCnonNb30BaHUM TakMX CYObEKTMBHbIX KpuTepueB, Kak "nerko", "c
3atpygHeHnamu" un T1.4., HeobxoauMMO onucaTtb, KakuM 06pas3oM Y4YaCTHUKM Haxogusiv
MHopmaumo. Heobxoammo y4uuTbIBaTb, 4YTO 3KCMNEPTbl YMNOSIHOMOYEHHOrO oOpraHa
rocygapcrBa-yfieHa HeraTMBHO OTHOCATCS K BblpaXeHusam "C 3aTpygHeHusmu" unm “c
GonbwMMK  3aTpyaHEHUSIMK", MO3TOMY HeobxoauMO npoaHanM3npoBaTb, HAaCKOSIbKO
NerkocTb noncka nHgopmaumm 6eina ynydweHa npyv BHeceHn nameHeHun B J1B.

Heobxogmumo npennoxumte uaMeHeHuss Kk J1B, HanpaBneHHble Ha ycTpaHeHue
3aTpygHEHNN.



HeobxoaMmo NoBTOPHO NPOBECTU TECTUPOBAHNE U COCTaABUTb MO HEMY OTYeET.

7.2.2.4. Xapaktepuctnka obpaTtHOM CBA3WN CO CTOPOHbI Y4AaCTHUKOB OTHOCUTENbHO
JIB n npeacTtaBneHne naMeHeHin, y4mMTbiBaloLWLMX BCE BOMNPOCHI 06Lero xapakrepa.

7.2.2.5. Bce Bepcun J1B.

7.2.2.6. T[lepBn4yHble [aHHble, TMOMyYeHHble MO pe3ynbTatam WHTEPBbIO,
npeacTaBnaTb He criegyeTt, A0CTaTOYHO NpefoCTaBUTb Pe3toMe YCTHbIX OTBETOB. Ecnun
noTpebytoTca AoNoNHUTENbHbIE CBEAEHUS, B Xo4e aKcnepTusbl ByaeT caenaH 3anpoc o
HeobXx0aANMMOCTU ee NpeacTaBeHus.

NHonBuayanbHble CBEOEHUS O TECTMPOBAHUM KaXKAOro yyYaCTHUKA NpencTaBfisiTb
He Tpebyetca. ockonbKy TecTupoBaHuo noasepraeTcs JIB, a He y4acTHUKM, Takue
AaHHble He SBMSTCA 3HAYMMbIMU.

7.3. ObcToATENbLCTBA, TPEOYIOLWMNE NPOBEAEHNSA TECTMPOBAHUS

Ecnn nposoaunocb nosib3oBaTenbCkoe TeCcTUpoBaHMe, B [OCbe Heobxoonmo
BKMIOYMTL  noaTBepxaeHue  atoro.  [lpu  peructpauum  BOCMPOU3BEAEHHONO
nekapctBeHHOro npenapata (buwoaHanora) 3asiBUTENb TaKkKe MOXET MNpOBOAUTb
nosib3oBaTenbCKoe TecTupoBaHne. BmecTe ¢ TeM 3TO He O3HayaeT, YTo Heobxoaumo
NPOBOANTL NMOMb30BaTeNbCKOe TeCTUpoOBaHue (ero aHanora) ons scex J1B.

Mpn npoBefeHUM MNoMb30BaTENbCKOrO WM WMHOMO TEeCTUPOBaHWUS HeobXoauMo
Mcnonb3oBaTb MOSIHOLBETHbLIM MakeT JIB nekapCTBeHHOro npenapaTta, BBOAUMOIO B
obopoT. He ponyckaetcsa wucnofib3oBaTb TEKCTOBYHO BEPCUIO, MOCKOMbKY AU3alH U
BEepCTKa OKa3blBalOT CYLLUECTBEHHOE BMWSAHWE Ha CNOCOOHOCTb MauMeHTa HaxoouTb U
NOHUMAaTb KNtoYeBble cBeAeHUs ans 6e3onacHoro NpUMeHeHUs.

JIB nekapcCTBEHHbIX npenapatoB, BBOAWMbIX MeOULUHCKAMM pabOoTHMKaMu B
BONMBbHUYHBIX yYpexaeHusaX, TaKkKe MOryT codepxaTb [AaHHble, noATBepXxaaroLine
cobntogeHne HopM pasgena 4 HacTosawmux TpeboBaHU.

B cnegytowmx cnyyaax saasutento (OPY) cnegyet npegycMmoTpeTb nNpoBeaeHue
NoSib30BaTENbCKOrO WUIIM aHanorMyHoro TectupoBaHus J1B, nockonbky npencraBreHue
ero pesynbtatoB 6ygeT cnocobCTBOBaTb NpenynpexneHU0 BO3MOXHbIX 3amMedaHuin
YNOSTHOMOYEHHbIX opraHoB (3KCnepTHbIX opraHusauyun) rocygapcTB-41eHOB
OTHOCUTENBbHO HEHaANeXallero KkKadectsa nHpopmMmauumn, npeacraBnaeMon naymneHTy:

nekapCTBeHHble Mpenapartbl, coepXaline HOBble XUMWUYECKME COEeAUHEHUS Unu
BblMyCKaemble B MPUHLUMUNNANbHO HOBbIX NeKapCTBEHHbIX hopMax;

nekapcTBeHHble nNpenapaTtbl, NOABEPrnecs N3MEHEHNIO YCNOBUIN OTNYCKa;

nekapctBeHHble npenapatbl, B paHee NpoTeCcTMpPOBaHHbIN J1B KOTOPbIX BHECEHDI
crnegytoume 3Ha4ymMble HOBble cBefieHust Mo 6e30nacHOCTU:

pobasneHne 60MbLIOr0 KOMMYecTBa HOBbIX KIUMHUYECKUX pekoMeHgaumn (B
obbeme, NpesblWaWeEM eguHUYHble crnoBa UnNu dpasbl) BCNeacTBue OorpaHUYeHuin B
cBA3U ¢ 6e30MacHOCTbIO;

BKIMIOYEHWE HOBbIX NONYyNALMA NaUMEeHTOB Kak CrneacTBue pacluMpeHns nokasaHum
K MPUMEHEHNIO NpenaparTa.

OTN M3MEHEHNA MOryT MNpUBECTU K CMeleHnto ONnokoB TeKCcTa 3a4yacTylo C
YMEHbLUEHMEM Kerns wpudTa, nepeopmeHTaumm nHpopmauum, UsMeHeHUo ansanHa u
BEPCTKM 3a4acTyl0 C BKAOYEHNEM OOMOSNHUTENBbHBIX KOJIOHOK UM nepexoay K oopmaty
OykneTta. YkasaHHble W3MEHEHWA [Ou3aiiHa, KOoTopble He ObilivM MPOBEPEHbI B paHee
npoBeeHHOM MOJSIb30BaTENIbCKOM TEeCTMPOBaHUM WM C MOMOLbIO MNPOBELEHHOrO
CBsA3yloLLero ncernenosaHus, 3assutento (JPY) cnegyet paccmaTtpuBaTbh Kak OCHOBaHUE



Anst  NpeacTaBneHns  AOMNOMHUTENbHbLIX AaHHbIX, NOATBEpXAawlmux cobngeHne
TpeboBaHun pasgena 4 HacTosAwmnx TpeboBaHUA.

3a 4acTHbIMM peKoMeHAauMs MK 3adBUTENSM pekoMeHayeTca obpallaTtbcs 3a
KOHCYyNnbTauMen B yNONHOMOYEHHbIE OpraHbl roCyAapCTB-4YNEHOB.

Mpn BHECEHUM CYLLECTBEHHbLIX W3MEHEHMA B Au3alH W BEPCTKY paHee
npotectupoBaHHoro JIB 3ayactyio TpebyeTcs CKOppekTMpoBaTb €ro pas3Mepbl NUCTa,
4TOObl COOTBETCTBOBATb HOBbLIM MPOU3BOACTBEHHbLIM MOLLHOCTAM. Ecnn opueHTauusa u
pacnonoxeHne WHdoOpMaUMM He U3MEHHAeTCHd, MpoBedeHne  OOMNONHUTENbHOro
TECTMPOBaHUA UMM CBA3YKOWEro uccnegoBaHus He Ttpebyetcsa. C OopyroM CTOPOHDI,
M3MEHEHNE OpMeHTauunm CcTpaHmubl U (UnKM) pasmepa TekcTa W BBeAEHUE
anbTepHaTUBHbLIX dhopmaToB (nepexod Ha dopmaT bykneTa) criegyet paccmaTpuBaTtbh
Kak OCHOBaHWe Ans npoBedeHUa [OOMNOSIHUTENbHOrO CBA3YIOWEro WuccnegoBaHus,
dooKyC-rpynrnbl UM B HEKOTOPbIX Cry4YasaX MOSIHOLEHHOro  MoJSib30BaTeNbCKOro
TECTUPOBaHMUSI.

Ecnun mapkMpoBKa CnyxuT uenam goBeAeHUs UHGopMaLmn, yKasaHHOM pasnernom
4 Hactoswmx TpeboBaHuKW, 3TO Takke cregyeT paccMaTtpuBaTb Kak OCHOBaHWe Asis
npoBeaeHNA NOSb30BaTENbCKOrO TECTUPOBAHMS.

[Monb3oBaTenbCKOE WNM  aHanorMyHoe TeCcTUpoBaHME He TpebyeTtcs, ecnu
N3MEHeHns He npegnonaraloT BHeceHwe B JIB HoBoro crnoBa wvnu (pasbl B paHee
NPOTECTUPOBAHHbIN pasgen unu nNpu M3MEHeHUW Oum3arHa U BEPCTKU He BNUST Ha
pacnosioXxXeHne nnu pasmep npencrasneHHoOn nHopmaymn.

7.4. NpoBeaeHne CBA3YIOLLEro UCCrnegoBaHus.

MoHATMe "cBasbiBaHMe" npumeHsieTcsa K JIB, koTopble AgocTtaTodHO 6nuK3Kku
(nogobBHbI) Kak no coaepxaHuo, Tak W BepcTke. [lpu cBA3bIBAHUM yCMELHOe
nonb3oBaTenbckoe TecTupoBaHue JIB pogutenbckoro JIB MOXHO wucnonb3oBaTb B
KadecTBe 0O60CHOBaHUA He NPOBeAEHNA TeCTUPOBaHUA aHanorndHoix J1B govepHux J1B.
B HekoTopbIx crnydasx govepHue JIB moryT nonaratbCa Ha pesynbTaTbl TECTUPOBAHUSA
HEeCKOJSTbKMX poauTenbckux J1B.

[MockonbKy AM3anH N BepcTKa MHOpMaLnKn SBRAOTCA KItoYeBbIMU dakTopamu ee
MCMNONb30BaHNA U MOHUMAHUSA, B LIESISIX YCNELWHOro cBA3biBaHUA govepHue JIB AomKHbI
UMeTb TOT Xe [Au3anH, BEepCTKY M CTUfb U3NOXEeHUd, 4TOo U poautenbckun J1B.
CesasbiBaHne He byaeT ogobpeHO ynosIHOMOYEHHbLIM OpraHOM rocygapcTBa-yneHa, ecnm
9TW YCIOBUS HE BblAEPXNBAKOTCS.

7.4.1. KntoueBble cBegeHus anst 6e3onacHoro NnpuMeHeHus.

B uensx ycnewHoro nofib30BaTENbCKOrO  TECTUPOBaHMS  HEobxoammo
3abnaroBpeMeHHO ornpenenntb Krw4deBble cBefeHna ans 6e3onacHoro npUMeHeHus
paccMaTpuBaeMoro fekapCTBEHHOro npenaparta. [Ona Kaxgoro fekapCTBEHHOro
npenapata 3Tu cBegeHust OyayT pasnudatbesi. ONpOCHUK AOSKEH YYuTbiBaTb 3TU
KNoYeBble CBEAEHUS U coaepXaTb MNOoATBEPXKAEHME TOro, YTO MNauMEHTbl CNOCOOHLI
HaNTKU M MNOHATbL 3TU CBEAEHUs C LUenbio 6e3onacHoro NPUMEHEHUs1 NeKapCTBEHHOMO
npenapata. [logobHoe nonb3oBaTenbCKkoe TeCTUpPOBaHME BMOCMEACTBUM  MOXHO
ncnonb3oBatb B KadecTBe 06ocHoBaHuA J1B, cocTaBneHHOro Tem xe crnocobom B
OTHOLUEHUN pPOACTBEHHOrO rnpenapaTta. B cBAsywwemMm wuccnegoBaHUMM  KIOYEBLIE
cBefeHus ans 6e3onacHoro NPUMEHeHUs!, coaepXKawmecs B pOAUTENBbCKUX U OOYEPHUX
JIB, gormkHbl ObITb MaeHTUYHbIMU. OOHAKO cBegeHus no 6e3onacHOCTU, Bbi3blBaloLLMe
ocobble onaceHus, HeobxoaNMO NPOTECTUPOBATL B OTHOLLEHUN KaXgoro goyepHero J1B.



7.4.2. dopmart, AM3anH 1 BepPCTKa.

[OunsanH n BepcTtka JIB saABnsOTCA OCHOBOMOMaralWmMMmM acnektamm nosyyvyeHns
naumeHTamm KnYeBblX cBefdeHun no 6e3onacHOMYy MPUMEHEHUIO NeKapCTBEHHOro
npenaparta. 3anorom yCnewHoOCTU CBA3bIBaHUSA ABNAKOTCA obWnin OuM3aiH U BepcTka
poauTenbckux n godepHux J1B. Obwune agnsanH n BepcTka BKIoYatoT B cebsa cneaytowme
BaXXHble acCnekTbl:

rapHUTYpY 1 Kernb WpndTa;

3aronoBKM 1 NOA3arosiIoBKK, BKITOYAA OOHOPOAHOCTb UX PACMONOXEHWS;

pa3mepbl JIB, BKAOYas KHWXHYIO (anbOOMHYI0) OpUeHTauuo CTPaHULUbl U YUCHO
KOJTOHOK;

ncnosib3oBaHMe LBETOB U BbIOOP LIBETOBOW raMMbl;

CTUNb U3NOXEHUS U POPMYISTUPOBKMY;

BepcTKa KpuTnudecknx pasgenos J1B, kacatowmxca 6e30nacHOCTHU;

NCronb30BaHNe NUKTOrpamm.

Kaxabin HoBbi am3anH JIB (C KOHKpeTHbIMW pasmepamu) unm Bapuaumm B
dopmaTe npencrasneHnsa (Hanpumep, GykneT) OOMKHbI MPONTU HECKOSMbKO YCMNEeLIHbIX
NONb30BaTENbCKUX TECTUPOBAHUI, YTODLI JOMyCcKanock MCNONb3oBaHMe ocTasnbHbIX J1B,
CXOXUX No dopmaTty, B cBaA3ywweM wuccnegosaHun. KonmyectBo HeobGXoauMbIX
NoJsib3oBaTENbCKNX TECTUPOBAHUIM KOHKPETHOro dpopmaTta byaeT 3aBUCETb OT CITOXHOCTHU
npeacraBnsemMon uMHGOPMaUMM B  KaXOOM  KOHKPETHOM Ccrnyyvyae W noanexuT
onpegerneHunio B UHANBUOYaANTbHOM NopsaKe.

7.4.3. lNpnmeHeHne NpakTUKN CBA3bIBaHUA.

Hwke ykasaHbl obcTtoaTenbctBa [OMYCTUMOCTU CBS3bIBAHUS C  aHanM3oM
Kputepues npuemriemoctn. Bo Bcex cnyyasx ueneBas nonynsaumsa nauyneHToB OOSMDKHA
ObITb OANHAKOBOMN.

a) PacwmpeHune nuHenku.

CeasblBaHWe, Kak npaBuno, AonycTMMO B OTHoweHun JIB ¢ TOom Xe
dapMaKkosiorM4eckn akTUBHOM YacTbi0 MOMEKynbl OEeNCTBYHOLLEro BellecTtsa npu
pasnnyHbIX OO3MPOBKaxX U NyTAX BBeAeHus. B aTux crnyyasx B KadecTBe poauTeENbCKUM
JIB pomxeH BbicTynaTb JIB, cogepxawwmn Haubonee CRNOXHy ANs nayueHTta
nHdopMaLmio.

Hanpumep, JIB Ha guasenam B nekapcTBeHHoW ¢popme "pacTtBop Anda npuema
BHYTpPb" MOXHO BblbpaTb B KadecTBe pogutenbckoro JIB Ha guasenam B Tabnetkax
(noyepHun JIB).

Ecnu nekapcTBeHHbIN NpenapaT UMeeT COCTaB, Kak NpaBuio, He NOCTaBNsAeMbIN
naymeHTam gnsi CaMmoCTOATENBHOrO NPUMEHEHUS, COOTBETCTBYOWMI J1IB MOXHO CBA3aTb
c JIB Toro xe npenapara, NPUMEHAEMOro CaMOCTOATENbLHO.

Hanpumep, JIB Ha nHbEKUMOHHbIN ana3enam (goYepHUin) MOXHO cBs3aTth ¢ J1B Ha
Awnasernam B fiekapCTBeHHOM (popme "pacTBOp 4SS npuemMa BHYTpb" (POOUTENbCKUN).

Ecnn noteHumanbHO cxoxue npenapatbl TPeOywT MNOHMMaHUSA NauMeHTOM
CYLWECTBEHHO pasnnyarolmnxcs crnocoboB MpPUMEHEHNS, MNPUMEHSIOTCS pasfnUyHble
KpuTtepun (Hanpumep, WMHranaTop u nnactelpb). B gaHHOM crnyyae Heobxogumo 6yaer
obecneunTb ycrnewHoe NPOXoXaeHne Nosib3oBaTeNbCKOro TeCTUMPOBaHNA MHOpMaLmu,
Kacarowencss pexuma posupoBaHus. OgHako goyvepHun JIB moxeT nonaratbcs Ha
pesynbTaTbl MOMb30BaTESIbCKUX TECTUPOBAHUW, NPOBELEHHbIX Ha JIMCTKaxX HECKONbKUX
npenapaTos.



Hanpumep, Kk JIB Ha MHranaunoHHbIn canbbytamon (4OoYepHUin) MOXHO NMPUMEHNTb
"NBONHOE cBA3blBaHME", cBsi3aB ero ¢ JIB Ha npenapat canbbytamona gnsa npvema
BHYTPb, MpoOWealnid ycnewHoe nosib3oBaTenbCckoe TecTupoBaHuMe (B 4acTu
WHOpMaUMK,  Kacawwenca  gapmMakonorMyeckm  akTMBHOM  4acTU  MOSeKysbl
aencrteyrowiero BewecTtsa), U JIB Ha npenapat 6eknometasoHa C WOAEHTUYHbLIM
WHransiTopom (B 4acTu MHpopMaumm, KacaroLencs AoCTaBKu).

Ecnv noptdene komnaHuu BkNoYaeT B ceba psag CTaHOapTHLIX NEeKapCTBEHHbIX
dopM ANs MeCTHOro npuMeHeHnsa (Masu; Kpema; rnasHble, YWHble U HasalbHble Kannu
unu masm (Kpema), npenapartbl ANA KOXW BOJIOCMCTOM YacTW T[OfoBbl, JTOCbOHBbI),
oTAenbHOe TeCTUPOBaAHME UHCTPYKUMA MO MPUrOTOBAEHUIO N NMPUMEHEHUIO NpenapaTa B
HopMe He TpebyeTcs, ecnuM TOMbKO OHM He codepXaT HenpoTeCTUPOBaHHbIE
MUKTOrpaMmbl.

[Mpn aToM coxpaHsieTca TpeboBaHMe 06 OOMHAKOBOCTU AM3aiiHa, BEPCTKU U CTUSIS
N3noxeHnsa godepHux J1B;

0) nekapcTBeHHbIE NpenapaTbl U3 TOro e papMakosiorm4eckoro Kracca.

Cs4asblBaHWe, Kak npasurno, npuvemnemMo B OTHoweHun JIB Ha nekapcTBeHHble
npenapaTtbl U3 TOrO Xe TepaneBTUYECKOro Knacca npu yCrioBMM CXOXECTU KITMHUYECKMX
CBeLEeHWI, coaepXallmxcs B CBOOHOW XapakKTepucTuke npenapaTta (U, Kak crneacrteue,
nHdopmaumm B J1B). BaxxHo, 4TOBbI KntoveBble cBeaeHMs No 6e30nacHOMY NPUMEHEHUIO
POLCTBEHHbIX MpenapaToB ObiMn cxoxumun. Bmecte ¢ Tem dopmat u Bepctka J1B,
nogBepraembiX CBA3bIBAHUIO, [AOSDKHbl ObiTb OAMHAKOBbIMW. JTO O3Ha4YaeT, 4To
podepHun JIB HeobxoguMmo nepecMoTpeTb M npuaatb €My An3anH, BEpCTKY W
NMHIBUCTUYECKUN CTWMb, KOTOPble COOTBETCTBYIOT poautensckomy J1B, KoTopbin
nogBeprcs nosfib3oBaTenbCKOMY TECTUPOBAHMIO.

TepaneBTUYECKM CXOXMe npenapaTbl - 3TO rpynna NekapcTBEeHHbIX NpenapaTosB Co
CXOXMM MeXaHU3MOM AeNcTBus. Hxe npuBoaaTcs npumepsbl, Npyv 3TOM BKITKOYEHME ITUX
TepaneBTUYECKM CXOXMX MPUMEPOB B npeaersiax KOHKPETHbIX KraccoB HeobasaTenbHO
O3Ha4vaeT, YTo CcBA3bIBaHME ByaeT yooBneTBOPATbL BCeM TpeboBaHNAM B OTHOWeHUK J1B
Ha cnefyloume Kateropum npenapaTos.

cepaeyHo-cocyancTble npenapaTbl:

TMasuaHble U ANypeTukn nogobHOro AencTeus;

B-a,cl,peHo6n0|<aTopb|;

NHIMBUTOPbI aHMMOTEH3NHNPEBpaLLatoLero depmMeHTa;
CpeacTBa, BNUSAIOLNE HA LEHTPanbHY HEPBHYIO CUCTEMY:
CENeKTMBHbIE MHIMOUTOPLI 06pPaTHOrO 3axBaTa CEPOTOHUHA;
TPULMKITUYECKME U CXOXMNE aHTUOENPECCAHTbI;
aHTUIMCTaMUHHbIE Npenaparbl;

OeH3oanasenmnHbl;

ONMMOUAHbIE aHANbreTUK;

NPOTUBOMUKPOBOHLIE NpenapaTbl:

NeHNUMNIMHBI, LedanocnopuHbl 1 Makponuabi;
NpoTUBOrpMOKOBLIE NpenapaThl;

cpeacTtBa, BNUAKOLWME HA KOCTHO-MbILLEYHY CUCTEMY:
HecTepouaHble NPOTUBOBOCNANUTENbHbIE NpenapaThl;
9HOOKPMHOMNOIMYeCcKne nekapcTBeHHbIe npenapaTbl:
rMIOKOKOPTUKOUAbI,



NPOTMBOONYXOSEBLIE NIEKAPCTBEHHbIE NMpenaparbl:

anknnmpyowme uMTocTaTuKK;

nekapcTBeHHbIE NpenapaTbl, UCNOSb3yeMble A5l BHYTPUBEHHOIO NUTAHUS;

nekapcTBeHHble NpenapaTthl, MPUMEHSEMbIE B aKyLLEPCTBE U TMHEKONOIMK:

nepoparbHble KOHTPaLeNTUBLI,

nekapcTBeHHble MpenapaTtbl, paccMaTpuBaeMble B KayeCTBE 4SIEHOB OOHOW
rpynnbl HA OCHOBaHUM 0ONacTM MX NMPUMEHEHUs, HO KOTOpble (paKkTudecku cogepxat
npenapaTbl C pasnuMyarLWwmMnUca MexaHnamamMmm AenCcTBUsS U KIto4YeBbIMU CBEAEHUSIMU NO
Ge3onacHoOMy NpUMEHEHNIO, NOABEPralTCa SKCNepTU3e B MHOAMBUAYANBHOM NMOpsiaKe.

B OTHOWeEHWM crnegylwmnx JEeKapCTBEHHbIX MNpenapaTtoB, Kak npaswuno,
HEBO3MOXHO MPOBECTM YCMNELLUHOE CBSA3blBaHWE BCNELCTBUE PO3HALUNXCA KIMHUYECKUX
acnekToB X AEUCTBUS N NPUMEHEHUS:

aHTnapuTMMYecKme npenapaTtsbl, Takne Kak ammogapoH 1 gusonupammg,;

NPOTUBOSNUIIENTUYECKME nNpenapaTtbl, Takne Kak BanbnpoeBasl KUCNOTa,
NaMoTPUOXUH U PEHUTOUH;

bonesHb-mMoanuumpyolMe nNpoTMBOpPEBMATUYECKME nNpernapartbl, TakMe Kak
npenapatbl 30/10Ta U NEHNLUMANAMMUH.

B TepaneBTudeckmx obnactax c 6o0MbWMM  KONMYECTBOM NEKAPCTBEHHbIX
npenapaToB C pasnuyalwnuMmnuca mMexaHnamamm OEeNCTBUSA, HO MeHee KPUTUYHbIMU
Kno4yeBbiMM acnektamm anst 6e3onacHoro nNpUMMEHEHUsT BO3MOXHO CBSi3blBaHUE,
Hanpumep:

aHTauMaoB M CNasMoNIMTUYECKUX NMpenapaTos;

NPOTMBOKALUIEBbLIX NpenapaTos;

BUTaMWHOB;

npenapaTtoB A4Sl OPOLLUEHNSA NOSNIOCTU PTa;

npenapaTtoB M3 rpynmbl KEPaTONUTUKOB.

B OonblwuMHCTBE cCny4yaeB B KayecTBe poauTenbckoro Bblbupaetcs JIB,
cogepXxalunin nHdopmaumio, MakCMMarnbHyl No OXBaTbiBAEMbIM acneKTaMm;

B) OAWHAKOBbIE KIoYEBbIE cBeeHNA N0 6e3onacHOMY MPUMEHEHMUIO.

Ecnun knoyeBble cBegeHus no 6e3onacHoOMy MPUMEHEHUIO, YCTaHOBIMEHHbIE ASIS
psga IeKkapCTBEHHbIX MpenapaToB, CXOoXu, a JIB cnpoeKkTupoBaHbl, CBEpPCTaHbl W
HanucaHbl NOEHTUYHBLIM CNOCOOOM, CBSI3bIBaHME Nerko nogaaeTca 000CHOBAHMIO;

r) OQHOPOAHOCTb NMOMyNsAUNN NaLUEHTOB.

JlekapcTBeHHbIE NpenapaThbl B Npegenax o4HOro Krnacca, kak npasmno, NPUMeHsItoT
y OAHOM W TOM >Xe nonynauMm naumeHToB. Bmecte c¢ TemM HebOnbLUOE KONMMYECTBO
npenapaTtoB MNPUMEHSOT B HECKONbKUX TepaneBTUYEeCKMX obnacTtax, Hanpumep,
FMIOKOKOPTUKOUAbLI. B Takux cnydasax MOXHO npuberHytb K ABOMHOMY CBSI3blBaHMIO,
ybeamBimcb, 4TO poauTensckme JIB, € KoTOpbiMM CBSA3biBAKOTCA AovepHue J1B,
OXBaTbIBAlOT BCE KIHOYEBLIE CBEAEHUNA MO 6e30nacHOMYy NPUMEHEHWUIO, 0BYCNOBNEHHLIE
NPOTUBOMNOKa3aHMUsIMK,  OCODObIMW  yKaszaHuAMW, MepamMun  NPEedOCTOPOXHOCTU U
HexenaTenbHbIMWU  peakumaMu, a TaKkKe YYUTbIBAlOT BOMPOCHI, OTHOCALWMECA K
NoKasaHWsM K NPUMEHEHUIO N PEXUMY 0O3UPOBAHUS,

A1) KOMBMHMPOBaHHbIE Npenaparhbl.

JIB Ha KoMBunHMpOBaHHbIM Npenapart B LerioM cregyet paccmaTpmBaTh B Ka4ecTBe
poauTenbckoro J1IB ans uenen cBA3bIBAHUA OTAENbHbIX KOMMOHEHTOB AodvepHux J1B.
Heobxogumo ybeauTtbca, 4YTO BCE KNiOYeBble CBeAEHUS No 6e30nacHOMYy NPUMEHEHMIO



OTAENbHbIX KOMMOHEHTOB BKMKOYEHbI B ONPOCHUK KOMBuHMpoBaHHoro J1B. [JonyckaeTcs
ncnonb3oBaTtb JIB oTAeNbHbIX KOMNOHEHTOB B KadecTBe poauTenbcknx JIB n cBaAsbiBaTh
KOMOMHMpOBaHHLIN JIB B KayecTBe [OYEPHEro Mpu YCNoBW, YTO BCE pasfvyns B €ro
BEpCTKe M ANMHE YCMNEeWHOo BblgepXanu nosib3oBaTeribCkoe TeCTUpOBaHME B paMKax
npenapaTos, BXOAALWMX B NOPTdenb KOMMaHUK;

e) kpaTtkue JIB nekapcTBeHHbIX NpenapaToB C BTOPOCTENEHHbLIM TepaneBTU4eCKUM
JEeNCTBMNEM.

Kpatkne JIB Ha Takue npenapaTtbl, Kak npaBuro, He TpebylT npoBeaeHus
nonb3oBaTenbCKOro  TecTupoBaHus.  [locTaTodHO  noflaraTbCA  Ha  yCnewHble
TECTUPOBaHUA, NpoBeeHHble B OTHOLWEHUN OPYrux npenapaTtoB B pamkax nopTtdens
KOMMaHUW, Oaxe ecCcrnv OHW He npuHagnexar TOMY e TepaneBTUYeCKOMY Kriaccy,
Hanpumep BoAa [ANS WHBbEKUMW, KpeMbl Ha BOAHOW OCHOBE, [nasHble Kannu ¢
rMOPOKCUNPONUIMETUNLENSTIONO30M (TMMPOMENSIO30M);

X)  0e3peuenTypHble npenapatbl C  pPasfnUYHbIMA  BTOPOCTENEHHbLIMU
KOMMOHEHTaMMW.

BespeuenTypHble npenapaTtbl C HECKOSIbKUMW MHrpeaueHTamm MOXHO CBsi3aTb C
JIB, koTopble ycnewHo npowsin TecTUpoOBaHWE OCHOBHOIO KOMMOHEHTa, Harnpumep,
KOMOWHMPOBaHHbLIE aHanbreTUKW Ha OCHOBe napauetamona. TpeboBaHne 00
oanHakoBocTn dpopmarta JIB coxpaHsieTcs.

3) NUKTOrpamMmbl.

[MMKTOrpamMmbl, SBRSAKOWNECA ONEMEHTOM COOCTBEHHOrO CTUNS  KOMMAHWUMU,
nognexaT NpoBepKe B pamkax Nosib30BaTeNIbCKOro TeCTMPOBaHUA. B uenax ycnewHoro
CBsI3blBaHUS NUKTOrpaMmmbl oYepHUX JIB OHU AOMKHbI UMETb TOT Xe An3arH, pa3sMepbl 1
LUBETHOCTb, YTO U poauTenbckum J1B;

N) CBA3bIBAHNE MEXAY KOMMNaHUSAMWN.

Kaxxgas komnaHus OOoSfmkKHa onupatbCsl Ha COBCTBEHHble AaHHble. OgHako npwu
HanMuMM paspelleHns Ha LOCTYN K KOMMep4Yeckon WMHdopmauum ogHa mn3 KOMMaHun
BNpaBe ucnonb3osatb JIB ApyroM komMnaHuu npu ycrnoBUM, YTO WX JIEKAPCTBEHHbIE
npenapaTtbl OAWHAKOBbIE (3@ WCKMOYEeHMeM MHOpMaUMn O KomnaHum). B ykasaHHbIX
cnyyasx Au3anH 1 BepcTka paccmatpmBaemblix JIB JOMmKHbI OblTb MOEHTUYHBI MO BCEM
PacCMOTPEHHbIM Bbllle acnektam. Mcnonb3oBaHWe pasfivyHbIX FOroTMNOB KOMMAHUM
AOMycTMMO MNpU YCroOBUM UX OOMHAKOBOro pacnosiokeHna B AByx JIB u 3aHaTus mmu
cxoxen nnowagn. Heobxogmmo Takke npeactaBuUTb AeKnapauuto, YTo 3adBUTENb
O3HaKOMJSIEH C AaHHbIMU TECTMPOBAHMA Ha OpUrMHarnbHbIA NpenapaTt U noaTreepXxaaeT,
4YTO NOMb30BAaTENbCKOE TECTMPOBAHME ObINO YAOBNETBOPUTENbHbLIM.

7.4.4. CocTaBneHue 1 nogadva CBA3yoLEro otyeTa.

Kaxxgoe permctpauuMoHHOe A0CbEe OOMMKHO coaepXaTb AaHHble, NoATBeEpXaatoLmne
CMOCOOHOCTb MAUMEHTOB HaxoAUTb W MOHMMATb CBeAeHusi, Heobxoaumble Ans
GesonacHoro n 3dPPEKTUBHOIO MNPUMEHEHUs. CBA3yOWMIA OTYET - 3TO OT4YET, He
BKNoYaowmn B cebst opurmHanbHble JaHHble, NoAaHHble B OTHOLUEHUU POAUTENIbCKOro
JIB. MNepen ytBepxaeHnem poyepHero JIB Heobxoaumo npeactaBuTb pesynbTaThbl
NONb30BaTENbCKOr0 TECTUPOBaHUA poauTenbckoro JIB n nonyuntb nx ogobpeHue. 310
He NpenaTCcTByeT OAHOBPEMEHHOWN noaade Heckonbkux JIB Ha akcnepTuay;

a) BbIsIBfIEHNE KMoYEBbIX CBeAeHU Ar1st 6e30nacHOro NpUMeEHEHMS.

B oTtyeTe 0 cBA3biBaHMM HEOGXOOMMO, B MEPBYHD O4Yepenb, yka3aTb KIOYEBLIE
cBegeHus no 6esonacHoOMy NPUMMEHEHUIO, codepxalunecs B godepHem J1B, n nokasartb,



Kak OHW OblNM y4TeHbl B TECTUPOBaHMM, NPoBeAgeHHOM C poauTensckum J1B. Ecnn
KnioyeBble CBEAEHUS He MOEHTUYHbI (3TO XapakTepHo ans MHorux J1B, nogseprimxcs
CBSI3bIBAHMIO), B CBA3YIOLLEM OTYETE HEOOXOOUMO KPUTUYECKM OLEHUTb 3TN pasnnyma mn
BKNIOYMNTb UX B OMNPOCHUK Ha godepHuin JIB. Heobxoanmo npoaHanmanpoBaTb CXOXECTb
KIOYEBbLIX CBEAEHUN;

6) BONpOCHI An3anHa 1 BEPCTKN.

B obocHoBaHMe cBs3yloLWero nccregoBaHmst HE06xXxoaMMO NMPOBECTU KPUTUYECKOE
CpaBHeEHMEe Au3aiHa WU BEPCTKN OoYepHuX u poautenbckux JIB, a Takke BbISBIIEHHOM
CXOXECTW;

B) CITOXXHOCTb CBEAEHUN N CTUNS U3NOXEHNS.

Heobxoanmo npencraBuTb aHanu3 CBeAEHUN, COAepXKalmxca B POAUTENbCKOM U
podepHem JIB, HeobGxoguMmo npoaHanuM3avpoBaTb W CPaBHUTb CTUMb  U3NOXEHUS,
MCcNosb30BaHHbIN B 3TuX J1B, a Takke cHoBa nNpoaHann3mpoBaTb CXOXKECTb U CUHEPTU3M.

B kaxxgom oTyeTe crieqyeTt oTpasnTb BCe BOMPOCHI OBLLEro xapakrepa, BO3HMKLINE
Y YY4aCTHMKOB B XOAe MOfb30BaTeSIbCKOro TECTUPOBAHUS, KacaroLwmecs NoHPaBUBLLMXCS
N He NOHpaBMBLUNXCS acnekToB J1B.

7.5. NpoBeneHne dokyc-rpyn.

B psape cnyyaeB uenecoobpasHo npoBedeHne okyc-rpynnbl. Pokyc-rpynna
HaueneHa Ha oTAesibHy YacTb JIB un ncnonbsyetca B 060CHOBaHWe onpeneneHHoro ero
nameHeHns (nocne wuameHeHns OXIJIT) wnu B KadecTBe 9nemMeHTa HayanbHOW
perMcTpauum rnpu HEBO3MOXHOCTM CBA3bIBAHUA OTAENbHOro acnekra JIB ¢ yxe
3apernctpuvpoBaHHbiMun J1T1.

dokyc-rpynna nNpoBOAUTCA aHaNOrMYHO MOSIHOLEHHOMY MOSfb30BaTESIbCKOMY
TecTupoBaHuto. [pu aTom noTpebyeTcs MeHbLNn Habop BONPOCOB, NOCKOMbKY M3yYeHne
NPOM3BOOMUTCA B OTHOLUEHUM NUWb oOTAenbHou Yactu JIB. Bmecte ¢ Tem B uenax
NoslydeHna HadeXHblX [OaHHbIX, KOTOpble MNOABEPrHyTCHA 3KcnepTtuse, dOoKyc-rpynny
cnefyeT NpoBOAUTbL B COOTBETCTBUM C PEKOMEHAaUUsaAMN K NPOBEeAEHU0 MOSTHOLLEHHOro
Nnofb30BaTENbCKOro TECTUPOBAHUS.

[Mockonbky npoBegeHue (POKycC-rpynnbl  3aHMMaeT MeHbLUe BpPEMEHU, YeM
NOMHOLEHHOE MONfb30BaTeNbCKOE TECTUpPOBaHME, €€ MOXHO NpOoBOAUTbL Ccpeau
y4aCTHMKOB, HabpaHHbIX Afsi NOSHOLEHHOrO MOSib30BaTENbCKOro TectupoBaHus J1B Ha
Apyron npenapaTt B pamMKax TOM e CeCCUn TECTUPOBaHUA.

7.6. JkcnepTn3a AaHHbIX, NPeacTaBfEHHbIX BO UCMONTHEHME TpeboBaHuM pasgena
4 HacTosaiwmx TpeboBaHui.

OKcnepT YMNOMHOMOYEHHOIO oOpraHa rocygapcTBa-yfieHa cHadana npoBepseT
COOTBETCTBME 1B TpeboBaHUAM, YCTaHOBIIEHHbIM 3aKoHOOaTeNbCTBOM
rocygapcCTB-4rieHoB, NpeayCMOTPEHHbIM pa3sgesiom 4 HacToAwmx TpeboBaHuin, BKNOYas
nopsiAoK NpeacraBneHnst HopMaLuun.

3aTtem oueHnBalTCA An3anH n sBepcTka J1B, Bknoyasa rapHUTypy 1 Kernb wpudTa,
a Takke cnocob M3NoXeHus cBefeHUn U NpuHMMaeTcsa pelwleHne o6 ynoboumtaemocTu
J1B, npegHa3sHa4yeHHOro Kk BBeAeHuo B 060poT.

[anee onpepensietca knwodeBas mHdopmMauus no GesonacHoCTU, Heobxoammas
anss 6esonacHoro nNpUMEHEeHUs JleKapCTBEHHOro npenapata, W ycTaHaBnuBaeTcs,
coBnana nn oHa C onpegeneHHbIMM 3assBUTENEM KIHOYEBbIMU CBEOEHUSIMU MO
GesonacHOCTK, BKMAKOYAEMbIMM B TMPOTOKON M ONPOCHMK Ha JIB pgns uenen
Nnofb30BaTENbCKOro TECTUPOBAHUS.



3aTeM 9KcnepTuse noaBepraeTcs MNofb3oBaTENbCKOE TeCTMpPOBaHME WUNN UHas
dopma KOHCynbTauumu C LUeneBbiMU rpynnamMm nauneHToB. QKCNepT NPOBEPSIET AAHHbIE,
nogTeepXxgatowme  CrnocobHOCTb YYaACTHUKOB MOHATb  KMOYEBblE  CBEOAEHUS MO
Ge3onacHOCTK, YCTaHOBMNEHHbIE A0 Hayana TeCTUpPOBaHUA. OKCNepT NpoBepsieT Takke
NPUrogHOCTb CYyObEKTOB, MO3TOMY B OTYET HEeO6XOOMMO BKIHOYUTL OOCTATOYHbIE
cBegeHus o6 mx Guorpapum M MX 3HAYUMMOCTM ANA LENeBor NonynsauuMM naumeHTa
paccMaTpuBaeMoro npenapaTta. Y4YacTHMKOB He [JOornyckaeTcsa BKM4vaTb B nogobHoe
TecTupoBaHue vaule, 4Yem 1 pas B 6 mecaLeB.

Ecnu paHHble CcBMOETENbLCTBYWOT O TOM, 4YTO MauUWEHTbl CTarnkumBakTCcs C
3aTpygHEHNAMM NpU  OnNpedeneHHbiX Bonpocax, MoxeT noTpeboBaTbCs MNepecMmoTp
crnocoba ykasaHusi CBe4EHUN.

8. BknrouyeHne gononHUTenbHon MHgopmMauum

8.1. Obwume nonoxeHus.

B MapkuMpoBKy rekapcTBeHHoOro npenapata u JIB gonyckaeTca BHeCeHUE WHbIX
ceBegeHun, He npotueopedawmx OXI, nonesHbix AN NauMeHTa M He HOCALMX
peKkrnamMHOro xapakrepa.

MaumeHTsl, NPpUHUMaoLWmMe Ha AONrOCPOYHON OCHOBE fleKapCTBEHHbIE Npenaparhl,
OTnyckaemble MO peuenTty, MOryT u3Bfiedb MNOMb3y W3 LOMOSIHUTENbHBIX CBEOEHUA O
MExXaHM3Me OENCTBUA JIeKapCTBEHHOro npenaparta u 3aboneeBaHun, Npu KOTOPOM OH
NPUMEHSIETCS.

K cBedeHusiM, paspelleHHbIM B pamMKax AaHHOW KaTeropum, OTHOCSTCS
AONOMHNTENbHbLIE AaHHbIE O NMPUMEHEHMNE NIEKAPCTBEHHOIO npenaparta, a Takke obume
cBegeHus o 3aboneBaHnn U cnocobax ero neyeHus.

8.2. CcbINku Ha Aapyrme NCTOYHUKM MHpopMauun.

JIB onga nayueHTa vrpaeT KIYeByo posib B OBEAEHUM A0 NauMeHTOB CBeLeHUI
0 NekapcTBEHHOM npenapaTe U CoaencTBMM ero 6e3onacHoMy NPUMEHEHNIO.

OcHoBHOM UeNbld KOMMaHUM AOMMKHO 6biTb co3gaHue JIB, copepxallero
Hagnexaume cBegeHns o nekapcTBeHHOM npenapaTe, ogHako ToNbko ceBeaeHus JIB He
MOryT y4OBNEeTBOPUTbL BCE NOTPEOHOCTM NauMeEHTOB B HEOOGXOOMMOW MHdOpMaLMM Ans
obecneyeHnss npaBuUNbHOrO U Ge3onacHOro NPUMEHEHUS NIEKAPCTBEHHOro npenapaTa.
[MauneHTam, NPUMEHSIOWMM  NeKapCTBEHHbIM  npenapart, MoryT TpeboBaTtbcH
pononHuTeneHble  cBedeHust.  Hactosawme  TpeboBaHuss  cogepxat  onucaHue
OOMONMHUTESNBbHBIX Mep, KOTOpPble MOXHO NPUHATL B LIENSX ucnonb3oBaHus J1B B kadecTBe
CCbISTOMHOrO AOKYMEHTa Ha Apyrne MCTOYHMKM MHGOpMaunn Ans naumeHToB, Hanpumep,
CBEAEHUS O MaUMEHTCKMX OpraHu3aumax M ycrnyrax, okasblBaeMblX MPOU3BOAUTENEM,
Takve kak JIB, XypHanbl n TtenedoHHas nogaepxka. OusanH BcexX UHAOPMALMOHHbIX
MartepuanoB [OofmkKeH cnocobcTBoBaTb MH(OPMUPOBAHHOMY MPUHATUIO MaUUEeHTaMm
peLleHnin OTHOCUTENbHO CBOEro 340POBbA.

Kpome Toro k JIB npumeHsitoTcsa 3 KIoYeBbIX npuHuuvna:

ceeneHus B JIB gomxHbl 6biTb coBmecTuMbl ¢ OXJII, To ecTb cBeAeHUs OOIMKHbI
KacaTbCsl 3apermcTpupoBaHHbLIX MOKA3aHMA K MPUMEHEHUIO U pexmma L003UMPOBaHUS
nekapCcTBEHHOro npenapara;

ceefeHnss B JIB gomkHbl ObiTb MOMNE3HbIMU MauMeHTaMm u (MNKn) yxXaxusatowmm



nvuam B KavyecTBe obpasoBaTernbHbIX MaTepuarnos;

JIB He [OSmKHbl HOCUTb pPEKNaMHbIN XapakTep: CBedeHUst O TepaneBTUYEeCKUX
anbTepHaTuBax BkroyaTb B JIB He ponyckaeTtcsa. B pgononHuTenbHbIX MaTepuanax
AOMNyCKaeTCcs YyKasblBaTb OOBLEKTUBHbLIM 0630p TepaneBTUYECKUX BO3MOXHOCTEN U UX
MECTO B [JOKa3aHHbIX TepaneBTUYECKMX peXxumax, OOHaKo  WCNofb30BaHWE
CpaBHUTENbHbIX BbiCKa3blBaHUN (Hanpumep, "6onee HoBbin", "Gonee addPeKTUBHBLIN",
"nyJywe nepeHocutcsa", "donblue oKasaTeNnbCTB B NONb3y NpumMeHeHna", yem XXX n 1.4.)
He JonyckaeTcs.

8.3. BO3MOXHbI€e CChISTKM.

8.3.1. YKasaHue cCbIfToK Ha MHOpMaLUIo B anbTepHaTUBHbBIX hopmMaTax.

JIB gaBnsetca cTraHgapTHbIM cnocobom MpeacTaBrieHuMs MPOU3BOAUTENAMM
WHopMauMm O  nekapcTBeHHOM  npenaparte. [lonyckaeTcs  npeacTaBrieHue
anbTepHaTUBHbIX hopmaToB J1B, Takmx Kak ncnonb3oBaHue wpudta bpanna, CD-gucka,
ayguno-gmncka unu JIB ¢ kpynHbiM wpngpTom. Ecnn Heobxoaumo 4to-To Bbigenutb B J1B,
MOXHO MCMOMb30BaTb NOSY>XUPHbBIN WPUPT Kernb 14 nT.

MpunoxeHune N 13

K TpeboBaHNAM K MHCTPYKLMKU

no MeAULIMHCKOMY NPUMEHEHUI0
neKapCTBEHHOro npenapara u oowen
XapaKTepuUCTUKe NeKapCTBEHHOro
npenapara gna MeauuuHCKoOro
NnpUMeHeHus

Mpumep nucTka-BkNagbiwa
ANs roMeonaTn4YecKoro fieKapcTBEeHHOro npenapara, permcTpupyemoro no
ynpoLiueHHoOM npoueaype

B HacCToALlEeM npuMmepe TEeKCTa JINCTKa-BKNaabliLla HanmMmeHoBaHue

romMeonaTn4eckoro fiekapcTBeHHOro npenapara obo3HavyaeTcs Kak XXX ® .

TekcT NnUcTKa-BKNagbiwa, NoCTaBMsieMOro ¢ ynakoBKOMW NIeKapCTBEHHOrO
npenapara

JIncTok-BKNagblWw: MHopMaums ansa notpeburtens XXXX®
Tabnetku
[na npyuMmeHeHns y B3pOCIbIX

BHMMaTenbHO npoynTanTe BECb JINCTOK-BKNAAbIW, MOCKOSIbKY OH COAEPXUT BaXKHYHO
Ans Bac MHdopmauuio.

[aHHbIM romeonaTU4eckuin rnekapCcTBEHHbIN npenapat oTnyckaeTcsa 6e3 peuenta
Bpada. [Ona [OCTMKEHWS Haunyydywmx pes3ynbTaToB [daHHbIA  roMeonaTu4ecKum
neKapcTBeHHbI npenapaTt cnegyetr MNPUMEHATb B COOTBETCTBUM C  YKasaHUSMWU,
OMUCaHHbIMN B 3TOM JIUCTKE.




- CoxpaHuTe 3TOT NIMCTOK-BKNaablil. BO3MOXHO, Bbl 3aX0TUTE NpoYMTaTh ero eLle pas.
- ObpaTtuTecb 3a AONOSIHUTENBbHOM WMH(OPMaUMEN UM KOHCYNbTaUMen K Bpady unm
drapmaueBTy, pekoMmeHgoBasLweMy Bam npyHuMaTh OaHHbIA npenapar.

- Ecnn Bawm cMMnTOMbI yXyOLAaKTCa UK ynyylleHne He HacTynumo nocrne 2 Hegenb
neyeHus, Bam Heobxoanmo B ntobom cnyyae obpatuTbCs K Bpayy.

- Ecnu nobas 13 HexxenaTenbHbIX peakumin CTaHOBUTCA CEPbE3HON UM Bbl 3aMeTUNn
Kakne-nmbo HexenaTenbHble peakuun, He MNEepPevYUCriEHHble B HacCToSLWEM
NNCTKe-BKNagblwe, noxanyncra, coobwmnte csoeMy Bpayvy unm dapmaueBTy.

B HacTosiemM nucTke-BKaabille NpuBogMTCA criegyowan nHopMaums:
1. Uro Takoe XXXX® u AJ151 Yero OH ucnonb3yeTca?
2. To, YTO Bbl AOSMKHbI MPUHATL BO BHUMaHWE, Npexae Y4em npuHumaThb XXXX® 2

3. Kak npymeHaTb XXXX® 2

4. Kakne nobo4Hble AeNCTBUSA BO3MOXHbI?
5. YcnoBus xpaHeHus.

6. bonee nogpobHas nHdopmaums.

1. Yto Takoe XXXX® u ans yero ero npumeHsitoT

O6nactb npuMeHeHus

[[omMeonaTnyeckun rekapCTBeHHbIM npenapat 6e3 O0O0OpeHHbIX nokKa3aHuh K
NPUMEHEHUIO, NEKapCTBEHHbIA npenapaTt MMeeT ANUTENbHbIA ONbIT NPUMEHEeHUs ANd
obneryeHmss CUMNTOMOB MeHOMay3bl, TaKMX KaK MPUAMBbLI, MOTAMBOCTb, Y4YalleHHoe
cepauebuneHmne, 6ecnokoNCTBO, HApyLLEHUS CHa.

OPPEKTUBHOCTL AaHHOrO roMeonaTU4yeckoro JrekapcTBEHHOro npenaparta B
OOKMUHUYECKMX W KIMHUYECKUX UCCredoBaHUsax He noaTteepxaeHa (obsasatenbHoe
yKasaHue Ofisi BceX roMeonaTmuyeckux fiekapCTBEHHbIX NpenapaToB, perncTpupyemMblix no
YyNpOLLEHHOM npoueaype perncrpauun).

[aHHbIi  romeonaTudeckuin npenapaTt SABNsSieTCS  npenapaTtoM, KOTOPbIN
3aperncTpmpoBaH UCKNIYNTENBHO HA OCHOBE TaKOro OnbiTa ANUTESNTIbHOMO NPUMEHEHMS.

2. To, YTO Bbl AOMKHbLI NPUHATL BO BHMMaHWe npexae, 4em npumMeHnTb XXXX® ?

XXXX® He OOMMKEeH NPUMEHATbLCA, ecnn y Bac anneprua unm HenepeHoCUMoCTb
AENCTBYIOLLMX BELLEeCTB, MWEHNYHOro Kpaxmana unu gpyrmx KOMNOHEHTOB npenaparta

XXXX®

Cobntogante ocobyto OCTOPOXKHOCTb MPU NPUMEHEHMUM XXXX® npy crnegyowmx
obcToaTenbcTBax:

B Crlydae CTOMKWUX, HEACHBIX UMM HOBbIX CMMMNTOMOB BaM crieayeT obpaTuTbCs K
Bpauy;



npv NpUMeHeHUn XXxXx® ¢ APYrMMn rniekapCcTBeHHbIMU NpenapaTtamu;
noxanymncra, coobwmnte csoemy Bpayy unu dapmaueBTy, eciv Bbl NPUHMMaeTe
NN HeaBHO NpUHUManu nobble apyrve nNekapcTea;

BNUSHME Ha adpdekT XXXX® APYrux nekapcTts He 6bIN0 ONUCaHo;

npv NPUMEHEHNN XXXX® BMECTE C €001 U MUTbEM,;

ahekT romeonaTUYeCcKoro npenaparta MOXET YMEHbLUUTLCA NPU KYPEHUU Wn
nog BNUAHUEM OpYrnX BpedHbIX NpuBbIYEK (Hanpumep, ynoTpebneHne ankorons);

GepeMeHHOCTb U NakTauus;

npenapart He npefHasHadyeH Ond MNPUMEHEHUs BO BpemMs GepemMeHHOCTM U B
nepuwoa nakrauum;

BOXXAEHME U MCMNOSb30BaHME MaLLMH.

OcobbIx Mep NpefoCTOPOXHOCTU He TpebyeTcA.

BaxHas nHopmaunsa 0 HEKOTOpPbIX N3 UHIPEeaNEeHTOB XXXX®

HacTtoswmin nekapCTBEHHbIN npenapaTt COAEPXUT NakTo3dy (MOJSIOYHbLIM caxap).
Ecnn y Bac HenepeHOCMMOCTb HEKOTOpbIX caxapoB, ObpaTuTeCb K nevawemy Bpady
nepeg npuweMoMm faHHoOro npenaparta. KonmyecTtBo nakTto3bl B OOHOKpaATHOWM [03e
coctaBndet X r, npenapar criegyeT C OCTOPOXHOCTbIO NPUHUMAaThL 60MbHBIM C CaxapHbIM
anadeTtom.

npOTVIBOI'IOKa3aH Jimuam C anneprm4eckmmm peakumnamm Ha NWEHNYHbIN Kpaxmar.

3. Kak XXXX® npumensietca?

Ecnv nHoe He npegnucaHo cneunanucToMm, obbIYHO NpvHUMaloT no 1 TabneTtke 3
pasa B AeHb. Bbl A0MKHBI NPUHATL TabneTky 3a nonyaca Ao unuv nocne ebl.

[Mpyn ymMeHbLlEeHMM CUMMTOMOB KPaTHOCTb NpuemMa cregyeTt CHu3nTb. Kpome Toro,
romeonaTnyeckme npenapaTtbl He creayet NpuHUMaTb OnuTenibHO ©6e3 KOHCyrbTauum
Bpaya-rmHekonora.

Ecnu Bbl npuHanu 6onblue TabneTok XXXX® , YEM [OOJKHbI
MocnencrTema nepeo3npoBKM OO CUX MOP HEM3BECTHLI. Ecnu Bbl Nepeo3npoBanu
AaHHbIN NeKkapCTBEHHbIN NpenaparT, Bbl O/MKHbI MPOKOHCYSTIbTUPOBATLCA C BpayoM.

Ecnu Bbl 3a6bInn NPUHATL XXXX®

He npuHumanTe ABOWMHYO A03Y, YTOOLI BOCNONHUTL 3abbITyo O03Y.
Ecnu Bbl npekpaTuTe npuem XXXX®

He cyuwiecTtByeT BpeaHbIX NOCNEeLCTBUM B CrnyYyae npekpaileHusa npyema XXXX® .

OO0Lee 3amevyaHne



Ecnu y Bac Bo3HMKNM AONOMHUTENbHbIE BOMPOCHI MO UCMOMNb30BaHMIO HACTOSALLENO
roMmeonaTU4eckoro npenapara, obpaTuTech K Bpady unv papmMauesTy.

4. Kakne nob6o4Hble AenNcTBUA BO3MOXHbI?

Kak n Bce nekapcrtsa, XXXX® MOXeT BbI3BaTb NOOOYHLIE ENCTBUS, XOTA U HE Y
BCEX.

B oTgoenbHbIX crnyyasix MOXeT MPOU30OUTM KPOBOTEYEeHUE U3 MONoBbIX nyten. B
9TUX Cny4vasax cnefyet NpekpaTtuTb Npuem npenaparta n obpaTtntbCa K Bpady.

[MWweHNYHBbIN Kpaxman MOXeT NPMBECTU K anfiepruyeckon peakuun.

NMpumeyvaHue. [llpu npueme romeonaTU4ecKoro reKkapCTBEHHOro mnpenapara
BO3MOXXHO YCUMEHNEe NMetoLmnxca xanob. B aTom criydae Bbl OSMKHbI MPEKpaTUTb NpUem
nekapCTBEHHOro npenapara n obpaTnTbCa K Bpady-rmHeKonory.

[Moxanyncra, paccKaxuTe CBOeMy Bpady unu dapmaueBTy, ecnn noboyHble
AEeNCTBNA CTaHOBATCHA CEPbe3HbIMU UIN Bbl 3aMeTUNN Kakme-nmbo nobo4vHble OencTBuS,
He YKa3aHHble B HacTOSLLEM NINCTKE-BKaablLwe.

5. YcnoBua xpaHeHus

He TpebyeTcs cneumanbHbIX YCIOBUN XPaHEHWS.

XpaHuTe BCe nekapcTBeHHble npenapaTtbl B HEAOCTYNHOM AN1S AeTen MecTe.

Bbl He [OMKHbI MCNOSb30BaTb HACTOALMA FOMEOoNnaTUYEeCKUN JieKapCTBEHHbIN
npenapar rnocre UcTe4eHns cpoka rogHOCTU, YKa3aHHOro Ha YNakoBKe.

6. Bonee nogpo6bHasa nHdpopmauus

Yro XXXX® coaepXuT

,D,GVICTByI-OLLI,I/Ie BellecCTBa, KOTOPble HaxXoOATCA B ogHown TabneTke:

1. Cimicifuga Tput. D2 25 wmr.,
2. Ignatia Tput. D3 25 wmr.,
3. Sanguinaria Tput. D6 25 wmr.,
4. Sepia Tput. D2 25 wr.

KoMnoHeHTh! 1 - 3 noTeHUMpoOBaHbl BMECTE Ha KOHEYHOM JTarne.
[pyrve WHrpeaveHTbl: MoHornapaTt nakTo3bl, cTeapaT MarHusl, MWEeHNYHbIN
Kpaxmarn.

Kak XXXX® BbIrMAAUT N coadepXaHne ero ynakoBku

XXXX® TabneTka ceporo uBeTa, BO3MOXHO C HEOOMbLLOW 3€PHUCTOCTbIO.



Ynakoska cogepxut 100 TabneTok.
MpounssoguTensb.
HacToswuin nuctok-Bknaablw nocnegHnn pas pegakrmposarcs B aHBape 2016 r.

MpunoxeHne N 14

K TpeboBaHNAM K MHCTPYKLMKU

no MeaULIMHCKOMY NPUMEHEeHUI0
fieKkapCcTBEHHOro npenapara v ooLeun
XapaKTepUCTUKe NIeKapCTBEHHOro
npenapara Ansa MeauuuHCKOro
NnpUMeHeHus

CrtaHpapTHas meToguka
npoBeAeHUsi NONb30BaTeNIbCKOro TeCTUPOBAaHUA NIUCTKA-BKNaabila B LeneBbIX
rpynnax

C U3MeHeHNAMU 1 OOMNOJIHEHUSIMU OT:

19 masa 2022 r.

3aaBuTento (gepxatento perucTpaumoHHoOro ygocrtoepeHusa (oanee - [OPY)) B
uenax obecnevyeHns  ygoboymTaemMoCcTW, SACHOCTM M JIErKOCTU  BOCMIPUATUSA
nucTka-Bknagbiwa (oanee - JIB) cnegyetr cTtpemMuTtbest K ToMy, 4TobObl JIB oTpaxan
pe3ynbTaTbl KOHCynbTauuMuM C UeneBbiIMW rpynnamMu nauuMeHToB C npeacTaBfieHneM
YyNOSIHOMOYEHHOMY OpraHy rocygapcrsa - YrieHa EBpasninckon 3KOHOMUYECKON KOMUCCUM
(Danee - rocygapcTBa-yrieHbl) pe3ynbTaToOB OUEHKW, MPOBEOEeHHOW COBMECTHO C
uenesbiMM rpynnamMmm naumeHToB. [aHHas uHdopMauus npuBOAUTCA Kak npumep
BO3MOXHOIMO MeTofa NpOoBeAeHUs KOHCYMbTauui ¢ ueneBbiMy rpynnamMyv MNauueHToB.
[aHHble TpeboBaHWA MNO3BOMSAT MNPOBECTU MNONb30BATENbCKOE TECTUPOBAHUE, U
npuberHyTb K ApyrMM nogxoadawimm copmam npoBepkn yaobouymtaeMocTu, SICHOCTU U
nerkocTtu BocnpuaTtus J1B.

1. Nonb3oBaTenbCcKoe TeCTupoBaHue

Monb3oBaTenbckoe TecTUpoBaHWe npeanonaraeT nNpoBepKy yaobouyMTtaemocTu
obpasua B rpynne MUCNbITyeMbIX CyObeKTOB. OTOT MHCTPYMEHT paspaboTku rmbok u
HanpaBSieH Ha BbISBIEHME TOro, AOBOAAT M NpeacTaBrieHHble CBeLeHUSA MpaBusbHYHO
nHdopmaumio 0o ymntatensd. CamoTecTMpoBaHWe He MNoBbIWAeT KayecTBO CBEAEHUU, HO
NO3BOSIIET  BbIABUTb  3aTpygHUTENbHbIE 00Nacth, KOTOpble MOXHO  YyhyuYlWWTb.
[Monb3oBaTenbCKoe TecTMpoBaHWE (NpU Hanuunn) OOSMKHO BKo4vatbca B Moaynb 1
perncTpaumoHHOro Jocbe.

HeobxooMmo yOoocToBepuUTbCS, YTO B MOMb30BaTEfIbCKOM  TECTUPOBaHUU
ucrnonbsyetca JIB, koTopblin OygeT pakTMyeckn nocTaBfATbCA C  FleKapCTBEHHbIM
npenapaTtom. OTo NoTpebyeT ncnonb3oBaHms nonHoro maketa J1B, uset, ctunb n dbymara
koToporo cosnagatT ¢ JIB, koTopbln GyaeT BMOXEH B KOMMEPYECKYH ynakoBky. B
4YacTHOCTU, B Crydae MHOrosisblkoBbixX JIB uBeT, cTunb (BKNoYas Kernb wpudgTta) u



Bymara s3bIKOBOW Bepcuu, noasiexailien nosib3oBaTenbCKkoMy TEeCTUPOBaHMUIO, LOSMKHA
coBnagathb ¢ JIB, koTopbi OyaeT BrOXeH B KOMMEPYECKYHO YNaKOBKY.

YKasaHHbI METO OXBaTblBAET MHOXECTBO OAHOTUMHbLIX NEPCOHAarNbHbIX UHTEPBbLIO
(He meHee 20 npencraBuTENEN MECTHOrO HacemneHus), Onst KOTopbIX npeaHasHadeH
nekapcTBeHHbIN Npenapar.

2. AanepHaTVIBHbIe BapUaHTbl TECTUPOBAHUSA

[donyctnmbl U gpyrme metobl Nofb30BaTEeNbCKOro TECTUPOBAHUA MPU YCIOBUN,
4yTo ux pesynbtar obecneynBaeTr yaobOYMTAEMOCTb, HACHOCTb W MNPOCTOTY
ncnonb3oBaHUsa UWHdoOpMauuK, no3Bondwwen nauneHtam HaxoauTb B JIB BaxHble
cBegeHuns, MNoHMMaTb WX W JencteoBaTb npaBunbHo. 3asisutens [OPY  gorkeH
obocHOBaTb Takyl anbTepHaATMBHYIO MeTOOOSorni, Kotopas ©Oyaetr noaBepraTbCs
9KCnepTm3e B MHOMBMAYaANbHOM Nopsaake.

2.1. lNpoBeneHne ncnbiTaHus.

TectnposaHue JIB moxeT 6biTb nposegeHo LAPY wnu cneumanuampoBaHHOW
KOHTPaAKTHOW  opraHusauuen. TecTupoBaHWe  OOSHKHO  MPOBOAUTBLCS  OMbITHBLIM
crneunanucToMm, BragelwmMM HaBblkaMWU BeOEHUS MHTEPBbIO, HabnogaTtenbHbIM U
YMELLNM BbICNYLLATb N NOHATL NOTpebuTens.

Cneumnanucty, coctasnawowemy J1B, HeobxogMmMo NOMOYb COCTaBUTb aHKETY, U
npn HeobxoaAMMOCTM COMPOBOXOATb MHTEPBbIOEPA MNPV NPOBEAEHUN TECTUPOBAHMUS C
Lenbio NOMOYb NpsMON nepegayn nHgopmauun. B npouecce pa3paboTku Tecta MOXHO
npuenekaTb accouuaumm nauneHToB WM NauMeHTOB-3KcrnepToB. [na TecTMpoBaHus
AOIMKHbI ObITb MCNOSb30BaHbI NonHouBeTHbIe J1B unn J1B, npegHasHavyeHHble AnS pblHKa.

2.2. Moabop y4aCTHUKOB.

Heobxoamumo otobpaTh pasfiMyHble rpynnbl 0AEN, KOTOpble NOTEHUWansHO MOryT
MMeTb NOTPebHOCTb B NPUMEHEHUM npenaparta. BbibpaHHble AWM  OOMKHbI
NpeacTaBnaTb  penpe3eHTaTMBHYKO  UeneBy  nonynaumoo. [Ons  GonbluMHCTBA
nekapcTBEeHHbIX MpenapaToB 3TOro OyaeT LOCTAaTOYHO, NOCKOSMbKY MHpopmauus B J1B
AOMKHa ObITb OOCTYMHA ANS BCEX BHOBb BbIABMNEHHbIX OOMbHbIX. TeM He MeHee Ong
HEKOTOPbIX NpenapaToB NOTPebyeTcs TECTUPOBAHME YXaXKMBAIOLLNX NULL.

Heobxogumo yb6eoutbCa B HEBKIOYEHUW INWL, Hanpsimyo paboTtatowmx ¢
nekapCcTBEHHbIMW MNpenapaTtamu, Taknx Kak Bpayu, cpeaHuin MeguuuHCKUKA nepcoHan wm
anTeyHble paboTHUKN.

CneayeTt NOMHUTb, YTO MHOPMaLMs, KOTOPOM MOTYT BOCMNOMb30BaTbCA HaUMEHee
cnocobHble noTpebutenu, AormkHa ObITb MOHATHaA BceM noTpebutensam. Heobxoammo
NUCNbITaTb U BKIMOYNUTD:

onpefeneHHble BO3pacTHbIe MPynnbl, TakKWe Kak AeTyn 1 Noan NoXuroro Bospacra
(B 4aCTHOCTWU ecnu OdaHHbIN npenapat MMmeeT ocoboe 3HayeHne AN TakMx BO3PaACTHbIX
rpynn);

HOBbLIX MOTpebuTenen wunu nwaen, KoTopble, Kak MpaBUNO, HE MPUMEHSIOT
nekapcTBeHHble npenapaTbl, B YaCTHOCTU B OTHOLIEHUMN WHGOPMAUUM O HOBbIX
npenapartax, KOTOpble BeposiTHee Bcero O6yayT NPUMEHATbLCS B LUMPOKUX  CIOSX
HaceneHuss (Hanpumep, aHanbreTMKn WM aHTUTMCTaMUHHbIE  FleKapCTBEHHbIE
npenaparbl);



nogen, Kotopble 00bIYHO He paboTatoT ¢ AOKYMeHTamu (Mano Unn peako YmTatoT);

nogen, KoTopble CYMTaKT CHOXHbIM BOCMpuATME MHGOPMaUUM B MUCbMEHHOM
BUae.

HeobxoamMmo BkMo4aTb Y4aCTHUMKOB M3 Hambornee akTyanbHbIX rpynn (MoXurble
nogn, npeacrtaBuTenn rpynn  CaMOMoOMOLUM, NauMeHTbl M3 TPynnbl  NOOLAEPXKKM,
npeactaBuTeny obLLECTBEHHbIX LEHTPOB, pOaMTENN N OeTN).

2.3. Bo3MOXHble MeTOAMKN nccnenoBaHus.

Tpebyetca Hebonbwoe 4Yucno ydvactHukoB. [na  obecneyeHuss ycnexa
TecTMpoBaHus JOCTaToyHO 20 YenoBek (He BKMNoYas y4acTHUKOB NPOBHbLIX UCMbITaHUR).
Henb3a noBTOpATb TECTUPOBaHME Ha TEX YyYaCTHUKAX, KOTOPbIX YXe OueHunn. I3Toro
MOXHO JOBUTLCS NyTEM:

MUNOTHOIO TECTUPOBAHUA NPUBNN3NTENBHO 3 - 6 Yy4AaCTHMKOB B LIENSX MPOBEPKM
nNpaBuibHOCTM BOMpocoB. [lo Mepe HakonneHust onbiTa B MPOBELEHUN MUOTHOMO
TECTMPOBAHUA MOXHO OrpaHuunTbCA 2-3 yyYaCTHMKaAMM UM cpasy MpUCTYNUTb K
OCHOBHOM ha3e TeCTUPOBaAHUS;

aHanus3a pesynbTaToOB B XOA4E€ TECTUPOBaHMS U BHECEHUS BCEX HeobXoauMbIX
n3meHeHuu B J1B;

NOBTOPEHUSI TECTMPOBAHNA L0 MNOSYYEHUS YOOBNETBOPUTENbHbLIX Pe3ynbTaToB B
rpynne n3 10 y4yacTHUKOB;

3aKMYNTENBHOrO TecTnpoBaHus ewe 10 yy4acTHMKOB, YTOObI NPOBEPUTH, YTO Y
HUX Takke cobntoaeHbl KpuTepum ycnexa (NonHoCcTbio B obuwen cnoxHoctn y 20
y4aCTHMKOB Ha KOHeYHOM npeanaraemom J1B).

3. MoaroTtoBKa K uccriefoBaHUIO

3.1. MNpu nogrotoBke K UccnegoBaHMio HEOHBXOANMO:

AS1S KaXXOoro npenaparta CoCTaBrsiTb HOBbI MPOTOKOJT,;

BKMNtOYaTb BOMPOCLI, KOTOpPble OTpa)KakT BCE BaXHble M CIOXHblE€ acnekTbl, a
TakKe UCrnonb3oBaTb CTPOrne KpUTepum OLEHKH;

ybeantbCca, 4TO BOMPOCbI OXBaTblBAlOT MOWUCK, MOHUMaHWE W CNOCOBHOCTL
y4aCTHMKOB AENCTBOBATb Haanexalwmnm obpasom;

BKINIOYNTb OXMAaeMble NpaBUbHbIE OTBETHI;

crnnaHupoBaTb TECTUPOBAHWE Tak, 4ToObl OHO Anunocb He 6onee 45 MUHYT BO
n3bexaHne yToMneHust y4acTHUKOB.

Heobxoaumo ybeamtbcs, 4TO BONPOCHI OTpaxatT Bce 0COBeHHOCTN 6e3aonacHoro
N 9MOEKTUBHOINO MNPUMEHEHUS FEKApCTBEHHOrO0 npenapara, a Takke BOMpoCh
NPUBEPXEHHOCTU K JIEYEeHUI0 TecTUpyembliM npenapaTtoMm. TecTupoBaHME MPUHOCUT
HanbobLUYIO NOMb3y, ecrnn BONPOChl OXBaTbiBalOT 0611aCcTH, Bbi3bliBaloLLne y NaLMeHTOB
Hanbornblwee 6ecnokoNCTBO, Hanpumep, HexenaTenbHble peakumn. W3beraHue
cepbes3HbIX BOMPOCOB, Kacawwwmxca 6e30nacHOCTU NpPUMEHeHUst npenapaTa, B XoAe
nonb3oBaTenbCKoro TectupoBaHus J1B He pekomeHayeTcA.

3.2. NHTepBbloep OOMKEH:

y6eanTb y4acTHUKOB, YTO TECTUPYETCHA JOKYMEHT, a HE OHU;

AaTb y4aCTHUKaM Mpu nx xenaHum npountaTh Bech J1B;

MCronb30BaTh B Ka4YeCTBE NaMATKN HanNncaHHble BOMNPOCHI;



3agaBaTb BOMPOCHI YCTHO;

BecTu 6Gecengy cnocobom, obecneumBaroimm TecHOe B3aMMOOENCTBME C
Yy4aCTHUKOM;

NPOCUTb YYaCTHWUKOB, MOCMeE TOro Kak OHM Hawmnn Heobxoaumble CBeOEHUs, He
yuTaTb UX Hanpsamyto ¢ J1B, a onucatb X CBOMMM ClIOBaMMU.

Kpome perncrtpauum oTBETOB Ha BOMPOCHI CrieayeT BeCcTu HabnogeHme 3a TeMm, Kak
Kaxabl y4acTHUK obpaltaeTtca ¢ JIB n ocywecTBnsieT Nnouck MHdopmaumm, oTmevas,
Hanpumep, TEPSNUCb WKW 3anyTbiBanuCb NN OHW. JTO [AcCT LEHHble CBeAeHus O
cnocobax ynydweHunsa ctpyktypsbl J1B.

MHdopmaumsa 06 namMeHeHusx:

lyHkm 3.3 usmeHeH ¢ 9 Oekabpss 2022 e. - PeweHue Cosema Eegpa3sutickou
3KOHOMuYeckol Komuccuu om 19 mass 2022 2. N 80

Cwm. npeodbidywyto pedakyuro

3.3. Bonpocbl OMXKHbI:

Hagnexawmm obpa3oM ocBewaTb BCE KPUTUYECKME acnekTbl 6e3onacHocTn
NPUMEHEHUs TIeKapCTBEHHOIO npenaparTa;

ObITb NpeacTaBneHbl B MMHUMAanNbHOM Konudectse, 0bblYHO goctaTtodHo 12 - 15
LUTYK, OQHAKO B HEKOTOPbIX CryvasX MOXeT notpeboBaTbCcs U Bonblue, HanpumMmep, ecnm
NMEITCA 3HaYMMble acnekTbl 6e30nacHOCTK, Nognexallune N3yYeHuto;

Bblaepxueatb 6anaHc obLmx 1 YacTHbIx Bonpocos. O6LKMM BONPOCOM, Hanpumep,
ABMSAOTCA Mepbl, NPUHUMAEMbIE NPU NPOMNYCKe 003bl, TOrAa Kak YacTHbIAN BOMPOC MOXET
OTHOCUTbLCS K HexenaTernbHOW peakuumn, KoTopas npucywa OaHHOMY JleKapCTBEHHOMY
npenapary;

OblTb cocTaBneHbl OTAMYHO OT JIB, 4TOObI M3BexaTb OTBETOB YYaCTHUKOB,
OCHOBAaHHbIX NULIb HA HAXOXXAEHUW rPynn CroB.;

cnefoBaTtb B CrydYamHOM Mopsiake (TO ecTb B Mopsiake, OTNIMYHOM OT rnogaudn
nHpopmavmu B J1B);

OXBaTblBaTb MHCTPYKLMM MO NPUroTOBMEHUIO (N0 paboTe ¢ npenapaToM, UMEKL MM
CNOXHOYCTPOEHHbIE U3AENUs ANsl BBEAEHUS), HEOOXO4MMO MO BO3MOXHOCTM npuberatb
K WCNOSMb30BAHUIO MYIISDKEA MEPBUYHbLIX YMAKOBOK W aKTMBHOW [OEMOHCTpaumu
y4yacTHMKaMK npoLiecca npurotosneHuns (paboThbl).

Mpn npeactaBneHUM  YNOSTHOMOYEHHOMY OpraHy rocydapcTBa-yfieHa Ha
akcneptnsy B Moaynb 1.3.4 pernctpaumMoHHOro Aocbe HeobXoaMMO BKOYUTL KOMUK
MPOTOKOMOB  MOSMb30BAaTENbCKOr0O TECTUPOBAHWUA, BKMAOYasi 3adaHHble  BOMpPOCHI,
NnosfilyYeHHble OTBETbI, HAbONOOEHNA UHTEPBbLIOEPA B MUCbMEHHOM BUAE U pasnun4yHble
Bepcun JIB, nogseprweroca TectupoBaHuo. CBegeHust o crnocobe npeacTaBneHus
pe3ynbTaToB NpuBeAeHbl B pasgene 7 npunoxerHns N 12 k TpeboBaHUAM K UHCTPYKLNN
No MeAULUHCKOMY MPUMEHEHUIO NIEKapCTBEHHOro npenapata u obLien xapakTepuctuke
nekapCTBEHHOro npenapara aAns MeanunuHCKOro NpUMeEHeHMs.

4. Kputepuu ycnexa

TecTupoBaHMe npoBOANTCA C Uenbl CcOoCTaBfeHns Onsa  nonb3oBaTens
pa3bopymBOro, YeTKOro M NPOCTOro B ucnosnib3oBaHuu JIB, a Takke u ansa ydyeta Bcex
npeasioxXeHnn nonb3osartesnien. Bonpockl, 3agaBaemMble B Xo4e MCCreaoBaHUs, AOSMKHbI


http://pravo.eaeunion.org/document?id=404713561&sub=1024
http://pravo.eaeunion.org/document?id=76703098&sub=1001433

ObITb TWaTenbHO NOArOTOBMEHbI ANA ObICTPOro MOHUMAHUA WU HaXOXOEHUs B TEKCTe
Knto4eBbIX cBedeHun no 6e3omacHOMYy MPUMEHEHWMIO KOHKPETHOrO FfeKapCTBEHHOro
npenaparta. Henb3s ncnonb3oBaTb Nnerkue unm obblYHbIE BOMPOCHI, BKMOYaemble And
obecneyeHuns ycnexa.

PesynbTaT Tecta cuntaetcsa npuemMnembiM, €Cniv MHGOPMaLUuio, 3anpawunsaemyto
no JIB, noHnmatoT 90 NpoueHTOB YyY4aCTHUKOB UCMbITaHUSA. ITO o3HayaeT, 4to 16 n3s 20
YYaCTHUKOB CMOITIA HaWTU HYXHYH MHOpMauuio, OTBETUTb Ha Kaxdbli BOMPOC M
AencTBoBaTb COOTBETCTBYOLWNM 06pa3om. Kputepun ycnexa JOMmKHbI OblTb AOCTUTHYThI
Mo KaXgomy BOMpocy, pesynbTaTbl He MoOryT ObiTb 0606LWeHbl B LenomMm Mo
nccnegoBaHuio.

Mpn ncnonb3oBaHUM OpYyroro MeToAda, OCHOBAHHOIO Ha WMHbIX KpUTEpUSX ycnexa,
YNONIHOMOYEHHbIMW OpraHaMm rocyapCTB-YIEHOB (3KCNepTHOW opraHu3auuen) oyper
OLleHMBATbCA B UHOMBUAYANbHOM Nopsigke.

MpunoxeHne N 15

K TpeboBaHNAM K MUHCTPYKLMKU

no MeaULMHCKOMY NPUMEHEHUIO
NeKapCcTBEeHHOro npenapara v oowewn
XapaKTepuUCTUKe NeKapCTBEHHOro
npenapara gnsa MeguuuHCKOro
NnpUMeHeHus

LLa6GnoH nHCcTpyKumnmn
Nno MeAULIMHCKOMY NPUMEeHEeHUIo (NMUCTKa-BKNaabIwa)

B HacTosileM wabnoHe, BBEAEHbI CrieaytoLMe npasunia NCnonb3oBaHUst CKOBOK:

{rekcT} - B none mexay ckobkamu BHOCUTCS MHOPMaLUS UCXOAs M3 cocTasa U
ocobeHHOCTeN NekapCTBEHHOrO NpenapaTa;

<TEKCT> - B Mone mexay ckobkamu TekcT BblOMpaeTcsa wnvM ypgansietcs w3
NpeanoXeHHbIX CTaHAAPTHbIX DOPMYNMPOBOK (BblAeNeHbl KYypCUBOM) B 3aBUCMMOCTM OT
neKkapcTBEHHOro npenapara;

"XXXX® " - HaumeHosaHme nekapcTBEHHOro npenapara.

JlncTok-Bknagbiw - HpopMaunsa ansa <naumeHta> <notpebutena>
{(ToproBoe) HanmeHoBaHWe, 0O3NPOBKA, NlekapCcTBEHHas oopma}

{0encTByloWne BelecTBa}

1. < JlekapcTBeHHbLIN  npenapaT MOANEXWUT  AOMNOSIHUTENbHOMY
MOHUTOPUHIY, KOTOPbIN CNOCOBCTBYEeT ObICTPOMY BbISIBIEHUIO HOBbLIX CBEAEHUA O
GesonacHOCTU. OTO NO3BONMUT B KOPOTKMA CPOK BbISBATb HOBYK WHOPMauUuio o
B6esonacHocTn. Obpalwaemca K paboOTHMKaAM CUCTEMbI 34paBOOXPaHEHUsi ¢ Npocbbon



coobuaTtb 0 NbbLIX N0A03PEBAEMbIX HEXENATENbHbLIX PeaKuMsX.

Cnocob6 coobueHnss 0 HexenaTenbHbIX peakumsix onucaH B pasgene 4
NUCTKa-BKNagblwa.>

2. <[lepen <npuemom> <nOpuMEHEHMEM> rpenapaTta MOSIHOCTLIO MNpoYnTanTe
NINCTOK-BKIaAblLl, NOCKOSbKY B HEM COAEpXaTCH BaXkHble AN Bac CBEAEHUS.

CoxpaHuTe nucTok-BKnagbiw. Bo3aMoxHO, Bam noTpebyeTca npountatb €ro ewle
pas.

Ecnn y Bac BO3HMKNM LOMOMHUTENbHbIE BOMPOCHI, OBpaTUTECh K <fevallemy
Bpayy> <,> <unu> <paboTHMKY anTekn> <,> <nnn> <meguunHCKON cecTpe>.

[MpenapaT Ha3Ha4yeH nMeHHO BaM. He nepegasanTe ero gpyrum nogsm. OH MoxeT
HaBpeauTb UM, AaXe eCcriv CMMNTOMbI MX 3aboneBaHnsa coBnagatroT C BalUMMM.

Ecnm y Bac BO3HMKAM Kakue-nmbo HexenaTenbHble peakumn, obpaTtutecb K
<nevawiemy Bpauy> <,> <unu> <paboTHUKY anTekn> <,> <uUnm> <MeguLMHCKON cecTpe>.
[laHHass pekomMeHOauMsa pacnpoCTpaHAeTCsl Ha fobble BO3MOXHbIE HeXenaTesnbHble
peakuunn, B TOM YUCIe Ha HE MepeYnCneHHble B paserne 4 nucTka-Bkrnagbiwa.>

3. <[lepen <npuemomM> <npuMeHeHWeM> npenapata MNOSIHOCTLIO NpoYnuTanTe
NNCTOK-BKNaAblLL, MOCKOSbKY B HEM COAEPXKATCA Ba)KHblE€ ANl BAaC CBEAEHUS.

Bcerpa <rnpuHUManTe> <npumMeHanTe> npenapat B TOYHOCTMU C
NINCTKOM-BKMapbILLEM UM pekoMeHZaumnaMm <mevawero Bpaya> <,> <unun> <paboTHukKa
anTekn> <, > <unu> <MeguLMHCKON CecTpbl>.

CoxpaHuTte nUCTok-BKNagbiw. Bo3amoxHo, Bam notpebyeTcs npoynTtaTtb €ro eule
pas.

Ecnn Bam HyXHbl OONOMHUTENbBHbIE CBEAEHUSA UNU pekoMeHZauumn, obpaTtutech K
pabOTHUKY anTeku.

Ecnn y Bac BO3HMKNM KakMe-nubO HexenaTenbHble peakuun, obpaTtutechb K
<nevailemy Bpady> <,> <unmn> <paboTHUKY anTekn> <,> <unm MegULNHCKOW cecTpe>.
[aHHasi pekomMeHOauMs pacnpoCTpaHsaeTcss Ha nbble BO3MOXHblE HexenaTesnbHble
peakuuu, B TOM YMCNE Ha HEe NepedncneHHble B pasgerne 4 nucTka-eknagbiwa.>

Ecnn coctoaHne He ynydwaeTcs unmM OHO yxyawaeTcs, <yepes3 {4ncno} gHen>
BaMm criegyeTt obpaTuTbCA K Bpady.>

COOEP>XAHUE NNCTKA-BKITAObILWA

1. YT0 13 cebsa npeacraBnsaeT npenapart XXXX® , W ONS Yero ero NPUMEHSIOT.
2. O yeM cnenyeT 3HaTb Nepea <npMemMom> <fNpuMeHeHneM> rnpenapaTta XXXX®

3. <lNpuem> <npumeHeHne> npenapaTa XXXX® .
4. Bo3aMOXHble HeXenaTtesibHble peakuunu.

5. XpaHeHue npenapaTa XXXX®
6. Cogepxmmoe ynakoBku 1 nNpoyne CBeAeHus.

1. 4YTO U3 CEBA NMPEACTABIIAET MNMPEMNAPAT XXXX®
N AnA Yero ero NPMMEHAOT

<Ecnu ynydweHne He HacTynumno unu Bbl YyBCTBYETE yXyAleHune <yepes {4Mcno}



AHen>, HeobxoaMMo obpaTUTLCA K Bpayy.>.

2. O YEM CIEOYET 3HATbL MNMEPEA <NPUEMOM>
<MPUMEHEHWEM> MPEMAPATA XXXX®

He <npuHumanTe> <npumeHsinTe> npenapar XXXX® <>

<ecnu y Bac anneprus Ha {gencteyouwlee(ne) Bewwectso(a)} nnu nwobole gpyrme
KOMMOHEHTbI Npenapata (nepevncrneHHble B pasgene 6 nucTka-Bknagpiwa).>

Ocobble ykasaHUsa U Mepbl NPeLOCTOPOXKHOCTU

<[lepen <npuemMom> <nNpuMeEHEeHMeM> npenaparta XXXX® NPOKOHCYSIbTUPYNUTECH
C nevyawmm BpavyoM <unun> <,> <pabOTHUKOM anTekn> <> <unn> ,<MeanLMHCKON
cectpon".

[eTtn < nogpocTkn>

Apyrve npenapatbl 1 NpenapaT XXXX®

<CoobwunTe rnevawemy <spady> <unn> <pabOTHMKY anTekn> O TOM, YTO Bbl
<npuHUMaeTe> <npumMeHsieTe>, HefaBHO <MNPUHUMaNU> <MPUMEHANU> WU MOXeTe
HayaTb <NpUMHMMAaTbL> <NPUMEHSATL> Kakne-nnbo apyrne npenapartbl.>

MpenapaTt XXXX® C <nuwen> <> <p> <> <HanuTkamun> <,> <> <ankoronem>

BepeMeHHOCTb <n> <,> rpyaHoe BCckapMmnmBaHne <u oepTUnbHOCTb>

<Ecnu Bbl BGEpEMEHHBI U KOPMUTE Tpyablo, AyMaeTe, 4YTo 3abepemeHenun, unum
nnaHvpyete GepeMeHHOCTb, nepeng Ha4yanom NPUMEHEHUS npenapaTa
MPOKOHCYNbTUPYNTECH C <flevaliMm BpavyoM> <unn> <paboTHUKOM anTekn.>

YnpaBneHne TpaHCNOpTHbIMK cpeacTBamu U pabota ¢ mexaHuamamn <[lpenapaT
XcopepxuT {HanmeHoBaHne BcrnomoraTenbHbIX(0oro) Belects(a)}>

3. <MPUEM> <TPUMEHEHME> MPEMAPATA XXXX®

<Bcerga <npuvHumaunTe> <npuMeHanTe> npenapaTr B MOSIHOM COOTBETCTBUM C
pekoMeHaaumamMmn nedauwlero Bpada <unu paboTHuka antekn>. [lpyu NosABNEHUU
COMHEHMI NOCOBETYNUTECH C <nevawum BpadomMm> <nnu> <paboTHUKOM anTekn>.

<PekomeHagyemas fosa: ...>

<Bcerga <npuHuUmaunTe> <nNpuMEHANTEe> npenapaTt B MOSIHOM COOTBETCTBMU C
NNCTKOM-BKNagbILLEM UK C pekoMeHZaumMsamu nedauwlero Bpada <paboTHuKa anTeku>
<,> <MeauumMHCKon cecTpbl>. [Npy NOABEHUM COMHEHUM MOCOBETYMTECH C <nevalinm
BpayoM> <> <ynun> <,> <paboTHMKOM anTekn> <,> <UnnMMeguLMHCKON CECTPON>.

<PekomeHagyemas fosa: ...>

<[lpumeHeHue y geten <n NogpOCTKOB>

<Pucka HaHeceHa nuwb And obnerdyeHns pasnambiBaHUa Tabnetkn npwu
BO3HUKHOBEHWM 3aTPYAHEHUN NpY ee npornaTtbiBaHUN LEeNMKom.>

<TabneTKy MOXHO pa3gennTb Ha paBHble A03bl.>

<Pucka He npegHasHa4yeHa ans pasnamblBaHnsa TabneTkun.>

<Ecnn Bbl <nOpuHANKW> <npuMeHunun> npenapata XXXX ® bonblie, 4em
cnefosano>



<Ecnu Bbl 3abbInNn <NpUHATL> <NPUMEHUTL> Npenapart XXXX® >
<He npuHUManTe AOBOWHYH O03y, 4YTOObl KOMMEHCMpPOBATb MNPOMNYLLEHHYHO
<tabnetky> <gosy> <...>.>

<Ecnv Bbl npekpatunm <npuem> <npuMeHeHue> npenapara XXXX® >
<[pn HannuMmM BOMPOCOB NO NMPUMMEHEHMIO NpenapaTta obpaTuTech K <nedailiemy
Bpayy> <,> <unu> <paboTHUKKY anTekn> <,> <unn MeaununuHCKOn cecTpe>.>

4. BOSMOXXHbIE HEXXEJIATEJIbHbIE PEAKLINA

<[logobHO BCeM neKkapCTBEHHbIM MpenapaTtam npenapat MOXeT Bbli3biBaTb
HexenarterbHble peakuum, 04HAKO OHW BO3HUKAKOT He Y BCcex>

<[lononHUTEnNbHbIE HEXENaTeNbHbIE peakuun y geten <v nogpocTkos”

Coo0lLeHne o HexenaTenbHbIX peakunsax

<Ecnun y Bac BO3HUKAIOT Kakme-nmbo HeXXenaTtenbHble peakumm,
NPOKOHCYSIbTUPYNUTECH C <BpayoM> <> <unn> <> <paboOTHMKOM anTekn> <> <unu
MeguuuHcKon cecTtpon>. [laHHasi pekoMeHgaumsa pacnpocTpaHsieTcsl Ha nobble
BO3MOXHble HexXenaTefibHble peakuuMM, B TOM YUCNE Ha HEe TMEepeyYnCrneHHble B
nNUCTKe-BKNagpliwe. Bbl Takke MoXeTe CooOWUTb O HexenaTemnbHbIX peakumsax B
MHOPMALMOHHYKD 6a3y [aHHbIX MO HexenaTemnbHbIM peakunam (OencTBusIM) Ha
nekapcTBEHHbIE NnpenapaTbl, BKAoYasa coodueHna 0 HeaEKTUBHOCTN NEKapPCTBEHHbIX
npenapaTtoB, BbISIBlIEHHbIM Ha TeppuTopuM rocygapctBa - uneHa. Coobwasa o
HexxenaTerbHbIX peakunax, Bbl moMoraeTe nonyyntb 6onblle ceegeHmnn o 6esonacHocTm
npenaparta.>

5. XPAHEHVE MPEMAPATA XXXX®

<XpaHuTe npenapaTt B HeOLOCTYNHOM W HeBMOHOM Ana aeten mecte> <He
NpUMEHANTe npenapaT Nocne UCTeYEeHUst Cpoka rogHOCTU (CpoKa XpaHeHUs ), yKasaHHOro
<B> <Ha> <MapKMpOBKEe> <KapTOHHOW nayke> <dnakoHe> <..> <nocne {cokpalieHue,
ncnonb3yemoe Ans Aatbl UICTEYEHUS] CPOKa rOAHOCTM}.>

<[laTon ucTeYyeHns CcpoKa roAHOCTU ABMSIETCA NOCMegHMN AOeHb Mecsaua> <He
npUMeHsnTe npenapaTt, €cnuM Bbl 3amMeTunuM {onucaHne BUAMMbIX MPU3HAKOB
HenpurogHoOCTW npenapaTa Ang NpuMeHeHusn}>

<He BbIOpackiBanTe (He BbiNMMBaMTE) Nnpenapartbl B KaHanM3auu <BogonpoBoa>.
YTouHuTe y paboTHMKaA anTekn, Kak n3baBuTbCA OT npenapaToB, KOoTopble 6onblie He
noTpebytoTca. AT Mepbl NO3BOMAT 3aLLMTUTE OKPYXKatoLLYI0 cpeay.>

6. COOEPXVMOE YIAKOBKW U NMPOYME CBEOEHUNA

{lMonHoe nepeuncneHne [enCTBYOLWEro(Mx) BellecTB(a) W BCNoOMoOraTeribHbIX
BelLlecTB}

MpenapaTt XXXX® COOEPXUT
<[encTByloWM(MMIN) BeLlecTBOM(aMn) SBSeTCHA(I0TCH)>
<[1poynm(n) <uHrpegmneHTom(amm)> <(scnomoraTesibHbIM(1)



BelllecTBOM(amu))> aBngeT(ioTcs)...>

BHewHun BuAa XXXX® COLEPXXMMOE YMNaKoBKM

HepxaTenb pernctpaumoHHOro yaoCcToBepeHns 1 NponsBoanTeNb

{HanmeHoBaHune n agpec}

<{ren.}>

<{cbakc}>

<{agpec anNeKTPOHHOWN NOYTbI}>

<3a nwbon uHpopmaumnen o npenapaTte crnegyeT obpawarbCa K nokanbHOMY
npeacTaBUTENto AepXxaTensa perncTpaumMoHHOro YaA0CTOBEPEHUS:

{CtpaHa}

{HanmeHoBaHne opraHunsaumn}

{Anpec: {HaceneHHbIn NyHKT} {NOYTOBbLIN MHAEKC} - CTpaHa}

Ten: + {Homep TenecdoHa}

<Beb-cant>>

JIncrok-Bknagblw nepecMoTpeH

<{MM/TTTT}> <{mecay IMTT}>.

<[penapat "3aperMcTtpupoBaH Ha ycrnoBusx". OTO 3HAYUT, YTO MNOSIBATCS HOBblE
cBefeHus 0 npenapare.

[MpeacTaBneHHble gaHHbIE O fleKapCTBEHHbIX npenapatax OyayT NpoBepsTbCA U
AOMNONHATLCA HOBbIMU CBEAEHUSIMU, 1 NO Mepe HeobXOANMOCTU NUCTOK-BKNaabiw byaeT
obHoBNATLCA.>

<[lpenapat 3aperncTpupoBaH Mo "UCKMOYUTENBbHLIM 0bCcTOATENBCTBAM". JTO
3HauYuT, YTO <BCreacTBMEe penKoM BCTpeYyaeMocTu 3aboneBaHus™> <u3 HayudHbIX
COOBOpaXeHnn> <UCXoasa W3 ITUYECKMX COOBpaKEeHUN> HEBO3MOXHO MOMyyYnuTb BCe
Heobxoanmble cBefeHns O npenapare.

Mo aTMM nekapcTBEHHbIM MNpenapaTam OyaeT NpoBOAMTBLCA 3JKCNepTM3a HOBbIX
OaHHbIX, KOTOpble MOryT MNOSIBAATLCA €XerogHo M no Mepe HeobxoammocTu
NNCTOK-BKNaablw 6yaeTt obHOBNATLCA.>

<[lpo4yne UCTOYHMKN nHpopmaLnn>

<[logpobHble cBeaeHuMss O npenapate copepxatca Ha Beb-cante Cowosa>
</mMeloTca Takke CCbINKM Ha gpyrne Beb-cavTbl MO pedkum 3aboneBaHwaM M Bugam
neyexus.>

<JlncTok-BKNagblw AOCTYNeH Ha Bcex s3blkax Coto3a Ha Beb-cante Cotosza.>

(MMHMSA OTpHEIBA WM OTpesa)

<Cnegywouwue cBefeHuss npefHasHayeHbl WCKNIYUTENbHO AN MeAULUHCKMX
pabOTHUKOB: >

MpunoxeHne N 16

K TpeboBaHNAM K MUHCTPYKLUKU

no MeaULMHCKOMY NPUMEHEHUI0
NeKapCTBEHHOro npenapara v ooien
XapaKkTepucTUKe NneKapCTBEHHOro
npenapara Ansa MeauLUHCKOro
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npuMeHeHuA

YkasaHus
No 3anoJsIHeHUIo WabnoHa NMHCTPYKLUN NO MeAULIMHCKOMY NPUMEHEHUI0
(nucTka-BKNagbIwa)

C u3aMeHeHUsAMU 1 JONOJSIHEHUAMM OT:

19 masa 2022 r.

Bmecto (TOproBoro) HaMmMeHOBaHWA feKapCTBEHHOro Mnpenapata B TeKCTe
ynotpebnsetca o6o3HayeHune "npenapat X"

Bo Bcex cnyyasx npu HeobxoouMmocTu credyeT WCnonb3oBaTb CTaHAApTHble
3aronioBkn un ppasbl, cogepxawmeca B wWwabnoHe. B oTaenbHbIX criydasx ans yyerta
cneundunyHbIX Ana npenapata TpeboBaHUN 3asBUTENb MOXET HE WCMNOMb30BaTb 3TU
3aronoBku (dpasbl) U MCNONb30BaTh Apyrve anbTepHaTUBHbIE 3arofioBKM uUnn dopasbl
(Hanpumep, AnNa npenapaTtoB, BBOAUMbIX MeOULMHCKAMM  paboTHUKaMK, CroBO
"NpuHMManTe" nnn "NpUMeHaAnTE" MOXXHO 3aMeHUTb CrioBoM "gaetca” unm "Beogutca”).

3asButento  Heobxogmmo  oBOCHOBATb  MCMNOMb30BaHWE  anbTePHATUBHbIX
3arofioBKOB (Hanpumep, CCbINKOW Ha pe3ynbTaTbl NOSIb30BATENbCKOrO TECTUPOBAHUSA).
[na HekoTopbIX NpenapaTtoB HE NMPUMEHUMbl BCE 3fieMeHTbl NNCTKa-BKNaplwa, B 3TOM
Crlydae COOTBETCTBYHOLLMI 3arofiloBOK yKa3biBaTb He crieayer.

Llenb wabnoHa - obecnevntb BKNIOYEHUE B yKa3aHHOM NOpsiAKe BCEX ANIEMEHTOB
nucTKa-Bknagblwa cornacHo TpeboBaHMsM EBpPasnCKOro 3KOHOMMWYECKOro CO3a
(nanee - Coro3a) No NoAroToBKe TEKCTa NINCTKa-BKNaablwa.

AnzanH un pacnonoxeHne uHPOPMALUN SBASKOTCA KIHOYEBBIMU 3fIEMEHTaMM
yoobouMtaemocTu  rotoBOoro  nucTka-Bknagbiwa. CnepoBaHne  wabnony J1B
obecneumBaeT onpegeneHHy cTeneHb opgHopoaHoctTn JIB  3apernctpuMpoBaHHbIX
rflekapCTBEHHbIX NpenapaTos.

Mo 3anpocy opraHu3auum MauMeHToB 3aaBUTENW [OOSMKHbI  MPeaoCcTaBUTb
NNCTOK-BKNagbill B opmaTte, nogxogsdwem Ana crnenbix wnu  cnabosugsawmx.
[epxaTtensm perMcTpaunoHHbIX YOOCTOBEPEHUN pPEeKOMEHAYEeTCsl yKasblBaTb Hanundue
NoAo6HbIX anbTepHaTMBHbLIX OPMATOB B KOHLE NUCTKa-BKaabilla.

JInctok-Bknagbiw: MHCTPYKUMM NO MEOULMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro npenapara anga <nauueHTta> <notpebutena>
{(ToproBoe) HanmeHoBaHWe, 0O3NPOBKA, NlekapCTBEHHas dopma}
{0encTByloLine BeLLecTBa}

B pgaHHOM nopasaronioBke HeobxoguMmo ykasaTb (TOproBoe) HamMeHOBaHue
nekapcTBEHHOro rnpenaparta (ganee - npenapart), 3aTeM JO3MPOBKY U NEKapCTBEHHYIO
dgopmy (Takke kak B pasgerie 1 OXJIM), oHM BbIAENAKTCA MOMNYXUPHBLIM LLUPUPTOM.
[anee cnegyeTt ykasaTb [OEWCTBYKOLME BellecTBa (B COOTBETCTBUMM C MyHKTOM 11
TpeboBaHNn K MapKUPOBKE NEKapCTBEHHbIX CPeAcTB) MHAOPMALMIO O KOTOPbLIX MOXHO
npencTaBUTb CTPOKOM HWXe. B ocTaBLuencs yactm JOKyMeHTa TOproBoe HavMeHoBaHue
He crnefyeT BblAensiTb NOMAY>XUPHBbIM UM NOAYEPKHYTBIM LWPUGTOM, U B LIESIOM crnegyeT
nsberatb YacToOro ykasaHus TOproBoro HaMMeHOBaHUS B TEKCTE.
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Tonbko B OTHOLUEHMM NpenapaToB, TPEOYLWMX OOMNONHUTENBHOMO MOHUTOPUHIa
Ge3onacHoOCTK, HeobxoOMMO YykasaTb B JUCTKE-BKNaAblle crneumanbHbii CUMBOS U
nosacHeHnda. CneunanbHbli CUMBOS MNpeacrtaBnseT cobor 4YepHbld NepeBepHYTLIN

PaBHOCTOPOHHUN TPEYrofnbHUK , CUMBOM [OMMKeH OblTb NponopunoHaneH
KErnw LwpugTta nocneayowero CtaH4apTU30BaHHOIO TeKcTa, Npu 3TOM MUHUMarnbHas
ANVMHA KaXXOou CTOPOHbl TPeyrofibHUKa [OOSbKHa COCTaBfisiTb HE MeHee 5 mm. [ns
NOAroTOBKM AOMNOSIHEHMA K MHOpMaUuM O npenapare, noxarymncra, BOCNONb3ynTechb
YepHbIM TPEYroNbHUKOM, COAEPKALLMMCA B AaHHOM LWabnoHe.

v

< JlekapcTBeHHbI  Npenapat  Nognexut  AOMNOHUTESNTbHOMY
MOHUTOPUWHIY, KOTOPLIN CcnocobcTByeT ObICTPOMY BbISIBIEHMIO HOBbIX CBEAEHWA MO
6esonacHoCcTU. Bbl MOXeTe NOMOYb, coobuiast MHopMaumMo O fOObIX HEXenaTenbHbIX
peakumnax, KoTopble BO3HWUKNN B Nepuog NpYMeHeHUs riekapCcTBEHHOro npenapara (B Tom
4yucne n o crydasax ero HedPEKTUBHOCTH).

Cnocob coobueHns o HexenaTesibHbIX peakumax onucaH B pasgene 4
nncTKa-BKnagbliwa.>

[Ana nekapcTBEHHbIX MNpenapaTtoB, OTMYCKaeMbIX MWCKOYUTENBHO MO peuenty,
HeobXxoAnMO NOMECTUTb B NINCTOK-BKNaAbILL CneayoLlmne Hagnucu:

<[lepen <npuemMom> <npMMEHeHMeM> npenapaTa MNOMIHOCTbLID npoynTanTe
NINCTOK-BKIaAblLl, NOCKOSbKY B HEM COOepXaTCHa BaXkHble AN Bac CBEAEHUS.

CoxpaHuTe nUCToK-BKNagbiw. Bo3amoxHo, Bam notpebyeTcsa npoynTaTb ero elle
pas.

Ecnv y Bac BO3HMKNM LOMOMHUTENbHbIE BOMPOCHI, 0BpaTUTECh K <fevallemy
Bpayy> <> <unum> <pabOoTHUKY anTekn> <> <unn> <MeguLUNHCKON cecTpe>.

MpenapaT HasHayeH uMeHHO BaM. He nepenasawnTte ero gpyrum nogam. OH MoxeT
HaBpeauTb UM, Aaxe ecnv CUMNTOMbl UX 3aboneBaHusi coBnagatT C BawuMmuK (He
crefyeT BKNYaTb [AaHHOE yKasaHwe, ecnv npenapaTt npefHasHayeH TONbKo Ans
CTaUMOHAPHOIo NPUMEHEHUS).

Ecnn y Bac BO3HMKNM Kakne-nubO HexenaTesbHble peakuun, obpaTtutechb K
<nevawiemy Bpady> <,> <unn> <pabOoTHMKY anTekn> <,> <unmn> <MeguLMHCKON cecTpe>.
[aHHaa pekomeHOaumsa pacnpocTpaHsaeTca Ha nobble BO3MOXHbIE HexenaTesSibHble
peakuuu, B TOM YMCNe Ha He nepeyncneHHble B pasgerne 4 nucTka-eknagbiwa.>

[na nekapCTBEeHHbIX NpenapaToB, OTNyckaeMblx 6e3 peuenTta, cnegyeT ykasbiBaTb
cneayoLyo MHpopmauumio:

<[epen <npuemom> <npUMEHEeHMeM> npenapaTta MOMHOCTbID nNpovYnTanTe
NINCTOK-BKIaAbiLl, NOCKOSbKY B HEM COAepXXaTCs BaXkHble AN Bac CBEAEHWUS.

Bcerga <npuHumante> <npumeHanTe> npenapar B TOYHOCTU C OaHHbIM JNIUCTKOM
UNU pekoMeHJauMsMKn <fevawlero Bpaya> <,> <unu> <paboTHMKa anTtekn> <,> <unu>
<MeAULMHCKOM CECTpbI>.



CoxpaHuTe nucTok-BKknagbiw. Bo3amoxHO, Bam noTpebyetca npounTatb €ro eule
pas.

Ecnv Bam HyXHbl JONOMHUTENBHbIE CBEAEHUS UNU pekoMeHdauuun, obpaTtutech K
pabOTHUKY anTeku.

Ecnm y Bac BO3HMKAM Kakue-nmbo HexenaTenbHble peakumn, obpaTtutecb K
<nevawiemy Bpady> <,> <unu> <paboTHUKY anTekn> <,> <uUnm> <MeguLMHCKON cecTpe>.
[aHHaa pekomeHOauMsa pacnpocTpaHseTca Ha Iobble BO3MOXHblE HexenaTesSlbHble
peakuuu, B TOM YMCe Ha He nepedyncneHHble B pasaerne 4 nucTka-eknagbliwa.>

Ecnn coctodHne He yrnydwaetcsa unvM OHO yxydwaeTtcs, <yepes3 {4yicno} gHem>
BaM crniegyeTt obpaTtutbCa K Bpady.>

CopepxaHue nucTKa-BKnagblwa

TectupoBaHue notpebutenen nokasano, 4YTO OOMbLIMHCTBY NaUMEHTOB
HeobXo4MMO NpeacTaBUTb CoAepXKaHne NUCTKa-BKNaablwa, KoTopoe A0IHKHO ObITb YETKO
BblAeneHo. Ecnu nuctok-Bknagpilw cTaHgapTHbIA, OH O0OblMHO COCTOUT M3 6 OCHOBHbIX
pasgernos.

1. Ut0 13 cebs npeacraBnsaeT npenapat X, 1 Anst Yero ero NPUMeEHSIOT.

2. O YyemM criegyeT 3HaTb nNepen <npuMemom> <npuMeHeHnem> rpenapaTta X.

3. <[Mpnem> <npmnmeHeHune> npenapaTta X.

4. Bo3MOXHble HexernaTterbHble peakuun.

5. XpaHeHue npenapata X.

6. CoagepxMmoe ynakoBk/ N Npoyne cBeaeHus.

OpHako ecnu ucnone3yetcsa coopmat BykneTa unm ctaHaapTHbIA JIMCTOK-BKaAblL
COAEPXUT MHOro nogpasgenos, Aonyckaetca 6onee nogpobHoe npencraBneHune
cogepXaHus nuUcTKa-Bknagpiwa (C ykasaHMeM HOMEPOB CTpaHuL, WKW KOSOHOK,
no3BonigloWmMx notTpebutensm ObICTPO HaxoAuTb HeobXoauMble UM CBeAEHUs, 3TU
AaHHble MOXHO YKa3sblBaTb NULLb HA MakeTax).

1. YTO 13 cebs npeacTtaBndeT npenapart X, u onga vyero ero NMPUMEeHAIOT

ToproBoe HaMmeHOBaHWe, OENCTBYOLWME BellecTBa U papmakoTepaneBTMyeckas
rpynna npenaparTa.

CnepyeT ykasaTb TOpProBoe HauMMeHOBaHWe npenapata U AOMNOSIHUTb ero, npwu
HeobXoOMMOCTH, yKasaHMeEM OeNCTBYLWMX BewecTB (kak B pasgenax 1 m 2 OXIIM),
Hanpumep, "npenapat X cogepXuT gencrayloulee Bewectso Y". Heobxoanmo ykasaTb
Takke bapmakoTepaneBTUYeckyto rpynny (kak B pasgene 5.1 OXJIM), n (unn) Ha 4TO OH
AencTByeT (Hanpumep, CTaTuHbl (ONA CHXKEHUS CoAepXaHus XornectepuHa)).

[MokasaHnsa K NPUMEHEHUIO

30ecb HeobxoaAMMO YyKasaTb MOKasaHWs K MNPUMEHEHUID, B COOTBETCTBUU C
pasgenom 4.1 OXJIMN. HeobxogmMmo ykasaTb, B KakMX BO3PACTHbIX Fpynnax MokasaHo
npUMeHeHne npenapara ¢ ykasaHMeMm BO3paCTHOro AnanasoHa, Hanpumep:

<npenapat X npumMmeHsieTca Ona nedvyeHunsa {ykasaTb MOKasaHue} y <B3pPOCHbIX>
<HOBOPOXAEHHbIX> <MageHueB> <geTen> <nogpoCTKoB> <B Bo3pacTe {OoT X Aoy}>
<neT> <MecsLeB>.



Ecnv npymeHumo, ykasbiBatoT:

4YTO npenapaTt SBMSETCH BbICOKOTEXHOMNOMMYHbLIM fEeKapCTBEHHbIM npenapaTomM,
cofepXalluMm KreTku unm TkaHu (HeobxoaumMo npeacTaBUTb OMMCAHWE ITUX KNETOK Unn
TKaHEeW, UX NPOUCXOXAEHWe (BKIYas BUL >KUBOTHbLIX, €CNU OHW HevyenoBevecKoro
npoucxoxageHust) B cootsetcTeum pasgenom 2.1 OXIM);

4YTO npenapaTt SBMSETCH BbICOKOTEXHOMNOMMYHbBIM fEeKApCTBEHHbIM npenapaTom,
cogepXawumMm MeguuMHCKNE n3genus UNn akTUMBHbIE MMMNNaHTUpyemble MeauUnHCKue
nsgenus (HeobxoauMo NpeacTaBUTb ONUCaAHME 3TUX U3AENMA U UX NPOUCXOXAEHUNE B
cooTBeTcTBUM € pasgerniom 2.2 OXJIM).

CBefeHnda o nonb3e NpUuMeHeHus npenaparta

B oaHHOM pasgene gonyckaeTcs B MHAMBMAYaNbHOM MOPSAKE yKasaTb CBeAEHUS O
nosib3e MpUMEHeHNA npernapara npu ycnosuu cooTteBeTcTBus uHpopmauun B OXJIM,
MONE3HOCTM ANs NauueHTa M OTCYTCTBUSA MobObIX 3NIEMEHTOB PEKiaMHOro xapakrepa.
[aHHble pgonyckaeTca MpeactaBUTb MOA4  OTAENbHbIM - NOA3arofIOBKOM, Hanpumep,
"Cnocob gencteusa npenapara X"

CeeaeHnsa Heob6xo0aANMO M3NOXUTb YETKO U KpaTKo.

Hanpumep, cBegeHns MoryT BktovaTth B cebs:

NpU3HaKM 1 cuMnToMbl 3aboneBaHus, NpPUM KOTOPOM feKapCTBEHHbIM MNpenapat
MOXET MPUMEHATBLCHA, 0COBEHHO B OTHOLLIEHMM Be3peLenTypHbIX MpenapaToB, HO TakKe B
OTHOLLUEHUWN npenapaToB, MPUHUMaeMblXx "no TpeboBaHM" (Hanpumep, npenaparthbl
NPOTUB MUTPEHN);

cBefeHMst O nonb3e NpUMEHeHus npenapata (Hanpumep, "npenapaTt CHWXaeT
bonb Npu apTpuTe", "NpenapaT CHWXaeT coaepXXaHue caxapa B KpOBU, YTO crnocobeTByeT
NpefoTBPALLEHNIO OCINOXHEHUN OunabeTa"). OT0 OCOBGEHHO BaXXHO ANS MNOBbILWEHUSNA
NPUBEPXKEHHOCTU  MNauueHTa  Tepanuu,  Hanpumep, NpU  OOSITOCPOYHOM U
npocmnakTnyeckom neyeHun. MNMonb3y NpUMeEHeHUs1 npenapaTta MOXHO ONMcaTb C TOYKU
3peHus NpeaoTBpaLLeHnst OCIOXHEHN 3aboneBaHns (Hanpumep, anabeTnyeckunx), ecnu
OHa noaTBepXxaeHa. MoOXHO Takke yka3aTb CPOK HacTynneHus adpdekta oT AencTBuA
npenapata (ecnun uenecoobpasHo). B nwbom cnydae cBedeHUs  OOMKHbI
cooTBeTcTBOBaTb MHPopmaunn B OXJII (ocobeHHo pasgeny 5.1 OXJIM);

cBefeHVss O BpPeMeHU, HeobxoauMOM AN HacTynneHus adpdoekTa npenaparta
(obesbonuBatowmMn npenapart, aHTugenpeccaHt U T.4.), €ecnnm 3TO 3Ha4YMMo Ans
naumneHTa.

O6s3aTenbHoM aBnseTcs cnegyowas hopmynupoBska:

<Ecnu ynyJlieHne He HacTynumno Unu Bbl YyBCTBYETE yXyAlleHne <yepes {4Mcno}
AHen>, Heobxoanmo obpaTuUTbCA K Bpady.>

2. 0O yem crniepyet 3HaTb nepea <npuemMmom> <fipyuMeHeHueM> npenaparta X

B OaHHbIM pasgen HeobxoauMo BKIOUUTL UMHGOPMAaUMIO, O KOTOPOW AOSTKHbI
3HaTb nNauMeHTbl (noTpebuTtenn) 4o Havyana npuema npenapaTta U Ha NPOTSXKEHUN BCEro
Kypca ero npumeHeHusi. Bcneacteue ©Oonbworo pasmepa [[aHHOrO pasgena
NUCTKa-BKNagblwa y nauuMeHToB (NpM MX TEeCcTUPOBAHUM) BO3HUKaNM Hambonblume
3atpygHeHuna. [na ynobcrBa HaxoXOeHUs HY)XXHOW WHAopMauMyM NOfes3HO BKOYEHue
AONOMHUTENbHbLIX  NOA3aronoBKoB  (Hanpumep, uWHdopmMauun o6 onpeaeneHHou



kateropun notpebutenen) ¢ cobniogeHMem  NoCrneaoBaTeNnbHOCTU  yKa3aHus
MHOpMaL MM B COOTBETCTBUN C €€ BaXXHOCTbIO.

2.1. [poTmnBonokasaHus.

He <npuHumanTe> <npumeHanTe> npenapatxX<:>

B paHHOM nogpasgene HeobxogMmo  ykasaTb BCe  NPOTMBOMOKa3aHus,
nepeudncneHHole B pasgene 4.3 OXJIM, B Tom xe nopsagke, 4to n B OXJIMN. OcTtanbHble
ocobble ykasaHUs M Mepbl NPefOCTOPOXHOCTM criedyeT MpuMBeCTU B creyloLlem
pasgene nucTka-Bknagbiwa. HeobxoguMmo  BKMOYMTbL BCE  CYLLECTBEHHble Ans
NPUMEHEHUA npenapaTa NpoTMBoONokKasaHus. HegonycTMMo ykasbiBaTb NULb OCHOBHbIE
WM YacTble  BCTpevawllnecd nNpoTMBOMoOKasaHus. He cnegyet  ucknwoyaTb
NpPOTUBOMNOKa3aHWe WUCXoO4a W3 NpPeanofioXeHus, YTO MauueHT He TMouMMeT 3TOo
NpoTUBOMNOKa3aHue.

<ecnu y Bac anneprms Ha {geuctBylolime BewecTsa} wnu nwbble apyrue
KOMMOHEHTbI Npenaparta, (nepevncrieHHble B pasgene 6 nuctka-sknagpiwa).>

B aTtom npegynpexneHnn Takke YyKasblBalT OCTaTOYHble MNpUMecH, ecrnim 3To
NPUMEHNMO.

CooTBeTCTBYHOLLME MEPLI MPESOCTOPOXHOCTM, OCOObIE YKaszaHnd

2.2. Ocobble ykazaHus u Mepbl NPEAOCTOPOXKHOCTH.

<[lepen <npvemMom> <npuMeHeHuMem> npenapata X MNPOKOHCYNbTUPYUTECH C
nevawmm Bpavyom <mnum> <paboTHUKOM anTekn> <unv mMeamnumMHCKON cecTpomn>

B cnyyae anuHHOro nepeyHs npenocrepexeHun pekoMeHOyeTCHd MUCMNoSib3oBaHue
€ONHOro OKOHYaHus (Hanpumep, pekoMeHgaumm o HeobXoaUMOCTU KOHCynbTauum C
nevyawum BpayoMm unn paboTHMKOM anTekn nNnbo ykasaHne mep NpeLoCTOPOXHOCTWN),
4TOBObI MOBTOPSATL €r0 HECKOSTLKO pas.

B gaHHOM nopgpasgene HeobxoaMMO M3NOXUTb BCe Ocobble yKasaHus U Mepbl
NpegoOCTOPOXHOCTU NPU NPUMEHEHUM Npenaparta, BKNtoYeHHble B pasgen 4.4 OXIIIM (kak
n B OXJII, nNopagok W3NOXeHUss UHOPMaUMW O0SHKEH onpenenaTbCs BaKHOCTbIO
MHdopmaumm o Ge3onacHoOCTU); KpoMe Toro, B pasgene nuctka-sknagbiwa "Ocobble
yKasaHusa n Mepbl NpefoCTOPOXHOCTU" HeobxoauMO 4YeTKO YyKasaTb, 4YTO [OOSKeH
npeanpuHATL  nauneHT  (noTpebutenb) gns  TOro, YTOObl  MWUHUMU3UPOBATL
NOTEHUWanNbHbIN PUCK.

MogpobHyto mMHopMaunio 06 0CcobbiX ykaszaHUAX U Mepax MPeaoCTOPOXHOCTMU,
00ycnoBrieHHbIX HeXxenaTerbHbIMU  peakunsiMn, KOTOpble MOryT BO3HUKaTb Mpu
NPUMEHEHUN Npenaparta nauMeHToM, cnegyeT NpuBecTn B pasgere 4 nucTka-Bknagblwa
(Hanpumep, CUMMTOMbI) C COOTBETCTBYHOLLEN NEPEKPECTHOM CCbINKOWM B pasgene 2
NUCTKa-BKNaablwa.

Ocobble ykasaHus, Kacawwmecs B3auMMOLENCTBUIK npenapaTa, PepTUNbLHOCTH,
GepeMeHHOCTN 1 TPYAHOr0 BCKapMiMBaHWA, CMOCOBHOCTM yNpaBnsaTb TPaHCMOPTHLIMMU
cpeactBamMu 1 paboTtatb C MEXaHU3MaMu, a Takke BCNoMOraTesnbHbIX BELLECTB, cnegyet
AaBaTb B COOTBETCTBYKOLMX MNOcCneayrwmx noapasgenax IucTka-Bknagblwa, ecnm
TONbKO OHW He MNpenCTaBnsAlT 0CObYy BaXHOCTb C TOYKM 3peHust 6e3onacHocTu
(MpoTnBONoOKasaHue), B 3TOM cCliydae uX cregyeT oOTpasuTb Bbile, B nogpasgene
nucTka-Bknagbiwa "He <npuHumanTte> <npumeHanTe> npenapart X".

ana  uvHopMauum O  AONOMHUTESNbHBLIX  NTabopaTOPHO-UHCTPYMEHTASbHbIX
nccnefoBaHusaX, KOTopble HeobxoaMmo npoBOAMTbL B Xo4e Tepanuu, [onyckaeTtcs
npegycMoTpeTb AOMNOSTHUTENbHbLIN NO43arofI0BOK.



2.3. et <1 nogpoCTKn>.

Ecnun npenapart nokasaH geTtam, nNog AaHHbIM NO43aroNoBKOM criefyeT U3NOoXUTb
ocobble ykasaHus U Mepbl NPegoCTOPOXHOCTU, cneumdunyHble Ana AaHHOW NoNynsaumnm um
obo3HaveHHble B pasgene 4.4 OXIIM. lMpun HeobxogmmocTwu, criegyeT npegynpeavTb
poauTenen (yxaxuBawWmx nuy) O BO3MOXHbIX OCOObIX YKasaHusX Ans AeTen
(MOAPOCTKOB), BKIOYEHHbIX B Nogpasgen nucTka-Bknagblwa "cnocobHOCTb ynpaBnsTb
TpaHCNOPTHbIMM cpeacTBaMun U pabotaTb C MEXaHU3MaMn".

Ecnn npenapat He MokasaH HEKOTOpPbIM WM BCeM noarpynnam aeTen,
HeobxoQMMOo NPUBECTU CBeAeHUs, coaepxawumecs B pasgene 4.2 OXIJIIN, Hanpumep:

<He paBanTe npenapat OeTAM B BoO3pacTe OT X OO0 Yy <ner> <mecsues>
BCcneacTteme <pucka [...]> <HedaddEeKTUBHOCTU> <TOro, YTO NoTeHuManbHasi nosfb3a He
npeBbILLaeT PUCKN>, <BEPOSATHOM HeGe30macHOCTH>.

2.4. BsaumogemncTeus ¢ opyrumm nekapCcTBeHHbIMU NpenapaTamu.

2.4.1. lpyrue npenapatbl 1 npenapart X.

<Coobwunte rnevawemy <spady> <unmn> <paboOTHMKY anTekn> O TOM, YTO Bbl
<rnpuHUMaeTe> <npuMmeHsieTe>, HedaBHO <MNPUHUMANU> <MNPUMEHSANU> UNU MOXeTe
HayaTb <NpUMHMMAaTbL> <NPUMEHSATL> Kakne-nnbo gpyrue npenapartbl.>

B cooTtBeTcTBUMM C pasgeniom 4.5 OXJI HeobxogmMmo onucaTtb BIAUSHWE OPYrnx
npenapaTtoB Ha paccmaTpuBaeMbli npenapat M paccmaTpyMBaeMoro npenapara Ha
apyrue npenaparbl. Apyrvne npenaparbl HeobxoaMmo yKasblBaTb Kak
dapmakoTepaneBTnyeckyto rpynny unnm MHH (Heobxogumo ykasbiBaTb CHadana
obweynotpebutencHble TepMnHbl 1 MHH B ckobkax, ecrnn TONbKO B3anMOAENCTBUE HE
NPOUCXOANT C OOHMM [OEeWCTBYIOLWWM BELLEeCTBOM W3 BCEro Krnacca, Hanpumep,
"npaBactatuH (npenapart, NPUMEHSIEMbIA ONA CHWXEHUSA cogepXaHus xonecrtepuHa)"),
MO BO3MOXHOCTMW.

B HekoTOpbIX cnyyasx, ecnu 3To dygeT Nofie3Ho NauneHTy, MOXHO KpaTKo onucaTtb
nocneacTeBna B3aMMoAencTBus npenaparta. Hanpumep, ana obos3HayeHus npenapaTtos,
KOTOpble HeNb3s MPUMEHATb C AaHHbIM npenapatoMm: "He npuHumante npenapaTt X
BmecTte ¢ Y (npenapatoMm, NpMMeHsemMoM rnpu Z), NOCKOSbKY 3TO MOXET MpUBECTU K
<CHWXEHUIo ero adopektTa><HexenartenbHON peakunmn>".

Ana npenapatoB, kOMOGWHaUUK C KOTOpbIMK crnegyeT usberaTb, U NpenapaTtos,
KOMOMHaUMM C KOTOpbIMM TPEOYT onpeaeneHHon NpeaoCTOPOXHOCTM (Hanpumep,
KOoppeKkuMmM 003bl, B 9TUX Cryvasx crnefyeT AaTb NEepeKkpecTHYH CCbIfIKy Ha pasgen 3
nuCcTKa-Bknagblwa). Hanpumep, ecnn uMeeTcss BEPOATHOCTb, YTO B pesynbTaTte
B3aMMOLENCTBUS FOPMOHAsbHbIA  MepopanbHbI - KOHTpaUenTuB noTepsieT  CBOK
a(ppeKkTMBHOCTb, NaUMEHTy cregyeT  pekoMeHAoBaTb  UCMOoNb3oBaTb  ApYyrow
AONOMHUTESbHBIA MeTOA KOHTpauenuun (Hanpumep, 6apbepHble KOHTPaLENTUBbI).

CBepeHnin 0  B3aMMOOEWCTBMW  Mpenapata C  pacTUTENbHbIMKM UMK
anbTepHaTUBHbLIMW BUOAMM Tepanun ykasbiBatoT Npu nx Hanudium B pasgene 4.5 OXIJIIT.

2.4.2. Bsanmogencteue ¢ NULLEN N HANUTKaMMU.

<[lpenapat X ¢ <nuwen> <,> <yu> <HanuTkamm> <,> <u> <arkoronem>>

Mpn Hannumm cooTBeTCTBYHOLWMX yKaszaHun B pasgene 4.5 OXJ Heobxogumo
NPUBECTN CBeAEHUs O [ApyrMx BuOax B3aMMoAencTBus. Hanpumep, nauneHTbl He
AOIMKHbI  yNoTpebnAaTb MOSIOKO BMECTe C TeTpauuKiMHaMW, ankorofib Npu fievyeHumn
6eH3ogmasenvHamn. B aTom pasgene He crnegyeT faBaTb pPekOMeHZauuuM O npueme
npenapara 4o, BO BpeMs Unun nocne efbl, NOCKOSIbKy UX criefyeT BKNIYUTbL B pasgern 3



NUCTKa-BKNagpllwa, HO [JOMyCKaeTCs MNepekpecTHas CCbllka Ha YKasaHHbIA  pasgern
NUCTKa-BKNaablwa.

2.5. MNpnmeHeHne 6epeMeHHbIMN N KOPMSLLMMU TPYObH0 XXEHLLIMHAMWN, CBEAEHUS O
epPTUITBHOCTM.

bepemMeHHOCTb <> <,> rpyaHoe BCKapMmiunsaHme <m pepTuribHOCTb>

Ecnn cBegeHna O npuMMeEHEeHUMM npenapata CyLWeCTBEHHO pasnunyaroTcs,
MHopMaumio 0 6epeMeHHOCTN, KOPMIIEHUN Tpyablo U PepTUNbHOCTM [OonycKaeTcs
npeacTaBnaTb NO4 OTAENbHLIMWU NOA3AaroNoBKaMM.

Heobxogumo BKMOUMTL B NIMCTOK-BKMAAbiW  pPe3toMUpYOLLUME  CBEOEHMS,
npuseneHHoble B pasgene 4.6 OXJIIM, a Takke crneayoLlee:

<Ecnu Bbl GepemMeHHbl U1 KOpMUTE rpyablo, AymaeTe, Yto 3abepemeHenun, unm
nraHupyeTe GepemMeHHOCTb, nepeg Ha4anom NPUMEHEHUS npenapaTta
NPOKOHCYSIbTUPYNTECH C <fnevawium BpadomM> <unmn> <pabOTHUKOM anTekn.>

O6paTuTe BHMMaHWE, YTO ecnn npenapaTt NpoTMBONOKasaH npu 6epemMeHHOCTU n
(vnn)  rpyoHoM  BCKapMnMBaHWKW, BO  BCexX nogpasgeniax — JIMCTKa-Bknagblwa
("®epTuUnbHOCTb, OepemMeHHOCTb, nakTtauua") cnegyeT npeactaBUTb  OOWMHAKOBYHO
nHdopmaumio ("He npuHumante (npumeHante) npenapat X"), a Takke BKNHOYUTb
MHdOpPMaLMI0 O TePATOreHHOCTM NPU HaNN4nn.

2.6. BnuaHne Ha cnocobHOCTb ynpaBnsaATb TPaAHCMNOPTHbIMU CcpeacTBamMu Unn
paboTaTb C MEXaHU3MaMMW.

<YnpaBneHue TpaHCNOPTHbIMK cpeacTBamMmm 1 pabota ¢ MexaHnamamm>

Mpn Hanunumn B pasgene 4.7 OXJIM npegynpeauTenbHbIX pekOMeHZauum ux
HeobXo4MMO yKa3aTb Ha NOHATHOM NaLMeHTY Pa3roBOPHOM S3bIKeE.

[epxatenu perncTpaumoHHbIX YAOCTOBEPEHNN AOMKHbI MOMHUTbL, YTO NpenaparThl,
NpUHMMaeMble OEeTbMKU, MOryT TpeboBaTb cneumanbHbliX pekoMeHgauumn. Hanpumep, B
yacTn 6e30NacHOCTM LOPOXKHOIO ABMXKEHUS (HECMOTPS Ha TO, YTO AETAM B NpUHLMMIE HEe
paspeLleHo ynpaBnaTb aBToMobunem, crnefyeTt ykasaTb B NIUCTKe-BKagblille MOryT nu
AeTun KaTaTbCAa Ha Benocuneae, camokaTe u T.n.).

PekomeHaaunmn OOMMKHbI BKMAOYAaTb OOBACHEHUS MPUYUH  HeXenaTenbHOCTU
ynpaBneHus TpaHCNOPTHbIMU cpeacTBamMu Unn paboTbl C MexaHM3MaMun nauueHTaMm, a
TaKKe ykazaHue Ha HeobXO4MMOCTb KOHCYfbTauumM C fievyalumMm BpaydomM, eCrim naumeHTbl
BCE XXe 3aXOTAT BbIMONHATbL 3TN OENCTBUS.

WNHdopmauusi 06 nsmeHeHusix:
[lyHkm 2.7 u3smeHeH ¢ 9 Oekabps 2022 2. - PeweHue Cosema Egpa3sutickou
3KOHomMmuYecKkou komuccuu om 19 mas 2022 2. N 80
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2.7. Ocobble ykasaHus, KacaroLlmeca BcnomoraTenbHbIX BELECTB.

<[penapat X cogepxut {HaMMmeHoBaHMe BCroMoraTesibHbIX(0ro) BewecTs(a)}>

Ecnn npumeHnmo, B AgaHHOM nogpasgene HeobxoguMmo npuBECTM 0cobble
yKasaHua O Tex BCromoraTesibHbIX BelecTBax, 3HaHWe O KOTOpbIX Heobxoammo Arns
6e3onacHoro n ap@eKTUBHOrO NPUMEHEHUS N KOTOPbIE BKNKOYEHbI B npunoxeHne N 1 K
TpeboBaHNAM K MHCTPYKUUM MO MEAULMHCKOMY MNPUMEHEHUID NEKapCTBEHHOro
npenaparta u obLllen XapakTepUCTUKE JIEKapCTBEHHOro npenapara ans MeamuuMHCKOro
npuMeHeHus, kak u B pasgene 4.4 OXJIIN. JaHHbin nogpasaen crnegyeTt UCKIYNTb, eCrin
npenapaTt He COLEPXWUT BCNOMOraTesnbHbIX BELECTB C M3BECTHbIM Aencteuem. Ecnu
NPUBOAATCA CCbITKM Ha OPYron pasgen nucTKa-Bknagbliwa (Hanpumep, B CBA3U C


http://pravo.eaeunion.org/document?id=404713561&sub=1024
http://pravo.eaeunion.org/document?id=76703098&sub=1001627

HanMuMem B cocTaBe arnkoronsi); TpebyeTcss obpaTHasi ccbifika M3 3TUX pas3denos
NUCTKa-BKNaablla Ha ocobble yka3aHusi O BCrIOMOraTeNnbHbIX BELWECTBAX U Bbl3biBAEMbIX
UMW OEeNcTBMSAX (Hanpumep, BrUSIHUE Ha CnocobHOCTb YNpaBnsATb TPaHCMOPTHLIM
cpeacTBoM, 6epeMeHHOCTb U rpyaHOe BCKapMIMBaHue, AeNCTBME Ha AeTen).

3. <lMpuem> <npumeHeHne> npenapara X

B npocTbix cnyyasx cnegyowmne 3 anemMeHTa MoXHO o6beamMHuUTb B 0aMH ab3al,.

3.1. Jo3a (pasgen 4.2 OXJII)

[Ana nekapcTBEHHbIX MpenapaToB, OTNyCKaemblX MO peuenTty, LOMMKHbl ObiTb
cAernaHbl criegyolmne ykasaHus:

<Bcerga <npuHumante> <npuMeHanTe> rnpenapaTr B MNOSIHOM COOTBETCTBUUN C
pekoMeHJaumamMum nedawiero Bpada <unu paboTHuka antekn>. [lpn nosiBneHun
COMHEHWI NOCOBETYNTECH C <fevyalum Bpavyom> <unmn> <paboTHUKOM anTeKkn>.

<PekomeHgyemas fosa: ...>

[na nekapcTBEHHbIX MpenapaTtoB, OTnyckaemMmblx 6e3 peuenTta, OOMKHbI ObITb
cAernaHbl yKasaHus:

<Bcergpa <npuHuUmanTe> <MNpUMEHANTE> [aOaHHbIW npenapatr B  OSIHOM
COOTBETCTBMM C AA@HHbLIM JIUCTKOM UITX C peKoMeHJaumsMu fnevallero spada <paboTHuka
anTekn> <MefuUMHCKOM cecTpbl>. [lpn nosiBEHUN COMHEHUA MNOCOBETYUTECb C
<neyvyawum Bpayom> <unmn> <,> <pabOTHMKOM anTekn> <unm MeguLmHCKOM cecTpomn>.>

<PekomeHgyemas fosa: ...>

Cnepyet ykasaTb CBeAeHUsI O MaKCMMarbHOW OLHOKPATHOW, CYyTOYHOM U (MNn)
obuwien (kypcoBon) Ao3e Npu Hanuuuu. Ecnn pexum [0o3MpoBaHUS NpU pasfnuyHbIX
MOKasaHMUsX WNU Yy pasfnyHbiX NONynsaunin (Hanpumep, Yy MOXWUNbIX, NaLUEHTOB C
HapyLleHneM OYHKUUM NeYeHKn, Novek) oTnmnvaeTcs, MOXHO caenaTtb LOMOMHUTENbHbIE
noA3arofioBKuN. YKaxute pekomeHayemyo o3y u npn HeobxoaumMocTu BpeMsi, B KOTOpPOe
npenapaT MOXHO U crieayeTt NPUMEHSTb.

3.2. <[lpumeHeHne y feten < nogpoCTKOB>.

Ecnun npenapat nokasaH pasfiMyHbIM BO3PAaCTHbIM Fpynnam C pasfmyarommMmcs
Aosamu, cnocobamm ero npMMeEHeHUs, YacToTOW BBEOEHUS UMW NMPOAOIMKUTENBHOCTBIO
Tepanuu, HeobxoaMMO [aTb MHCTPYKUMM MO MPUMEHEHWUIO Mnpenaparta gng KaKaow
BO3pacCTHOW rpynnbl.

Mpn Hannumun 6Gonee noaxogdawlen ANsa MpUMEHEHNa [O3UPOBKM U (Unn)
nekapcTBEHHOW (hopMbl AN HEKOTOPbLIX UM BCEX NOArpynn AeTen (Hanpumep, pacteop
Ans npyemMa BHYTPb AN AeTeNn), Ha 9TO creayeT ykasaTtb, Hanpumep:

<[Opyrasa(ne) dopma(bl) npenapata MOXeT(ryT) nyywe noaXoAUTb OeTsMm,
MPOKOHCYNbTUPYMNTECH C fleYalluM BpayvoM uim paboTHUKOM anTekun>.

3.3. MyTb 1 (nnn) cnocob BeefeHus (pasgen 4.2 OXIIM).

[Mpyn HeOBXOANMMOCTU MOXHO YyKasaTb MyTb BBEAEHUS N OaTb MOHATHbIE NALMEHTY
00 bsICHEHMS.

Cnocob6 BBegeHus (pekomeHgaumm MO MNpaBUIIbHOMY MPUMEHEHUIO npenapaTa
(Hanpumep, "He npornateiBath", "He xeBatb", "BcTpaxHyTb nepen npumeHeHnem")).
LlenecoobpasHo ykasbiBaTb MNpuUyYMHY NogobHoM pekomeHgauuu (Hanpumep, "He
pasnamMbiBaTb U He KpowuTb TabneTky(n). B nNpoTMBHOM cnyyae BO3HWKaeT yrposa



nepeno3npoBKn, MOCKONbKY Npenapat NOCTYNUT B OPraHn3m oYeHb BbicTpo™).

HeobxogmMmo npuBectM onucaHue (BO3MOXHO, C wnncTpaumen) crnocoba
BCKPbITUS MEPBUYHbBIX YMaKOBOK, 3alUMLLEHHbIX OT AeTer, WUnn Opyrnx nepBUYHbIX
yMNakoBOK, OTKPbIBAKOLMXCA HEOBLIYHBIM CNOCOB0OM, ecnn NPUMEHMUMO.

Heobxogmmo npuBecTn pekomeHgaunm oTHOCUTENBHO NpuemMa npenapara ¢ efou,
BO BpeMsa M (unv) OO NpuemMa nuwM UM YeTKo yKasaTb, YTO Muuia He okasbiBaeT
BNUAHWE Ha Npenapart u T.4., eCln 3Ha4YMMO.

<Pucka HaHeceHa nuwb Ans obneryeHus pasnambiBaHus TabneTkn npu
BO3HUKHOBEHWUM 3aTPYAHEHUN NpU ee npornaTtbiBaHUN LEemMKom.>

<TabneTky MOXHO pa3fennTb Ha paBHble 4O3bl.>

<Pucka He npegHasHa4vyeHa aAnsa pasnamMbliBaHus TabneTku.>

3.4. MNpopomkuteneHoCTb Tepanuu (pasgen 4.2 OXIM).

Ecnn npumeHnmMo, 0OCOBEHHO B OTHOLWIEHMM npenapaTtoB, OTnyckaemblx 6e3
peuenTa, crnegyeT NpMBECTU YeTKne pekomeHaaumm o:

CTaHOapTHOW ONNTENbHOCTU NPUMEHEHNS;

MakCUManbHOW ANUTENbHOCTU NPUMEHEHUS;

HeoBXOANMbIX MHTEepBanax Mexay Kypcamu nevyeHus;

cny4dasx, TpebyLwmnx orpaHnyeHnsa onMTenbHOCTU NPUMEHEHMS.

[na HeKOTopbIX NpenapaToB MOXET NOTpPeboBaTbCA BKMAOYEHWE B JaHHbIA pa3gen
NUCTKa-BKNaablla HEKOTOPbLIX AOMNOSTHUTESNbHBLIX CBEAEHUN, OQHAKO 3TO HEOOXoaAMMO He
BO BCex crnydvasx. B kayectBe pekoMeHOauuMi MOXHO WCMOMb3oBaTb cregyowme
3arosnoBKu:

<Ecnv Bbl <NpuHANN> <npumMeHnnu> npenapara X bonblue, 4Yem cnegosasno.>

Heobxogmmo onucatb KNMHUYECKME CMMMATOMbI, €CiK Npou3oLuia nepeao3npoBKa,
1 cnocob KynupoBaHus nepeno3npoBkn B cootseTcTaumn ¢ OXJII.

<Ecnv Bbl 3a6b15IV <NPUHATL> <NPUMEHUTL> X.>

Heobxogumo paTb 4YeTKMe ykasaHus nauueHTam, 4YTO cnegyeT genatb npu
HeperynsipHOM NpuMeHeHun npenapara, Hanpumep, ykasaTb MakCuMarnbHbI MHTEepBarn,
B TeYEHMEe KOTOPOro MOXHO MPUHATb 3abbITyto 03y (B COOTBETCTBUM C pasgesiom 4.2
OXJ1n).

<He npuHUManTe AOBOWHYKD [03y, 4TOObl KOMMEHCMPOBATb MPOMNYLLEHHYHO
<Tabnetky> <goay> <...>.

<Ecnv Bbl NpekpaTunm <npuem> <npuMeHeHue> npenapara X>

Onuwute cuMMNTOMbl CUHOpPOMA "OTMEHbI" M cnocobd uX MUHUMKU3aAUUKM B
COOTBETCTBUM C pa3sgeriom 4.2 n (nnu) pasgenom 4.4 OXII.

Ecnn npumeHumo, crnegyet onucatb BO3MOXHblE MOCHEeACTBUS JOCPOYHOro
npekpawleHns Kypca nedeHnss n HeobxoaumocTb npeaBapUTESibHOM KOHCYyrnbTauum C
nevyawmm Bpavyom, paboTHUKOM anTekn uim MeguLmMHCKOM CECTPOMN.

[aHHbIn  pa3gen cnegyeT  3aBepwuTb  CriegywowuMm  MHGOPMauVOHHbBIM
doparmMeHToM:

<[1pn Hanuuyum BOMNPOCOB NO NMPUMEHEHUIO Npenapara, obpaTnutTecb K <nevawemy
Bpayy> <,> <unu> <pabOoTHMKY anTekn> <,> <nnun> <mMeguLUNHCKON cecTpe>.

4. Bo3MOXHble HexenartenbHble peakuuun



4.1. OnucaHue HexenaTesibHbIX peakuun.

[aHHbIN pasgen nucTka-Bknagplwa cnegyeT HayvaTb cneayrowmm ab3auem:

<[logobHO BCeM neKapCTBEHHbIM MpenapaTtam npenapat MOXeT Bbl3biBaTb
HexxenaTernbHble peakuumn, 0OgHaKo OHM BO3HUKAOT HE Y BCEX.>

[aHHbIN pasgen NUCcTka-BkNagbiwa, Kak npaBuno, creayeTt pasgenuTb Ha 2 YacTy,
Tak Kak HeobxoauMo npeacTtaBUTb AOCTATOYHO MOHATHOE MaUMEHTY OMUCaHUE SBHbIX
KNMWHMYECKNX NPU3HAKOB UM CUMMTOMOB, MO3BOSISOLLIEE €My pacrno3HaTb Bce
obo3HayeHHble B pasgene 4.8 OXJIM HexenaTenbHble peakuuMu, KOTOpble MOryT
BO3HUKHYTb.

BHauyane Heobxoammo BbiAENNTb Hanbornee cepbes3Hble HeXenaTernbHble peakunm
M gatb NaumeHTam YeTKMe UHCTPYKUMW OTHOCUTENBbHO MPUHUMAaeMbIX Mep (Hanpumep,
npekpatuTb npuvem npenapata M (UnuM) HemegneHHO obpaTuTbCA 3a MeLULMHCKON
NOMOLLbIO, MPY 3TOM LiefiecoobpasHo Ucnonb3oBaTb CoBo “"cpasy” unm "HemeaneHHo").

3atem crnegyet npuBECTU B JNUCTKe-BKMadbllle MepedeHb BCEX OCTallbHbIX
HexxenaTernbHbIX peakuMin C yKas3aHMeM 4YacToTbl MX BO3HUMKHOBEHUSA, HauuHas C
Hanbonee yacTtbIx (6e3 NOBTOpeHU Hanboriee cepbesHblX, YNOMSAHYTbIX BbILUE).

B pamkax Kaxgoro M3 9TMX pasfenoB HexXenaTtenbHble peakumn cnegyet
crpynnupoBaTtb No ux Yactote. PekomeHayeTca cnegyowas rpagaumst 4acToTbl:

OYeHb 4YacTo - MOryT BO3HUKaTb y bonee yem 1 yenoseka n3 10;

4acTo - MOryT BO3HUKaTb He bonee 4yem y 1 yenoseka uns 10;

He4yacTo - MOryT BO3HUKaTb He 6onee 4yem y 1 yenoseka ns 100;

penko - MOryT BO3HUKaTb He bonee Yem y 1 yenoseka 13 1 000;

OYeHb peKo - MOryT BO3HUKaTb He bonee Yyem y 1 yenoseka n3 10 000;

HEM3BECTHO - MCXOOA U3 UMEKLWMXCSA AaHHbIX 4YacToTy BO3HMKHOBEHUS
onpeaenuTb HEBO3MOXHO.

[aHHy0 rpagaumio 4acToTbl HexenaTemnbHbIX peakuuni He cnefyeT ykasblBaTb
nepen nepeyHeM HexenaTeNibHbIX peakuuMi, TMOCKOSIbKY OHa, Kak nokasarno
TeCcTMpoBaHue noTpedutenemn, MoXeT BBOAUTb NaUMEHTOB B 3abnyxaeHue.

B nobom cnyyae npu ykasaHuMM BEPOATHOCTU BO3HUKHOBEHUSI HeXernaTenbHbIX
peakunn BaXHO MO BO3MOXHOCTW AaTb ONUCaHME W MPUBECTU YUCMOBLIE [aHHbLIE.
CneayeTt NOMHUTb, YTO TECTUPOBAHUE NALUMEHTOB MOKa3aro, YTO TakMe NpeasiokeHus,
Kak "BO3HMKaeT y 6onee yem 1 n3 100, Ho meHee Yyem y 1 n3 10" He COBCEM MOHATHLI
naymeHTam, no3ToMy WCMonb30BaTb MX He crnegyet. He crnegyet Takke ykasblBaTb
Ha3BaHWA CUCTEMHO-OpPraHHbIX KnaccoB. OpHako ecnu 4actoTa HexenaTenbHbIX
peakuuMi HeusBecTHa (Hanpumep, AN NEeKapCTBEHHbIX MNpenapaTtoB, AaBHO
obpallaloLmMxcs Ha pblHKE U MO3TOMY HE MMEKLLNX pe3ynbTaToB yveTa HexenaTenbHbIX
peakuuin B pamMKkax COBPEMEHHOW CUCTEMbl papMakoHaZ30pa) B KadeCTBe 3arofioBKOB
MOXHO WCMONb30BaTb MOHATHbIE NAUMEHTY croBa, 06o3Havalowme opraHbl YerioBeka,
Hanpumep, Koxa, XenyagoK N KULWEeYHUK 1 T.4.

<[lononHUTEnNbHbIE HEXenaTenbHble peakumm y AeTen <v nogpoCcTKoB>

Ecnun npymeHnmo (B COOTBETCTBUM CO CBEAEHUAMU, coepawmmmn B pasgerne 4.8
OXJIMM), B paHHOM nogpasgene nucTka-Bknagbiwla Heobxoaumo 0003HaunTb BCe
KNMWHMYECKN 3HAYMMble Pasfnuuns B HexenaTemnbHbIX peakumax B Mobbix noarpynnax
AeTen no cpaBHEHUIO C APYrMMU noarpynnamMm Unu B3poCribIMU.

[ns Bcex nekapcTBeHHbIX MNpenapaToB B KOHUe pasgena 4 nucTka-Bknagbliwa
HeobXxo4MMOo yKasaTb CreayoLuni Nnoa3aronoBOK N TEKCTOBLINM oparMeHT.



4.2. CoobuieHne 0 HexXenaTenbHbIX peakunsx.

<Ecnn y Bac  BO3HMKaKT  Kakne-nnbo  HexenaTtesnbHble  peakuum,
NPOKOHCYINbTUPYNUTECH C <BpayoM> <,> <unn> <pabOTHUKOM anTekn> <,> <unu
MeauuuHcKonm cecTtpon>. [laHHasi pekoMeHaaumsa pacnpocTpaHsieTcss Ha nobble
BO3MOXHble HexenaTefibHble peakuuMM, B TOM YUCMEe Ha He TMepeyYucrieHHble B
nucTke-Bknagbiwe. Bbl Takke MoxeTe CoOOWUTL O HexenaTenbHbIX peakumsx
HanpsIMyr0 4yepe3 cuctemy cooblieHnn rocygapctB - uJneHoB EBpasuiickoro
9KOHOMMYecKoro cotsa {ykaszaTtb nopsgok pgoctyna K cucteme}). Coobwas o
HeXenaTenbHbIX peakunsax, Bbl MOMoraete nosny4mTtb 6onblle cBegeHun o 6esonacHoCTH
npenaparta.>

BkntoyaTb B nevyaTHble MaTepuarnbl CCbISIKy Ha CUCTEMY COOOLLEHUIN rocyaapcTB -
uneHoB Coto3a He TpebyeTca. NpuBeneHHbIN Bbile dparMeHT CCbINKN, 3aKMOYEeHHbIA B
durypHble ckobku {}, ucnomnbdyetrca nuwb B onybrivkoBaHHOW ofoOOpeHHOW Bepcumn
nHdopMaLmn o npenapare.

[MpeactaBneHHble HWXE MPUMEPLI peanu3auum TakoOW CCbIFIKM He SBNSITCS
ncyepnbiBarOLWLNUMKN, OM3alUH U PacrofioXXeHUe CBEOEHUN B JNINCTKe-BKNadbllle OOSMKHbI
oTpaxaTb noapobHble cBegeHnda. B 3aBucMMOCTM  OT  NpaBuSl  rpaMMaTUKK
MCNONb3yEMOro A3blka MOXET NOTpeboBaTLCA NMUHIBUCTUYECKAS NpaBKa.

Ecnn paHHble O cucteme coobuieHun KpaTkve, Hanpumep, TOMbKO CalT B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "WHTepHeT", MOXHO BKIOYUTL 3TU
AaHHbIE B TEKCT, Hanpumep:

<Ecrim 'y Bac  BO3HMKAOT  Kakue-nmbo  HexenaTemnbHble  peakuuu,
NPOKOHCYSIbTUPYNUTECL C <BpayoM> <> <unu> <pabOTHUKOM anTekn> <,> <uUnun>
<MmeauumnHckon cectpon>. K HUM Takke oTHOCATCS Ntobble HeXenaTenbHble peakuuu, He
yKasaHHble B NUCTKe-BKnagpbiwe. Bbl Takke MoOXeTe CooOWUTb O HexXenaTenbHbIX
peakumsix HanpsMyto yepe3 Www.xxx.XxX.xx. Coobuias o HexenatenbHbIX peakuusix, Bbl
nomoraeTte nony4nTb 6onblle cBegeHn 0 6e3onacHOCTU npenaparta>.

Ecnn paHHble o0 cucteme coolweHnn obbemHble, Hanpumep, agpec, CanT B
WHOPMALMOHHO-TENEKOMMYHUKaAUMOHHON ceTu  "MHTepHeT" w©n  anbTepHaTuBHbIE
crnocoObl AN AOCTaBkU MHopMaumu, 1 (Mnun) NUCTKa-BKagblila agpecoBaH bonee 4yem
OAHOMY rocyaapcTBy - uneHy Coro3a, MOXXHO BOCMNOSIb30BaTLCA CreayoLWwnuM NpUMepoM:

<Ecnim 'y Bac  BO3HMKAOT  Kakue-nmbo  HexenaTenbHble  peakuuu,
NPOKOHCYSIbTUPYNUTECH C <Bpayom> <,> <unn> <pabOTHMKOM antekn> <,> <unu>
<MeguuUMnHCKoM cecTpon>. K HUM TaKke OTHOCATCS Ntobble HexenaTtenbHble peakuuu, He
yKasaHHble B INUCTKe-BKnagpblwe. Bbl Takke MoOXeTe CooOWUTb O HexXenaTenbHbIX
peakumsx Hanpamyto (CM. HuXe). CoobLasn o HexenaTesibHbIX peakunsax, Bbl MoMmoraeTte
nony4ntb 6onblle ceegeHu o 6esonacHoCT Npenapara.

{CTpaHna}

{HanmeHoBaHue opraHusaumn}

{Anpec: {HaceneHHbIN NyHKT} {NOYTOBbLIN MHAEKC} CTpaHa}

Ten: + {Homep TenecdoHa}

nnm

<caur>

{HanmeHoBaHne opraHusauymm}>

5. XpaHeHue npenapaTta X



<XpaHuTe npenapaT B HEAOCTYNHOM Ans pebeHka mecTe Tak, YToObl pebeHOoK He
MOr yBUAeTb ero.>
5.1. [laTa ncrevyeHus cpoka rogqHoCTu (Cpoka XpaHeHus )
Ecnu B mMapkmpoBke MCnonb3yeTcs creyuanbHoe COoKpalleHue adaTbl UCTEYEHUS
CpoOKa rogHoCTu, ero cnegyet npoaybnupoBaTb AaHHOM pasfene NUCTKa-Bknagbia.
<He npumeHanTe npenapaT nocrne UCTeYEeHUs cpoka rogHoOCTU (Cpoka XpaHeHus),
YKa3aHHOro <B> <Ha> <MapKupoBKe> <KapTOHHOW nadke> <dnakoHe> <...> <nocne
{cokpalueHune, ncnosnb3dyemoe Ans AaTbl UICTEYEHUSA CPOKa roqHOCTU}.>
<[laTon ncteyeHunst cpoka rogqHoOCTu ABMSIETCA NOCNeAHUN OeHb JaHHOro mecsua.>
WHdbopmaLmsi 06 usMeHeHUsIX:
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5.2. YcnoBus xpaHeHus

CBegeHna [OormkHblI  cooTBeTcTBOBaTb pasgeny 6.4  OXIM, craHgapTHble
POPMYSIMPOBKN AN YKa3aHUA YCMNOBUA XpaHEHWA npenapatoB MNpuBEAEHbl B
npunoxeHn N 8 k TpeboBaHUAM K WMHCTPYKUMW MO MEOULMHCKOMY MNPUMEHEHUIO
flekapCTBEHHOro npenaparta un obLien xapakTepucTuke nekapCTBEHHOro npenapara ans
MEeAMLMHCKOrO NPUMEHEHMS.

CpoKk rogHoOCTU mocrne BOCCTAHOBMEHUS, pasBedeHus Wnu nocre nepBoro
BCKPbITWUS NEPBUYHOWN yNakoBKKM (€C MPUMEHUMO).

CBeneHnsa [OoSmkHbl cooTBeTcTBOBaTh pasgeny 6.3 OXJIIM, Takke cnegyet
obpatutbca Kk npurnoxeHnto N 7 kK TpeboBaHMAM K MHCTPYKUUM NO MeOULMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro npenapata U oblien XapakTepucTuke feKapCTBEHHOro
npenapara ans MeanunHCKOro NpUMeHeHus.

5.3. MpegynpexaeHus o NnpusHakax HENPUrogHOCTM npenaparta K NPUMeHeHuto (B
COOTBETCTBYIOLLNX Cryyasx).

<He npumeHanTe npenapaT, ecnv Bbl 3aMmeTunn {onnucaHme BUAUMbIX NPU3HAKOB
HEenpuUrogHoCTK npenaparta K NPUMEHEHN0}>

<He BbibpacbiBanTe (He BbIMBAWTE) NpenapaT B KaHanu3auui <BoaonpoBOad>.
YTouyHUTE y paboTHMKa anTeku, Kak crnegyeT yTunuaupoBaTb (YHUYTOXaTb) npenapar,
KOoTopbin Gonblie He noTpebyeTcsa. 3TV Mepbl NO3BOMNAT 3aLUUTUTL  OKPYXKaKLLYHO

cpeay.>
6. CoaepxumMoe ynakoBK1 U npoyme ceBeaeHuUs

6.1. NonHoe nepevncrneHne AenNCTBYOWMX BELLECTB N BCNOMOraTenbHbIX BELWECTB

<[penapat X cogepxunT>

Heobxoaumo ykasaTb OeWCTBYHOLLUME BeLlecTBa (C yKasaHMEM WX cogepXaHus
Ka4eCTBEHHO M KONMMYECTBEHHO) N MPOYME KOMMOHEHTbI (C yKasaHMeM MX coaepXaHus
Ka4eCTBEHHO), C UCMNOMb30BaHNEM UX HAUMEHOBaHUN, NpUBEAEHHbIX B pa3genax 2 un 6.1
OXIJIM, a Takke Ha TOM A3blKe, HA KOTOPOM COCTaBIEeH JINCTOK-BKNAaAbILL.

<[lencTeyloLWMMN BeLeCTBaMM sIBNAOTCS ...>

<Kaxxgaa <rtabnetka> <kancyna> COAEPXUT X <rpamMm> <MUNIMrpamMmm>...
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{oencTByloLLEero BeLlecTsa}>.

<[lpoynmun <uHrpegmeHtamun> <(BcriomoratesnibHbIMW) BeLlecTBaMn)> SABIISAIOTCH
>

Ecnn npumeHumo, criegyeT npuBeCTU MNEepeKkpecTHYK CCbIKy Ha pasgen 2
NUCTKa-BKNaablwa

<npenapat X cogepxut {HaMMmeHoBaHMe BCNOMOraTesibHOro BeLlecTsa}>.

6.2. JlekapcTBeHHada hopma, xapaktep U COLEPXKUMOE MepBUYHOM YNaAKOBKM MO
mMacce, o6bemMy unu egnHnLam 4O3MPOBaHKS.

BHewHun B1ua npenaparta X u cogepXumMmoe ero ynakoBKu.

JlekapcTBeHHYO dopMy cnegyeT ykasaTb B COOTBETCTBUMM C HomeHknatypou
nekapctBeHHbIX popm Cotosa, yTBepxgaemon Komuccmen, n JONONHUTENBHO NPUBECTU
MOHATHOE NauneHTy obbsiCHeHWe (Mpyu HeobxoaumocTn). Ecnn Ha nepBUYHON ynakoBKe
NCMNONb3yeTCHA NOHATHbLIN NaUNeHTy TEPMUH, ero Heo6xoanMO NPUBECTU B CKODKaX.

PekomeHayeTcsa onucatb (pusmMyeckme xapakTepucTuku, Hanpumep, doopmy, LBeT,
BMA, rpaBMpPOBKY U T.4. B cOOTBETCTBUM C pasgeriom 3 OXIIM.

Heobxogmumo onuncaTb BCe pasMepbl YNakoBOK AAaHHOW nekapCTBEHHOW (hopMbl U
A03MPOBKM B COOTBETCTBUK C pasgenom 6.5 OXIII, ¢ ykazaHnem Bcex AOMOMHUTENBbHbIX
9NEeMEHTOB, BMOXEHHbIX B YMNAKOBKY, TakMX Kak WUrMbl, TaMNOHbl U T.4. B oTHOWeHUn
rpynnoBoM YMNakoBKM HeOOXOOMMO 4YeTKO yKasaTb COAepXMMOe YNakoBKW, Hanpumep
"npenapat X OOCTyMNeH B yrnakoBkax, cogepxawmx Y, Z unn W tabneTtok, u B rpynnoBon
ynakoBke, coctoswen m3 N KapTOHHbIX MNadek, Kaxgas w3 KoTopbiX cogepxut M
Tabnetok".

Ecnn npumeHnmo, ykaxute, 4TO He BCe pa3Mepbl YNakoBOK MOryT HaxoAuTbCS B
obopoTte. [lonyckaeTcsl ykasblBaTb NepeKkpecTHble CCbIIKM Ha Apyrue JekapcTBEHHbIe
dopMbl 1 JO3NUPOBKN.

6.3. HanmeHoBaHne 1 agpec gepxaTtend perucTpauyMoHHOro yaoCTOBEPEHUs U
Npou3BoAUTESNSI, OTBETCTBEHHONO 3a BbIMYCKAKLWNMN KOHTPOSIb KadecTBa, €Crn OHU
pasnuyatoTcs.

Hepxatenb perMcTpaumoHHOro yaqoctoBepeHust 1 Npon3BoanTesb:

{HanmeHoBaHu1e n agpec}

<{ren.}>

<{dbakc}>

<{onekTpoHHas noyra}>

Heobxoaumo ykasaTb HauMMeHOBaHME W ajpec nepXaTensa perucrpaumoHHOro
yaoocTtoBepeHust B cootBeTcTtBuMM ¢ pasgeriom 7 OXIIM n o6o3HaunTb ero B KayectBe
TakKoBOro, Hanpumep,

<[epxaTtenb perncrpaunoHHoro ygoctosepeHuss - ABC dapm mn T1.4. (NOMHbINA
appec)>

HanmeHoBaHWe cTpaHbl M agpec NpeanoyvTUTESNIbHO YyKasblBaTb Ha A3blke, Ha
KOTOPOM COCTaBfiEH JIMCTOK-BKMaAbIW, OAHAKO ANs AepxaTernen pernctpaumoHHbIX
yOOCTOBEPEHUI, pacnofnoXeHHbIX 3a npegenammn Coto3a cnegyeT MCNonb3oBaTbhb
natuHckmn andgasnt. MoXHO ykaszaTb HoMmepa TenedgoHoB, d¢akcoB W agpeca
9NIEKTPOHHOM  NOYTbl  (Beb-calmTbl W ONEKTPOHHYI MNO4YTYy, CBA3bIBAKOLYCA C
Beb-cariTamu, ykasbiBaTb HE JOMycKaeTcs).

HeobxogmMmo ykasaTb HaMMeHOBaHMe W agpec Npou3BoauTENs, OTBETCTBEHHOMO
3a BbINyCKalOLLNA KOHTPOMb KayecTBa U 0603HaA4YNTbL €ro B Ka4ecTBe TaKOBOro Ha SA3blke,
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Ha KOTOPOM COCTaBJIEH JINCTOK-BKMNaAblL, HanpuMep:

<[poussogutens - AE® Meg v 1.4. (NonHbIA agpec)>

HasBaHune cTpaHbl U agpec NpeanovYTUTENbHO YKa3sbiBaTb Ha A3blKe, HA KOTOPOM
COCTaBNEH NUCTOK-BKNadblll, OAHAKO  Ana  Aepxatenenm  perncrpaumoHHbIX
yOOCTOBEPEHUN, pPaCNOSfIOXEHHbLIX 3a npegenammn Coto3a, crnegyet UCNoNb3oBaTb
naTuHCKMn andaeuT. YKasblBaTb HOMepa TenedoHoB, hakCcoB U agpeca dNneKTPOHHOM
NoYTbl HE JOMYyCKaeTCA.

Ecnu pepxartenb permcTtpaunoHHOro yaocToBepeHNs 1 NpomM3BoanUTENb ABMSETCS
OOHUM W TEM Xe NnuuOo, OOonyckaeTcs ucnonb3oBaTb 06wWwMK 3aronoBok "[epxaTtenb
perncTpaumMoHHOro yaoCToBEPEHUS U NPOM3BOAUTESND".

Ecnu npowusBoantenen, ocCyLeCTBNAKOLNX BbIMyCKAOWMA KOHTPOSb KayecTsa,
Gonee opgHoro, ux HeobxoAuMO ykasaTb 34ecb (C cepow 3anuBkon wunu 6e3 B
3aBMCUMOCTM OT BapuaHTa nedaTtun nuctka-sknagbiwa). OgHako B nevaTtHOW Bepcuun
NUCTKa-BKNagbllla JIeKapCTBEHHOrO npenapata HeobxoaAMMO 4YeTKO  BblaenuTb
Npon3BoANTESNS, OTBETCTBEHHOrO 3a BbINMyCKaKOLWMA KOHTPOSb KayecTBa NPOAYKUMN,
nocrasnsieMon Ha pblHOK Coto3a.

Ecnn nekapcTBeHHbI NpenapaT 3aperncTpupoBaH Nog pasfmnyHbiMKM TOProBbIMU
HaMMEHOBaHMAMW B rocygapcTBax-yfieHax, B [OdaHHOM pasfjene Takke npuBoaaT
nepevyeHb HaMMeHOBAHUS, 3apPErMCTPUPOBAHHbLIX B KaXXOOM U3 HUX.

6.4. lNepeyeHb npeacTaBuTenen gepxartend perncTpauuoHHOro yaoCTOBEPEHUSA
Ha TeppuTopun Cotosa, ecnn NPUMEHUMO:

a) nepeyeHb npencTaBuUTeENen(-s) gepxatens perMcTpaumoHHOro yaoCTOBEPEHNUS
Ha Tepputopun Coto3a saBnsetTca obasaTenbHbiM TpeboBaHMeM, B crny4vyae ecnu
aepxartenb permcTpaumMoHHOro yaoCTOBEPEHNSA HE NpeacTaBeH Ha Tepputopum Cotosa.
Mpn ero ykasaHunM cnegyeT nNpuMBOAUTbL CBEOEHUSS O MPEeACTaBUTENNAX AepxaTens
perncTpaumMoHHOro yAOCTOBEPEHUS ONS BCeX rocyaapcTB-yneHoB. Bmecte ¢ Tem
npeacTaBuTenb Aep)atensa perncTpaumMoHHOro yAOCTOBEPEHUA MOXeT ObiTb OauH AnA
HECKONbKMX  FOCydapCTB-YNIEHOB, WM Takke MOXET sBNAATbCA  AepXaTenb
perncTpaumMoHHOro yaoCToBepeHUs HENOCPELCTBEHHO, eCnn Apyre npeactaBuTenn He
ykasaHbl. Ecnu ogMH w©n TOT Xe npeactaButenb paboTtaeT B HECKOJSIbKUX
rocygapcrBax-yneHax, AaHHble O HEM YKasblBalTCA OAMH pa3 nog HauMeHOBaHMEM
COOTBETCTBYIOLLUNX FOCY4apCTB-Y/1EHOB;

0) ecnu npeactaBuTeNnb gepXaTtensa  perncTpauuoHHOro  yAOCTOBEPEHUS
HaxoauTCA BHe npeaerioB paccMaTpmBaeMoro rocygapcrBa-yneHa u ecnv ykasaH agpec,
TO B [aHHbIA agpec cnegyeTr BKNKOYMTbL HaAMMEHOBAHME rocydapCTBa-yfieHa Ha
rocyfapCTBEHHOM  43blke(ax) rocygapcrTBa-yrieHa, [And  KOTOpOoro npefHasHadeH
noKanbHbIN NpeaCTaBUTENb;

B) B UeNnAX 3aMeHbl MOSIHOrO HaMMEHOBaHUS rocygapcTBa-yfieHa B 3arofioBke
MOXHO BOCMOSIb30BaTbCs KOgamMuM CTpaH B COOTBETCTBUM C  MeXOyHapOoaHbIM
ctaHgaptom ISO 3166-1-2013 "Koagbl Ans npeactaBneHMs Has3BaHUW CTpaH U UX
nogpasgenenun. Hacte 1. Kogbl ctpaH”;

r B LESIIX 9KOHOMUM MecTa B HaneyataHHOM NUCTKe-BKNaablwe npeacraButenemn
aepxarens permcTpaumoHHOro yaoCcToBepeHst MOXHO yKasaTb nocrnegoBaTenbHO, a He
B TabnuyHoMm dopmaTte. Ecnn NNCTKN-BKNaabilK SIBAAKOTCA MHOrOsI3bl4YHbIMU, NepeYvYeHb
nokanbHbIX  NpeacTaBUTENeEN MOXHO  Haneyatatb  OAHOKpPaTHO B  KOHLE
NUCTKa-BKNaabILLa;



[) OonyckaeTcHa yKasblBaTb TOMbKO HavMeHOBaHWe, HoMep TenedoHa v agpec
9NEeKTPOHHOM nouTbl (N0 BbIOOPY) NpeacTaBUTENs AepXaTensd perucTpaunuoHHOro
yaooctoBepeHus. NMpu Hannumm mecta MOXHO yKasaTb MOYTOBbIM agpec. Beb-cantbl u
SNEKTPOHHYIO NOYTY, CBA3bIBAOLLYOCA C BED-canTaMun, ykasbiBaTb He JOMycKaeTcs;

€e) ecnu npeactaBuTenb Aepxatens  pPerncTtpaumoHHOro  yooCTOBEepeHUs
HaxoauTCA 3a rnpejenamum COOTBETCTBYIOLLEro rocydapctBa-yrieHa, criegyeT ykasaTb
HanmMeHoBaHWe JaHHOro rocygapcTBa-yreHa.

<83a nwbon wnHpopmauuen o npenaparte, a Takke B ClyyasX BO3HMKHOBEHMUS
npeTeH3nn crnegyeT obpawaTtbCa K MNpeacTaBUTENO AepXaTens pernctpaumoHHOro
yAOCTOBEPEHUS UK AepxaTerto perMcTpaumMoHHOro yaocToBepeHUs:

{CtpaHna}

{HanmeHoBaHne opraHusaumn}

{Anpec: {HaceneHHbIN NyHKT} {NOYTOBbLIN MHAEKC} - CTpaHa}

Ten: + {Homep TenecdoHa}

<Beb-cant>>

nnu

<Bce npeTeH3un notpebutenen cnegyet HanpaBnATb NpeacTaBUTerNo aepxaTtens
perncTpaLmMoHHOro yaqoCTOBEPEHUS U AepXaTento perncTpaumoHHOro yaoCToBepPEeHUS:

{CtpaHa}.

{HanmeHoBaHWe opraHusaumm}.

{Anpec: {HaceneHHbI NyHKT} {NOYTOBbIA NHOEKC} - CTPpaHa}.

Ten: + {Homep TenecdoHal.

<afpec 3IEKTPOHHON MOYTbI>>,

6.5. [aHHbIn nncTok-Bknaablw nepecmoTtpeH <{MM/TTTT}> <{mecay I'TTT}>.

YkasbiBaloT fgaTty peructpaumm (ogobpeHust) nocnegHero WU3MEHEeHUst Unu
AononHeHus (B cooTtBeTcTBMM € pasgesiom 9 mnu 10 OXIIMM), Hanpumep, nocnegHee
noaTeepXxaeHue pernctpauum (nepeperncrtpayumn) no obctoaTenbCTBam, gaTta CPOYHOro
orpaHuMyeHns no Bornpocam ©GesonacHocTu. [lone, 3anonHaeTca  gepxartenem
perncTpaumMoHHOro yaoCTOBEPEHUS nepes neyaTbio.

B oTHOweHMn npenapaTtoB, 3aperncTpupoBaHHbIX MO npoueaype "ycnosHas
pernctpauus”, cnegyeT BKNIOYMTb CregyroLlyo dpasy:

<[aHHbIn npenapaT "3apernctpmpoBaH Ha ycrnoBusx". OTO 3HAUYUT, YTO NOSBATCS
HOBble CBEEHUS O AaHHOM npenapare.

[MpencraBneHHble AaHHbIE O NIeKAapCTBEHHbIX npenapartax OyayT npoBepsiTbCa U
OOMONHATBCA  HOBbIMWM  CBEAEHUSIMW, W NO Mepe HeobXxOoAMMOCTW  AaHHbIN
NNCTOK-BKNaablw 6yaeT obHOBNATLCA.>

B oOTHOweHuM npenapaTtoB, 3apermcTpupoBaHHbIX MO  "MUCKOYUTENbHbBIM
obcTtoaTrenbcTBam", HAAMNEXUT BKNIOYUTE crneaylollee yTBepKaeHue:

<[laHHbIN nNpenapaT 3aperncTpmpoBaH Mo "UCKN4YMTENbHbIM 0B6CTOATENBCTBAM".
OTO 3HAuuT, YTO <BCNEeOCTBME pPedKOW BCTpeyYaeMoCTu 3aboneBaHus™> <u3 HayudHbIX
COOBpaxXeHNn> <ucxoad W3 ITUYECKUX COOBpaKeHWn> HEBO3MOXHO MOoSy4YnTb BCe
Heobxoanmble cBeLeHNss O AaHHOM npenaparTe.

Mo 9TMM nekapcTBEHHbIM MpenapaTam OyaeT NpoBOAMTBCA 3KCNepTM3a HOBbIX
AaHHbIX, KOTOpPble MOryT MOSABNATLCA €XEerogHo, U No Mepe HeobXOOMMOCTU LaHHbIN
NNCTOK-BKNaablw 6yaeT obHOBNATLCA.>

6.6. <[Npo4vne NcTo4HNKN NHPopmaLmn>



B maHHbIM pasgen cnegyeT BKAKOYUTL CChINTKM Ha ApYyrMe UCTOYHUKM MHbopMaLuuu,
KOTOpble MOryT OblTb MOME3Hbl NauueHTy. OTU MWUCTOYHMKM WHOpMaLMM  OOSKHbI
cooTtBeTcTBOBaTb OXJI 1 HE AOMKHbLI HOCUTL PEKNAaMHOro Xapakrepa:

a) OJaHHble O TOM, KakK MauueHTbl MOryT MONy4uMTb AOCTYNn K WHGopmauin B
anbTepHaTUBHLIX dpopmaTax, TakMx Kak wpudT bpannga, ayamo, undpoBon OUCK UNK
KpynHaa nedyaTb NMCTKa-Bknagbeiwa. OTW AaHHble crnegyeT YyKasblBaTb  KPYMHbIM
LWPUPTOM, YTOBbI NALMEHTLI C HAPYLUEHMEM 3PEHUS 3HANM 06 3TUX BO3MOXHOCTSIX;

6) ccbinka Ha Beb-canT Cotosa:

<[ogpobHble cBeaeHMs 0 JaHHOM npenapaTte cogepxartcsa Ha Beb-cante Cowosa>
<melTCAa TakkKe CCbINIKM Ha apyrnme Beb-canTbl NoO peakMm 3aboneBaHusM M Buaam
nevyeHunsn.> BTopasi YacTb OaHHOro 65ioka NpPUMMEHUMa WCKAYUTESNbHO K OpdhaHHbIM
npenaparam.

Bce a9Tm cBegeHna B HaneyaTaHHOM MaTepuane LOMKHbl OblTb OTYETNIMBO
pasnMyMMbl U NETKO YNTaAEMBI.

(MMHMSA OTpPHEBA WM OTpesa)

[na napeHTepanbHbIX MNpenapaTtoB W NpoYMx NpenapaTtoB, WCMNONb3yeMbIX
NPenMyLLECTBEHHO B CTauMOHapax, B UCKMIOYUTENbHbIX CyYasx Ang aKCTeMnopanbHbIX
npenapaTtoB (NpW YCNOBUM YTO OHW MOKa3aHbl OETAM M MPU OTCYTCTBMN BO3MOXHOCTMU
pa3paboTkn nekapCTBEHHOM OopMbl, noaxoaswien ngetam (Ha OCHOBaHWW CTPOrmx
Hay4HbIX ODOOCHOBaHW)), B OaHHbIN pasgen MOXHO BKAYUTb Takue 3Hadumble Ons
MEANLMHCKMX pabOTHMKOB NpakTUYeCcKne CBeAEHUs, KaK NpUrotoBneHne un (unu) pabota
C npenapaTtoM, HECOBMECTUMOCTb, PeXuM [O3UPOBaHUS, MNepeno3npoBKa, Mepbl
KOHTpons, nabopaTopHble aHanusbl, Npu HeOB6XOAUMOCTU, C NEPEKPECTHON CChISTKOM Ha
pasgen 3. B aTom cnyyae pasgen cnegyeTt HayvaTtb (hpason:

<Cnepgywowue cBefeHuUst npegHasHayeHbl MWCKIOYUTENbHO ANa  MeanUMHCKUX
pabOTHMKOB:>

6.7. Ecnn B ynakoBKy npegnosiaraetcd BIIOXWUTb MNPOYYHO OOMNOSTHUTENbHYHO
Hay4Hy0 MHOpMaUMIo ANa MeANLUHCKMX pabOTHUKOB, 3TO MOXHO cAenaTb crneayowmm
obpasowm:

a) BKMOYMB B YMakoBKy npenapaTta nosHyto OXJII B kayecTBe OTAENbHOMO
AOKyMeHTa nnu

06) pobasue nonHyto OXJIT B kayecTBe OTPbLIBHOMO pasgena B KOHUE
HaneyaTaHHOro NUCTKa-BKMagblwa, YTobbl MOXHO BbISIO YEeTKO pa3genMTe MHGOPMaLNIo
AnNs nauneHTa oT nHopmMauum ans megmunHckoro pabotHuka (OXIIMT).

3agButens gomkeH obocHoBaTb BkMouveHne nonHon OXJIM m kak ato Oyger
cAenaHo, a Takke ykasaTb B KOHLe AonofiHeHne 6e3 pakTn4eckoro NnoBTOPEHNSA NOMHOMO
Tekcta OXJIIN B nocneaHen pegakuunu.

3asBuTenM  OOMMKHbl  BHUMAaTENbHO  MpoaHanuanpoBatb  HEOBXo4MMOCTb
BKIMOYEHUS nogoBbHOM Hay4yHOW WHGOpPMauMM B YMNAKOBKY, MpuMHUMasi BO BHUMaHWe
ceBoKcTBa npenaparta. VIHopmauumio o0 npenapate crneayet nNpeacraBuTb MOEHTUYHBIM
06pa3om Ha Bcex si3blkax rocy4apCTB-4I1EHOB.

MpunoxeHune N 17
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K TpeboBaHNAM K MHCTPYKLMKN

no MegULMHCKOMY NPUMEHEHUIO
NneKapcTBeHHOro npenapara v oowewn
XapaKkTepucTUKe NeKapCTBeHHOro
npenapara gnsa MeguuuHCKOro
NnpUMeHeHus

MpaBuna
obecneyvyeHUsa yaob6o4nMTtaeMoCTH NIUCTKA-BKNaabilla U MapKUPOBKU

C u3aMeHeHUsAMU 1 JONOJSIHEHUAMM OT:

19 masg 2022 r.
1. O0oLwme nonoxeHus

JInctok-Bknagbiw (ganee - JIB) npegHasHadeH ana naumeHTta (noTpebutens).
XOpOLIO COCTaBMNEHHbIN W 4YeTKO WU3NOXeHHbIn JIB no3Bongetr makcumanbHOMY
KONM4eCcTBY NIOLEN BOCMNOSb30BATbCA 3TON MHGOpMauunen, BKAYas eTen cTapLllero
BO3pacTa, M MOAPOCTKOB, ManorpamoTHbIX UL, U NUL, C HapylweHueMm 3peHus. YTobebl
An3arH no3BONsAn nerko opueHtuposaTbcss B JIB m obecneumBan AOCTYNHOCTb
MHdopmaumu, Npu Beibope pupmeHHoro ctuns JIB gonyckaetcs obpalieHme KoMnaHum K
cneyuanmctam rno MHPOpPMaLMOHHOMY An3alHYy.

HacTtosdulee npunoxeHne CcOAEPXUT pekoMeHOAauun, Kacawwpnecss pasfmnyHbIX
acnekToB cocTtaBneHus J1B. OHn HanpaeneHbl Ha COAENCTBME 3aaBUTENAM (OepXaTenam
perncTpaumoHHbIX yaocTtoBepeHun (ganee - [PY)) B cobnogeHnn TpeboBaHUN
EBpasnnckoro 3KOHOMMYECKOro corosa.

2. Kernb u rapHutypa wpudTa

Cnegyet BblbupaTb rapHuUTypy, koTopasi nerko 4mtaetcs. CTUNM3OBaHHble
rapHUTYpbI, KOTOpPblEe TPYAHO YMTaTb, UCMNOSb30BaTb He crieayeT. BaxHOo BbIOpaTh Takyto
rapHUTYpy WpudTa, B KOTOPOUW Takne cxoxue Oyksbl U Lndpsbl, kak "a", "n", n "1" MOXHO
nerko OTANYUTbL ApYr OT apyra.

Kernb wpudTta O0MmKeH ObiTb Kak MOXHO OONbLUMM, YTOObI MOMOYb YMUTaTEN!O.
MuHuManeHbIM cunTaeTcs pasmep kernb 8 nT wpudT Times New Roman 6e3 kypcusa ¢
MEeXOYCTPOYHbIMW MHTEPBANamun, paBHbIMU NO MeHblen mepe 3 MM (gns J1B, koTopbin
OyaeT BKNagbiBaTbCs B MHAMBUAYAlbHYIO YNAaKOBKY fieKapCTBEHHOro npenapara).

[nsa BblgeneHus Kno4eBbiX CBEAEHUI N COAENCTBUSA OPUEHTMPOBAHNIO B pasaenax
TeKcTa cnegyeT nonb30BaTbCA pasfiMyHbIMK - pa3Mmepamu TekcTta (Hanpumep, B
3aronoskax).

Ecnn  nekapcTBeHHbIM  nNpenapaTt  nNpuMeHsieTca  npu  3aboneBaHusX,
COMPOBOXAAILNXCA HapYLEHNEM 3peHusi, He0BX0aMMO MCMNOSb30BaTh Bonee KPynHbIN
Lwpundr.

He cnegyet 3noynotpebnatb Mcnonb3oBaHWeM 3arnaBHbiX OykB. [ns KpynHbIX
GrokoB TeKkcTa crieyeT UCNoMb30BaTb CTPOYHbIE OYKBbLI. TeM He MeHee, NCNoSib3oBaHNe



3arnaBHbIx OyKB LienecoobpasHo Ans pacCTaHOBKU aKLEHTOB.

He cnegyeT ncnonb3oBaTb KypcuMB M NOAYEpPKMBAHME, MOCKONbKY OHM 3aTPYyAHSOT
yuTaTent pacnos3HaBaHWe opMbl cnoB. OgHako ANs ykasaHUsl NaTUHCKUX TEPMUHOB
KypCMB 4OMNYCTUM.

3. An3anH n pacnornoxeHue MHcopmaumm

Mcnonb3oBaHne BbIPOBHEHHOIO NO LUMPUHE TEKCTA, KakK NpaBuiio, He AonycKaeTcs.

[OormKHbl YEeTKO NpOCneXmBaTbCs WHTeEpBanbl Mexay cTpokamu. MeXCTpOouHble
WHTEepBanbl - BaXHbl dakTop, BNUSOLWNIKA HA NOHMMaHMe TekcTa. 1o obwmm npasunam
MEXCTPOYHbIE MHTEPBAsbl MO BO3MOXHOCTU HE OOMMKHbI ObiTb MEHbLLE YEM MOMYTOPHbLIN
pa3Mep UHTepBana mexay Gyksamu B CTPOKe.

BaxHbIM gBNSeTca Hanuuue KOHTpacTta Mexay Tekctom u doHom. Cneayet
yunTbiBaTb Takme dpakTopbl, Kak NMAOTHOCTb Oymarn, pasmep, uBeT Oymarnm m TekcTa.
Hebonblwon KOHTpacT Mexgy TeKCTOM M ()OHOM OTpuLaTeNbHO CKa3blBaeTCA Ha
AOCTYNHOCTU MH(popMauumn. 3a TEKCTOM He crieqyeT nomewatb (oOHOBbIE M306paxXeHns,
MOCKOSbKY OHMU MOTYT CHMXaTb YETKOCTb MHAOpMaL MK N 3aTPYOHATb €€ NPOYTEHNE.

dopmaT TeKkCcTa C HECKONbKMMM KOFIOHKaMM MOXET cnocobcTtBoBaTb 0bneryeHuto
OpPUEHTUPOBaHUS uuTawwero. PacctosaHue Mexgy KOMOoHKaMu  OOSMKHO  ObITb
AOCTaToOYHbIM Ans Toro, 4YTtobbl Hagnexawmum obpasom pasfgenuTtb TekcT. Ecnu mecto
orpaHuM4eHo, ANns pasgeneHus TekcTa [OOMyCcKaeTcs WCMoNb30BaTb BEPTUKANbHYHO
nuHu. CXoXy MHGopMauumio criegyeTt ykasblBaTb nocnenoBaTesibHO, YTOObl CTPOKU
TEeKCTa Nnerko nepexoaunn C TeKylen KOMOHKM K cneaywouwen. CnegyeTr paccMoTpeTb
BO3MOXHOCTb WUCMONb30BaHUsS aribOOMHOM OpUEHTaLMU TEKCTa, MOCKOSNbKY 3TO MOXET
noMoyb naumeHTam. Ecnu npeacrtaeneH JIB Ha pasHbIX si3blkax, HEOOXOAUMO 4YeTKO
pasgennTb A3blKKU; MHGOPMaLUUS Ha pasHbIX A3blkaxX AOMmMKHA ObITb MOEHTUYHOMN.

4. 3aronoBKku

BaXHbIM 3neMeHTOM SBMSOTCA 3arofioBKW, KOTOpPblE MOryT MOMOYb MauueHTam
opueHTupoBaTbCs B TekcTe. CnefoBaTenbHO, NONYXUPHbIA WPUAT 1 (Unn) gpyron uset
3arosioBka BblgenseT 3Ty MHdopmauuu. PacctosHue o v nocne 3aronoBkoB B J1B
AOMMKHO OblTb oaumHakoBbIM. [Ana yanobcTBa uyuTaTensa 3arofioBKM OOHOro pasmepa
cnefyeT MCNosb3oBaTh NocnegoBaTesibHO (HyMepoBaHHbIE U HEHYMEPOBAHHbIE CMUCKM,
UBeT, OTCTYIMbl, FAPHUTYpPA, pa3Mep, 1 Kermnb wpudgTa).

K ncnonb3oBaHuio 605bLIOr0 KoNMYecTBa 3arofloBKOB pasHOro pasmepa cnegyer
noaxoauTb C OCTOPOXKHOCTbI, MOCKOSIbKY WCMONb30BaHME LwpudTa pasHoro pasmepa
3aTpyaHAeT OpueHTUpoBaHMe uyuTaTens B Tekcte. OagHako npuv  HeobxoguMmocTu
AOBeAEeHUs CrOXHOW uHopmauum MoxXeT noTpeboBaTbcs 6onbllee KOnM4ecTBO
pa3MepoB TEKCTa 3arosIOBKOB.

B kayectBe WMHCTpyMEHTa OPUEHTUPOBAHUA BO3MOXHO WCMNONb30BaHUE FNHUNA,
pasfgensarLwmx pasnuyHble pasaensl TekcTa.

B JIB Heobxoaumo BkMoUnTb BCe OCHOBHble pasgenbl OXIII. Bkniodatb B JIB
no43arofioBKM M COOTBETCTBYHOLLUA TEKCT criegyeT TONbKO B TOM Criydae, €Criv OHMU
NPUMEHUMbI ONA KOHKPETHOro npenapara. Hanpumep, npyn oTcyTCcTBUM MHGOpMaLUN O



BCNoMoraTenbHbIX BELECTBax C M3BECTHLIM BIIUSSHUEM HA OpraHu3Mm, AaHHbIn pa3gen J1B
MOXeT ObITb UCKITHOYEH.

5. LBeT neyatu

[ocTynHOCTb WMHOpMaUMM  onpepenseTca He TONMbKo pasMepoM LwpudgrTa,
KOTOpPbIM OHa HanevyaTtaHa. CUMBOMbI MOXHO HaneyataTb B OAHOM MWW HECKONbKUX
uBeTax, YTO MO3BOSIIET YETKO OTIMYMTb WMX OT OCTalfibHOro TekcTa. Vcnonb3oBaHue
WwpudTa pasHOro pasmepa Unn uBeTa - OAWH M3 CNnocoboB NpuaaHMs 3arofloBKam Mnn
ApYyron BaxxHOM MHdopmaumm 6onbLlen BblpasnuTesibHOCTH.

CoyeTaeMoCTb MCMOMb30BaHHbLIX LIBETOB BaXkHa Tak e, kak M cam uBeT. Kak
NpaBuo, TEMHbIA TEKCT AOMKeH OblTb HaneyaTaH Ha cBeTnom ¢oHe. OgHako B
HEeKOTOpbIX Criydasax, Hanpumep, Ans BblOeNneHus ornpefeneHHbIX npeaynpexneHnn
MOXHO MCnonb3oBaTb obpalleHne LBETOB (CBETMbIN TEKCT HA TEMHOM (bOHe). B Takmx
cnyyasx HeobxoAMMO TWATenbHO OTCeXuBaTb KayecTBO MneyaTu, MOCKOSbKY MOXeT
noTpeboBatbCA Mcnonb3oBaHWe 6oriee KpPynHOro pasmepa wwpudta vnu BblaeneHune
TeKcTa NonyXupHoiM WpndgtTom. He cnegyet ncnonb3oBaTh CXOXuWe LiBETa ANA TekcTa U
doHa, NOCKOJIbKY B 9TOM Crlydae CHmKaeTcsa pa3bopymBOCTb TEKCTA.

6. CuHTakcuc

HekoTopble nOAN MMEKT MNIIOXME HaBbIKM YTEHUS UM Mnoxo pasbupatotca B
MeANLMHCKNX BOMpocax, No3aToMy He0b6X04MMO MCMNOSb30BaTh MPOCTbIE MOHATHbLIE CroBa
¢ HebOonbLIMM KONMYECTBOM CIOrOB.

He pekomeHgyeTcs  Mcnonb3oBaTb  ANWHHbIE  NpeanoxeHud.  [OnuvHHoe
npegnoxeHne uenecoobpasHo pa3dbutb Ha 2 npeanoXeHms, ocobeHHO ecnu OHOo
COAEPXNUT HOBYHO MHpOpMaLMIO.

‘pomo3akmne absaubl MOryT BBOAUTL YMTaTenen B 3abnyxaoeHue, 0COBEHHO npwu
MCMNONb30BaHUN ASIMHHBIX NPeasIOKEeHUN NpU yKasaHUun HexenaTtesbHbIX peakuuin. bonee
Noaxo4sLWMM B TakuX crnyyasix SBngeTcs UCrnofb3oBaHNe HEHYMepPOBaHHbIX CMUCKOB. 1o
BO3MOXHOCTU peKOMeHayeTCsa ucnonb3oBaTb He 6onee 5-6 no3anumm B cnmcke.

Mpn ykaszaHuu HexenaTerbHbIX peakuun oCOBEeHHO BaXHO onpeaenuTb MOopsiaoK
UX nepevncrneHns, 4Ttobbl caenatb WHGOPMaUMO ONS NaumeHToB (noTpebutenen)
MakcumManbHO nosiesHon. C uenblo JoBedeHus 00 naumeHToB (noTpebutenen) ypoBHSA
pUCKa HexenaTerbHbIX peakunn, Kak npaBuIio, UX peKoOMeHAyeTCHa yKasbiBaTb B NOPSAKe
YMEHbLUEHUS YaCcTOTbl BO3HUKHOBEHUS (HAYMHAs C HaMbOoNbLUEN YacTOThl).

pagauma 4acTtoTbl OOfMKHa OblTb 00bsiCHEHa TakuMm obpasom, 4Tobbl 6bINo
MOHATHO MauneHTam (noTpebuTtensm), Hanpumep, "o4YeHb 4acto - bBornee uvem y 1
nauymeHta n3 10". OgHako Npu HanMuMM cepbe3HON HexenaTerlbHOW peakuun, KoTopas
TpebyeT nNpUHATUS nNauMeHToM (NoTpebuTenemMm) HeOoTNOXHbIX Mep, ee crneayet
BblAENUTb U NOMECTUTb B Hayano pasgena J1B, He3aBMCUMO OT ee 4acToTbl. YKasaHue
HexenaTernbHbIX peakuurM Nno CUCTEMHO-OPraHHbIM KraccaM He peKkoMeHayeTcs,
NOCKOMbKY nNauuMeHTbl (NoTpebutenu), Kak npaBuno, He 3HaKOMbl C 3TOW
Kraccudukaumen.



7. Ctunb

B npeanoxeHuax pekoMeHOyeTCs WUCMOoNb30BaTb aKTUBHLIN (OEeNCTBUTENbHbIN)
3anor BMeCTo naccuMBHOro 3asnora. Hanpumep:

"npumute 2 TabneTkn" BMecTo "OoMmKHO ObiTb NPUHATO 2 TabneTkn";

"Bbl JOJKHbI..." BMecTO "Heobxoaumo...".

Mpn ykasaHuM naumeHTam O npeanpuHUMaemMblX LEWCTBUAX Heobxoaumo
ykasblBaTb UX npudmHy. CHavana HeobxoguMMoO [daTb WHCTPYKUWMKW, 3aTeM  Ux
obocHoBaHMe, Hanpumep: "ecnu y Bac acTMma, cobniogamte OCTOPOXHOCTb Mpu
npuMeHeHun npenapaTta X, NOCKOSIbKY OH MOXET Bbl3BaTb Npuctyn”.

BmMecTo nOBTOpeHUs TOProBoro HaMMeHOBaHWS npenaparta crnefyeT ykasblBaTb
"npenapaT, OaHHbIn npenapat’ u T.4., €CNU U3 KOHTEKCTa MOHSATHO, YTO MMEHHO OH
nmeeTcs B BUAY.

Mo BO3MOXHOCTW He crieayeT ucnosib3oBaTb abbpesumatypbl 1 cokpaweHus. MNpu
NepBOM YMNOMUHAHUM B TeKCTe MX Heobxoammo MOMHOCTbIO pacwudgposatb. Creagyet
nsberatb UCNOMbL30BaAHMUS MaTeEMaTUYECKMX CMMBOSIOB (Hanpumep, > unm <), ecrin OHU
NSI0X0 NOHUMAEMBbI.

MeOuUMHCKME TepMUHbl criegyeT nepeBecTU Ha MOHATHbIA NauneHTaMm S3biK.
Heobxogmumo cobnocTu npeemMcTBEHHOCTb OOBbSCHEHMSI TEPMUHOB, NPUBOASA CHavana
HenpogeccmoHarnbHoe onucaHue, a 3aTeM COOTBETCTBYHOLNN MeAUUNHCKMA TepMuH. B
nocnegywouwiem, no scemy Tekcty JIB gna goctmxkeHus yooboyMtaemMocTn ornyckaeTcs
ncrnonb3oBatb Haubonee noaxoaswnin M3 TEPMUHOB (HENPOMEeCCUOHanNbHbIA UK
MeauunHcKuin). Heobxogmmo ybeauTtbes, 4TO UCNofb3yeMas TepMUHOSOrMa popmupyeT
HaCTOPOXXEHHOE OTHOLLUEHWEe u4uTaTenis KO BCEW BaXHOM ONA Hero uHgopmauun wm
npegcraBnseT [[OCTAaTOMHO noApobHYy MHopMauuiw O TOM, Kak pacno3HaTtb
BO3MOXHble HexenaTenbHble peakLmm U NPUHATb HeobXxoauMble Mepbl.

8. bymara

Bymara pomkHa OblTb OOCTATOYHO MJIOTHOW, YTOObI CHU3UTH NPO3PaYvYHOCTb,
3aTpyaHAOLWY 4YTeHue, OcobeHHO npu HebonblwoM pasmepe wpudpTa. MMaHuesas
Gymara oTpaxkaeT CBET, U TEM CaMblM 3aTPYAHHAET YTEeHMe, NO3TOMY PEKOMEHAOyeTCs
ncnonb3oBaTb MaToByto Bymary.

Heobxogumo ybegutbcd, 4to npu crubaHum JIB  mM3nom He CHWXaeT
yaobountaemMoctb nHdopmauuu.

9. Ucnonb3oBaHUe CUMBONOB U MUKTOrpPamMm

[lonyckaeTcs Ucrnosrb3oBaHNE U306paXxeHUn, NUKTOrpaMmM 1 ApYrnx rpadmuyeckmx
3M1EMEHTOB, OOBACHALWMX CMbICNT MHOPMAaLMKM, OAHAKO OHW He [AOMKHbl HOCUTb
peknamHblii xapaktep. CMMBOMbI U MUKTOrpaMMbl MOTYT OblTb NONE3HbI, ECNN 3HAYEeHNe
CUMBONa MOHSATHO, a pasMmep rpaduyeckoro anemeHta ypoboumtaem. Ux cneayet
Mcnonb3oBaTb NUWb ANS  YNYYWEHUss OpueHTauuW, MOSICHEHUSs WNW  BblAeneHus
onpedeneHHbiX acnekToB TeKCcTa, OHM He [OIKHbl 3aMeHsiTb TekcT. MoxeT



noTpeboBaTbCcAa NoATBEPXAEHNE, 0DOCHOBLIBAKOLLEE, YTO UX 3HAYEHME B LENIOM XOPOLUO
NOHMMaemMo, He BBOAMT B 3abnyxageHnme n He cbuBaeT ¢ TOnky notpedbutens. [pwu
HanM4YMM Kaknx-nmbo COMHEHUN OTHOCUTENBbHO 3HAYEeHUsi onpeaernieHHON NMUKTOrpaMmbl,
OHa npusHaeTcs Henoaxoasdwen. Heobxoammo cobnogate 0cobyto OCTOPOXHOCTb NPU
nepeHoce M UCNonb30BaHUN CUMBOSIOB B APYrMx A3bIKOBbIX Bepcusix J1B, nockonbky
MOXeT noTpeboBaTbCsa AONONHUTENBHOE TECTUPOBaAHME NOTpebuTenen.

10. lononHuTenbHbIE CBeAeHus

10.1. AccopTUMeHT npenaparTa.

HeobxoamMmo, kak npaBuso, CoCTaBnsaTb OoTAenbHbIA JIB Ha Kaxayto AO03MPOBKY U
nexkapcTBeHHy0 hopMy nekapcTBeHHOro npenapata. OgHako rocygapcTBa-yieHbl MOryT
B MHAOMBMAOYaANbHOM MNOPSAKEe paspellnTb MUCnonb3oBaHWe eauHbiX JIB ans pasnunyHbix
AO03MPOBOK UM (MNiM) NeKapCTBEHHbIX opm (Hanpumep, TabneTok W Karncyn), ecnu
AOCTWXKEHNEe pekomeHayemon [03bl TpebyeT KOMOMHMPOBaHUS pPasnU4YHbIX LO3UPOBOK
NN ecnu go3a B 3aBUCMMOCTU OT KITMHMYECKOrO OTBETA KaXXAbl A€Hb MEHSIETCA.

B03MOXHbI MPOCTLIE CCbINKN Ha ApyrMe 4O3UPOBKN U NIEKAPCTBEHHbLIE (POPMbI TOro
Xe npenapara, ecnn oHM Heobxoaumbl Ans Tepanun. Hanpumep, HegonycTMMa CCbifika
Ha ApYyryto 403MpPOBKY Unn ccbifika B JIB Ha TabneTky, He noaxoaswyo Ans npumMeHeHns
y OeTen, Ha HanuuMe pacTeBopa A4S npuema BHyTpb, NpeAHasHayeHHoro Ans npuema
OeTbMW.

10.2. lpenapaTtbl, BBOAUMbIE MEAULMNHCKUM PabOTHMKOM WK MNPUMEHSIEMbIE B
yCrnoBuax ctaumoHapa.

B koHue J1B npenapaTa, BBOAMMOro MEAULNHCKUM PabOTHUKOM, MOXXHO MPUBECTU
ceegeHus n3 OXJIIM (Hanpumep, cBeaeHUSA NO NPUrOTOBMIEHUIO N NPUMEHEHUIO), B BUAE
OTpbIBHOM 4actTu, oTgensgemon pnOo nepegadun JIB  naumeHty. B kadectBe
anbTepHaTUBHOro BapmaHTa B nadky BMecTe ¢ JIB MOXHO BfIOXuTb nosiHyro OXIIT.

[nsa npenapatoB, ynakoBKa KOTOPbIX MNpeAHasHadeHa [OfS WUCMOoNb30BaHUSA B
cTaunoHape (T. e. ynakoBka cogepxut 6onee 1 dnakoHa), No 3anpocy cnegyet
npefocTaBnaTb gononHutesnbHble JIB (B gononHeHne K BrioXXeHHoMy B nayky J1B), 4Tobbl
obecneunTb KaXXaoro nauMeHTa, nony4varoLwero npenapat, NOAHON MHGOpMaLUneN.

WHdopmauusi 06 nsmeHeHusix:
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Cwm. npeodbIdywyo pedakyuro
11. Wa6bnoHb! J1IB

Bocnonb3oBaBLlnch npeactaBneHHbIMn B npunoxeHmsx N 4 n 5 k TpeboBaHUsAM K
MHCTPYKUUN MO MeAUUMHCKOMY MPUMEHEHMIO NekapCTBEHHOro npenapata u obuen
XapaKTepucTuke nekapCTBEHHOro npenapata Ansg  MeauUMHCKOrO  NMPUMEHEHWS
lWwabnoHamn, gepXkatenu perncTpauMoHHbIX yOOCTOBEPEHWUA OOMKHbI  CBepcTaTtb
OKOHYaTernbHbIA TEKCT B COOTBETCTBYHOLLUME MOSNHOLUBETHbIE MakeTbl unu obpasupbl JIB.
MNpwn aTOM 3a\BUTENAM CrnedyeT yYuTbiBaTb, YTO MCMNONb3oBaHMe 3Toro wabrnoHa camo
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no cebe HepocTtaTtoyHo, M noTpebyeTca npoBedeHUEe KOHCynbTauuuM C  LeneBbiMn
rpynnamu nauMeHTOB, WCMOMb3ys MOSIHOUBETHbIN MakeT unn obpasey JIB B
cooTBeTcTBMM C npunoxeHnem N 3 k TpeboBaHWAM K MHCTPYKUMW MO MEAULMHCKOMY
NPUMEHEHUIO NEKApCTBEHHOro npenapaTta M obLler xapakTepucTuke neKapCcTBEHHOro

npenaparta gnd MmeaununHCKoro npuMeHeHu4.

MpunoxeHune N 18

K TpeboBaHNAM K MHCTPYKLMKU

no MegULMHCKOMY NPUMEHEHUI
NneKkapcTBeHHOro npenapara v oowewn
XapaKTepuCTUKe NeKapCTBEHHOro
npenapara gnsa MeguuuHCKOro

npUMeHeHus
Kputepuu
KayecTBa JNIMCTKa-BKnaabiwa
| MokasaTtenb Bann |
NHoukaTopbl, XapakTepusyrLuime npouecc
1. MNMoaTBepXxxaeHue npmBnevYeHuns K paspaboTke NaLmMeHTOB:
eCTb noaTeepXxgeHne 1
HeT noaTBepXaeHNs 0
2. lNogTBepKaeHme Toro, YTo y4TeHbl NOTPEeBHOCTM 0COBLIX rpynn
NauneHTOB:
obcyxaeHne B 0cobbIx rpynnax npoBogMnoch 1
obcyxaeHne B ocobbIx rpynnax He NpoBOANNOCH 0
3. MNonb3oBaTenbCcKoe TECTUPOBaHUE NPOBEAEHO (COKpaLLEHO):
aa 1
HeT 0
NHavkaTopbl, XxapakTtepusyroLime NUCTOK-BKNaabiL
A. OueHka nogayun matepuana: yaobountaemocTb TeKCTa U NerkocTb
HaBurauumni
A1. Beibop wpudTa, Kernb 1 rapHuTypa
4YeTKnn n ygobountaembli TEKCT 1
nobble 3aTpygHEHUS MPU NPOYTEHUN 0
A2. Vicnonb3oBaHue rnpu opopMneHnmn TekCTa 3arnaBHbIX BykBs,
KypcuBa, NnogvyepkMBaHnd, paMmok un T.4.
OTCYTCTBME HEHaafexallero Ucrnosib30BaHns 1
noboe HeHagnexatlee Ucrnonb3oBaHNe Takoro 0popMneHus 0
A3. KoHTpacT mexay TeKCTOM 1 poHOM, LBeT
XOpPOLUNK KOHTpACT 1
MNOXOWN LBETOBOM KOHTpACT 0
A4. dopmaTMpoBaHNE U MEXCTPOYHbIN MHTEpPBan
Hagnexallee Ucrnonb3oBaHne MHTepBasnos 1
YNSIOTHEHHbIN TEKCT 0



A5. Vicnonb3oBaHne KOMOHOK, 000CHOBaHME U AfIMHA CTPOK,
npeanoxeHun n ablaues

HeT cnyyaeB HeHaanexawero NpUMeHeEHNs

Hanmyume xoTsa Obl 0QHOro Criyvas HeHagnexallero NPUMeHeHUs

AG6. icnonb3oBaHMe 3arofioOBKOB

MCNosib30oBaHMe NOA3arosI0BKOB (4OMOMHUTENbHbLIV GOHYCHbIM 6ann 3a
4yeTKoe U

OCMbICNEHHOE NCNONb30BaHNE 3arofloBKOB, CMNOCOOCTBYHOLLMX
HaBurawumm)

MCNonb30BaHNE TOMbKO OCHOBHbIX 3arofIoBKOB LWabroHa
NNCTKa-BKNaablwa

A7. cnonb3oBaHne CUMMBOMOB 1 U306paXKeHnn

Hagnexauiee ncrnonHeHue (4ONoNHUTENbHbIN BOHYCHbIM 6ann, ecnu
nmeeTcs

Hagnexawee ob0CHOBaHME X NMPUMEHEHUS UNU MPU HANUYUM YETKUX
rpadon4eCKUX MHCTPYKLUMIA NO NPUMEHEHNIO)

HeHagnexatiee ucrnonHeHme 6e3 yyeta noTpedbHocTeN NauneHToB
B. OueHka cogepxumoro(5)

B1. YkasaHus NCTOYHMKOB SOMONHUTENBHON MHGOpMaLNK:

Hann4ne CCbinok;

OTCYTCTBUE CCbISOK.

b2. YkasaHue Ha Hannyme anbTepHaTUBHbIX POPMaTOB:

Hann4ne ykasaHus;

OTCYTCTBME YKa3aHusl.

B3. cnonb3oBaHMe NOHATHLIX TEPMUHOB BMECTO MeAULIMHCKON
TEPMUHOMNOTNMU:

NPENMYLLECTBEHHO NOHATHbIE NPOCTbLIM JIIOAAM TEPMUHBI;
CoXpaHeHne MeguUNHCKOM TEPMUHOSIOTUN.

b4. BknioyeHune 3aronoBkos:

Hann4ne 3arosioBKOB;

OTCYTCTBME 3arofioBKOB.

B5. BkntoyeHne cBegeHum o rnonbae:

Haanexawme cBegeHns o rnosb3ae;

OTCYTCTBME CBEAEHUI O NoSib3e.

B6. [pynnnpoBka HexxenaTenbHbIX peakuui:

yKasaHue nopsiaka HexxenaTersbHbIX peakunin, Korga HexxenaternbHble
peakuuu crneayoT nepsbiMu (4ONONHUTENbLHbBIN BOHYCHBIM H6ann 3a
BblAENIEHNE KITOYEBLIX HEXENaTEeNbHbIX peakumin, TpedyroLwmx
NPUHATUA Mep);

NOSTHOE OTCYTCTBME rpagaunn HexenaTernbHbIX peakunii;
Hencnonb30BaHME CUCTEMHO-OPraHHbIX KIaccoB.

B7. BkntoveHne n npeacraBrieHne YacToTbl BO3HUKHOBEHMS
HeXenaTtesbHbIX peakumi:

yKasaHue 4acToTbl;

OTCYTCTBME YKa3aHns 4acTOTbl UK OTCYTCTBUE OOBACHEHUS rpagaumm
4acToThl.

o



| NTOro: |

MpumeyaHue. bannbl NpucyxgatoTcs cnegyowmm obpasom: nrnoxas npaktuka - 0
6annos, npuemnemas - 1 6ann, B crnyvyae Hagnexailen npakTukm no nodomy Kputepuio
HauMcnsietca o 3 OOHycHbix  GannoB  (MakcMmanbHO  Tonbko  3a 1
KpUTEPUI)AOMONHUTENBHO.

MakcumanbHbIn c4HeT Nno oueHke nokasatenen - 20 6annos (10 6annoB 3a nogavy
maTepmana n 10 6annoB 3a cogepxaHue).

NHankaTopbl, XapaktepuayoLine pesynbrar.

HaueneHHocTb Ha cobnogeHne - MHOOPMUPOBAHHbBIE AENUCTBUSA NPU NPUMEHEHUN
npenapaTta B COOTBETCTBUM C PEXMMOM O03MPOBaAHUA U MPU HEODXOANMOCTU MPUHATUSA
Mep ANns MUMHMMKU3auun PUCKOB.

CypporaTHble Mepbl:

coobLleHMe O HexenaTenbHbIX JIeKAapCTBEHHbIX  peakumsax BCreacTeue
HenpaBUbHOro NPUMEHEHUS;

CBedeHusl, MOmfyYeHHble MO pe3ynbTatam WCCNeaoBaHWA  AOCTYMHOCTU M
NPUMEHEHUs1, BKMOYas CBEOEHMS O HasHayeHuu, nybrukyemble YnoSIHOMOYEHHbLIMU
opraHamu rocyaapcTB - YneHoB EBpa3ninckoro aKoHOMMYECKOro coto3a; onyormnkoBaHHbIe
nccnenoBaHus (B NepUoOANYECKO Hay4YHOM neyaTun u T.n.);

nonyyeHne ogobpeHusi OT YNOSTHOMOYEHHbLIX OPraHoOB rocygapCTB-4YNieHOB (Npwu
Hanu4un);

Xanobbl 06WECTBEHHOCTU W MEOUUMHCKUX pPaboTHUMKOB B  YMNOSITHOMOYEHHbIE
OpraHbl rocygapcTB-4rieHOB 006 OTAeNbHbIX NUCTax-BKNnagbiwax;

Mepbl, NPUHMMAEMblIE KOMMNAHWEN, Hanpumep, npeacTaBleHne AOMNONTHUTENbHbIX
cBeaeHun, ropsaume TenedoHHbIe NTMHUK, BONPOCHI NoTpebutenen n 1.4.;

KOMMEHTapuMmM OT oOpraHumsauuin nauueHToB, MEAULMUHCKMX pPabOoTHUMKOB W
00LEeCcTBEHHOCTN, Kacaluwmeca oTAenbHbIX KaTeropyum B pamMKkax MnfiaHMpOBaHUS
nepecmoTpa KaTeropum.

WHopmaLuusi 06 usMeHeHusIX:

TpebosaHusi OoriosniHeHbI rpunoxeHuem 19 ¢ 9 dekabps 2022 2. - PeweHue Cosema
Espa3sutickol 3koHoMmu4ecKkol komuccuu om 19 mas 2022 e. N 80

NMPUNTOXEHUE N 19

K TPeOOBaHMAM K MHCTPYKLMK NO

MeAULUHCKOMY NPUMEHEHUIO

neKapcTBEHHOro npenapara u ooLien

XapaKkTepucTuKe NneKapCcTBeHHOro npenapara

ANA MegULMUHCKOro NpMMeHeHus

YkaszaHus
no NoAroToBKe TeKCTa npegynpexaarwen nHcpopmaumm 06 MHPEKLMOHHbIX
areHTax B OOLMX XapaKTepPUCTUKaX NIeKapCTBEHHbIX NpenapaToB U
NUCTKax-BKnaabllwax sieKapCTBEHHbIX NpenapaTtoB, NOSTyYEeHHbIX U3 KPOBU UNKU
nsa3mMbl KPOBU YerioBeka


http://pravo.eaeunion.org/document?id=404713561&sub=1025

. O6wme nonoxeHus

Hactoawue YkasaHus cogepxaT cTaHgapTHble  (OOPMYfMPOBKM  TeKCTa
npegynpexagawwen uHopmaumm O pucke nepefjadm C  KpoBbldo WM (unn) ee
KOMMOHEHTamMK Bo3byauTenen MHGEKUMn, KOTopbin OOMKEH ObiTb BKNoYeH B obime
XapaKTepPUCTUKN FNEeKapCTBEHHbIX MpenapaTtoB M JIUCTKU-BKIAAbIWKN  JIEKAPCTBEHHbIX
npenapaTos, MNOMyYeHHbIX N3 KPOBU UMK NSia3Mbl KPOBU YerioBeKa.

[Mpn BBEAEHUN NEKapPCTBEHHbLIX NpenapaToB, MOMYyYEeHHbIX U3 KPOBU UIM Nnasmbl
KPOBM 4YerioBeka, HEeBO3MOXHO [MOMHOCTbIO WCKMYUTL nepefadvy reMOKOHTAKTHbIX
areHToB 1 pa3BUTNE MHPEKLMOHHbLIX 3aboneBaHunn.

Mepbl, NpuHMMaemMble ONA npegynpexaeHus nepegadm C KpoBblo M (Unv) ee
KOMMOHeHTamMu BO3byauTenen MHMeKUnn nNpn NnpMMeHeHMn paccmaTpuBaemMon rpynnbl
nekapCTBEHHbIX MnpenapaToB, BKOYAOT OTOOP AOHOPOB, CKPUHWHI MHAMBMAYaNbHbIX
AOHauUMM wn NynoB nnasmMbl Ha CcoAepXaHwe MapKepoB W3BECTHbIX BUPYCOB,
nepefarwLnxcs Yepes KpoBb U ee KOMMOHEHTbI, U BKNKOYEHMe CTaaui UHaKTUBaUMN Y
(MnKn) saNUMMHaLMK LLMPOKOTO CEKTpa BUPYCOB.

B obwen xapaktepucTtuke InekapCTBEHHOro npenapata W NUCTKe-BKNagblwe
neKkapcTBEHHbIX MpenapaToB, MOMYYEHHbIX M3 KPOBM WM MNasmbl KPOBWU 4YerioBeka
ncrnonb3yeTca craHgapTHas (opMynMpoBka C Uenbid WUHAOPMUPOBaAHUSA Bpaden wu
naunMeHToB O pucke nepefayn Bo3byauTenem BUPYCHbIX MHEKUnn, obycrioBneHHOM
BBeJEeHMEM NOObIX NIeKAapCTBEHHbIX MpenapaToB, MOMYYEHHbIX U3 KPOBWU MNKU MNiiasmbl
KpOBW Yenoseka.

TekcT npeaynpexgawolwen unHGopmaumm O pucke nepegadn Bo3GyauTenemn
BUPYCHbIX WHMEKUMIA MNOCTOSIHHO nepecMaTtpuBaeTcsl C UeNbio OOHOoBNeHus. TekcT
MHOpMaLMM  TakKe W3MEHSIETCSA B Crydae, €eCniv  HeKoTopble npeaynpexaeHus
nepectaHyT BbITb akTyanbHbIMU AS151 KOHKPETHOIO NPOAYKTa N3 KPOBU UNU NNasMbl KPOBU
YyenoBseka.

B cootBetctBUM C rnasBon "OueHKa KavecTBa JIeKapCTBEHHbIX MpenapaTos,
NOSlyYeHHbIX M3 nfasmbl KPOBM 4enoBeka" [lpasuin npoBedeHus uccrnenoBaHun
Buonormyecknx nekapCcTBeHHbIX cpeacts EBpasMmnckoro 3KOHOMUYECKOrO  COH3a,
yTBEpXAeHHbIX PelueHnem CoBeTa EBpa3nMnckon 3KOHOMUYECKON KOMUCCUM OT 3 HOAOPS
2016 r. N 89, megnuyuHckomy nepcoHany HeobxogMMo AOKYMEHTMPOBATb HAaMMEHOBaHUE
N HOMEP Cepun NEeKapCTBEHHOro npenapata npu Kaxaom BBeAEHUW ero naumeHTy C
Lenbio nogaepXxaHusa obpaTHoON CBA3MN.

[MauneHTbl Takke WHPOPMUPOBAHLI O HeOobXOAUMOCTU [LOKYMEHTUPOBAHMS
HaMMEHOBaHUSA N HOMEpa Cepun NekapCcTBEHHOMo nNpenapaTa nNpu Kaxkaom ero BBeLeHUn
C Uenblo nogaepxaHnst obpaTtHOM CBA3WM NMOCPELCTBOM npeaynpexaarLero ykasaHus B
NUCTKe-BKNaabllle feKapCTBEHHbIX MpenapaToB, MOSIyYEHHbIX U3 KPOBWU UMW Nnasmbl
KpOBW Yenoseka.

Mpegynpexpatowas MHpopMauusa o pucke nepegayn Bo3byautenen BUPYCHbIX
NHpEKUMIA BKNIOYaeTCs B OOLLYI0 XapaKTepUCTUKY NeKkapCTBEHHOro npenaparta B pasgen
4.4, copepXawunh KIMHUYECKU BaXKHble YKasaHWa M Mepbl NpefoCTOPOXHOCTU Mpu
NPUMEHEHUN NEKAaPCTBEHHbIX NpenapaTtoB, MOSyYEHHbIX U3 KPOBM UM Nnasmbl KPOBU
YyerioBekKa.


http://pravo.eaeunion.org/document?id=71446406&sub=1000
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B cBA3n Cc 3TUM JaHHy0 (POPMYSIMPOBKY He O0MnyckaeTcs pacluMpdATb 3a cyeT
OPYrMx  CBEeAEHW, He  4BRAWMUXCS  ocobbiMW  yKasaHusMW UM Mepamu
NPefoCTOPOXHOCTU (Hanpumep, onucaHueMm CTagum MHakTMBaumm n (Mnu) anNMMUHauUmMm
BMPYCOB WM UCMbITAHUAMM Ha OTAESbHble BUPYCbl). PaccMoTpeHHass dhopmMynupoBka
OTHOCUTCA WU K o0bObemMy WHGpopMaumm gns notpebutenen, BkNKYaemMon B
NNCTOK-BKNaAbIW JIeKAaPCTBEHHbIX NpenapaTtoB, MOSyYeHHbIX M3 KPOBWU WKW MnasMbl
KpOBM YerioBeka.

HacTtoswume YkasaHus cogepxaTt ABa U3MEHEHUs B CPaBHEHUU C TpaaULMOHHbBIM
noaxo4oM MO COCTaBfEHUIO npegynpexgawwen nHopmaumm O pucke nepegaydu
BO36yauTENENn BUPYCHOMN NHEKLMN:

He TpebyeTcsa ccCblfika Ha KOHKpEeTHble obs3aTernbHble Mepbl, MOCKOSIbKY OHa He
ABNsSieTCsa npegynpexngeHneM wnu mepor 6e30nacHOCTU, W yKasaHHble CBeOeHUus
AOCTYNHbI B APYrMX UCTOYHMKaX (0bs3aTenbHble Mepbl MyOrMKYHTCA B YaCTHOW cTaTbe
dapmakonen EBpasuMmnckoro aKOHOMMYECKOro coto3a (panee - dapmakonesa Cotosa)
"lMnasma yenoseka onsa opakUMOHMPOBaHMS", a B Criydae OTCYTCTBUS 9TOW CTaTbM - B
YacTHbIX CTaTbAX (papMakonen rocyaapctB - 4feHoB EBpasMnckoro 3KOHOMUYECKOro
coto3a (ganee - rocygapcTBa-yneHbl));

npegynpexagaruwas tHpopmMmauus coaepXxuT ceegeHmst 06 oduen appekTMBHOCTH
BCEX Mep, MNpuHATBbIX Ana obecrnevyeHna BUPYCHOM 6e30MacHOCTU NeKapCTBEHHOIMO
npenapata u3 KPOBW UMM MnasMbl KPOBM YerioBeKa, U He coaepXuT cBedeHust ob
9(pPeKTMBHOCTM OTAENbHBIX CTagu WHaKTMBauuMm wn (MNK) SNUMUMHaALUN BUPYCOB B
npouecce Npon3BoaCTBa.

MHpopmauumsa, oTHocawasca K npouenypaMm MHakTMBaumn v (Mnuv) anvmuHauum,
crnocobHa BBOAUTb NoTpebutens B 3abnyxaeHne, ocoO6eHHO B OTHOLLEHUN NapBOBMpYyca
B19.

Hanpumep, ecnn B npouecce npoms3BoACTBa NpefycMmoTpeHa addekTuBHag
cTagus B OTHOLWEHUM napsoBupyca B19 (To ecTb cTagmd, crnocobHasd CHU3UTL Ha
HECKOJSIbKO MOPSAKOB YPOBEHb BUPYCHOW Harpysku), OAHAKO BO3MOXHOCTU cTagun 6yayT
3aBblLEHbI B Cllydae BbICOKOW BUPYCHOM Harpy3ku B nysne niasmol.

Mpenynpexpatowee ykasaHue coobliaeT O MNOTeHUManbHOM pucke nepenayv
BO3OyauTENnen BUPYCHbIX MHAEKUMN MpU NPUMEHEHUU FeKapCTBEHHbIX npenapaTos,
MOMYYEHHbIX M3 KPOBM WU Nnas3mbl KpoBu yenoBeka. OCHOBHOM TEKCT [JOKYMeEHTa
pasbACHSAET UCMONb30BaHWe Npeaynpexaarwmx ykasaHun, npuBeaeHHbIX B HACTOSLWMX
YkasaHunax. B TekcTe npegynpexgatrowen UHgopmaumm ynoMmHatoTCs onpeaesieHHble
BMPYCbl, KOTOpble B MPOLWOM nepefaBanucb NpuU NPUMEHEHUU FEeKapCTBEHHbIX
npenapaTos, MOSyYeHHbIX U3 KPOBU UK NIia3Mbl KPOBU YerOBEKa.

Mepbl, NpuHUMaemMble ONA MpeaynpexaeHus nepefadm Takux 000N0YeYHbIX
BUPYCOB, Kak BUpPYC MMMyHopeduuuta 4venoseka (BWY), supyc renatuta B (BI'B) u
Bupyc renatmta C (BI'C), paccmaTpmBaloTcsl B KadyecTBe IPIEKTUBHLIX ANS BCEX
KOMMep4yeckux npenapartoB. Takve 6e3000no4edHble BUPYChl, Kak BUPYC renatuta A
(BI'A) n napsosupyc B19, TpyaHO nopaarTCcs WMHaKTMBauMM U (Unv) anuMMUHauUMn, a
apbekTMBHOCTL Mep yaaneHns 6e3000n04eYHbIX BUPYCOB OTNMYaeTCs Ans pasHbIX
neKkapcTBEHHbIX NpenapaTos.

B cBA3M Cc 3TUM cBedeHus, coepxawmeca gns notpebutenen B obLien
XapakTepuUCTUKe JeKapCTBEHHbIX MNpenapaTtoB W JNUCTKe-BKNagbllle eKapCTBEHHbIX
npenaparos, MOSTYYEHHbIX N3 KPOBU UMM NSia3Mbl KPOBU YernoBeka, AOMKHbI cogepxaTb



MHpOpMaLMIO O NoTeHuManbHOM pucke nepedavn 6e3o6onoyeyHbix BupycoB (BIMA un
napsosupyca B19) ¢ ydyeTomM npuHUMaembix Mep 6e30nacHOCTU U pes3ynbTaToB
nccnefoBaHUM UHaKTUBALUKU U (MNK) ANTMMUHALWKM BUPYCOB, NMPOBEAEHHbIX Aep)KaTenem
PErmcTpaLMoOHHOrO YAOCTOBEPEHUS feKapCTBEHHOrO npenapaTta, MOflyYeHHOro u3
nnasmbl KPOBU YeSoBeKa.

HeBO3MOXHO COCTaBUTb OTAESIbHOE YyKas3aHWme O NOoTeHUMaribHOM pucke
MHpuumnposaHna 6esobonodyevHbiMn Bupycamn. B npouecc npou3BoacTBa BCeX
neKapCTBEHHbIX NpenapaToB M3 KPOBM WM Nfa3Mbl KPOBM 4erioBeka AOSKHbl ObiTb
BKIMtOYEeHbl 3PeKTUBHbIE CTaguN MHAKTUBALUUM U (MNX) 3NMMUHALMK LLMPOKOrO CrnekTpa
BMpPYycOB, obnagalwux pasHbiMU (PU3UKO-XUMUYECKMMUM CBOMCTBaMKU. JTO JaeT
YBEPEHHOCTb B 3(P(PEKTMBHOCTM WHAKTMBALUM U (MNKU) SNUMUHALUW BUPYCOB, He
N3BECTHbIX B HACTOsLLee BpeMA UIv HeJaBHO MOSABUBLLMXCS.

Bupyc nuxopagkm 3anagHoro Hwuna nosisunca B CeBepHon Amepuke ¢
nepegasasncs 4Yepes KOMMOHEHTbl KpoBW. BmecTe ¢ Tem cnyyau nepefayu Bupyca
nuxopagku 3anagHoro Hwuna 4yepes nekapCTBEHHble npenapartbl, MOflyYeHHble U3
nnas3mbl KPOBU YerioBeKa, He 3apermctpupoBaHbl. Vcnonb3yemble B HacTosiLee BpeMs
cTaguu MHaKTMBauum n (Mnn) aNMMUHaUMM JOCTaTouHbl Ans obecneyeHmss 6e3onacHoCTH
nekapCTBEHHbIX MpenapaToB, MOMYyYeHHbIX M3 Mrasmbl KPOBWU YenoBeka, B OTHOLLEHMUM
BUpyca nuxopagkun 3anagHoro Huna.

C yyeToMm aTMX pakTOpPOB B MNpeaynpexparlmnx ykasaHusax WHGopmaumsa o
AAaHHOM BUpYCe He yKa3blBaeTCs.

PaccmatpuBaeTca BONpoc O HeoOXOOMMOCTM OTAENbHOro  YNOMUHaHWA O
BapunaHTHoM 6onesHn Kpentudenoara-Akoba (BBKA) B npeaynpexaarowmx ykasaHusX.
[MpMHATO pelleHMe O HeuenecoobpasHOCTU BKMOYEHUS OTAENbHOro YNOMUHaHUS O
NMOBbILLEHHON OMacHOCTM B CBA3M C MNOTeHUManbHOW nepefayven Bo3dbyauTens
BapnaHTHOM 6GonesHn Kpeuntudgenoara - Axkoba 4yepes nekapCTBEHHble MpenapaThl,
NoSlyYeHHble M3 KPOBW WU Nfa3Mbl KPOBM 4enoBeka, W MNPOAOSHKEHUM NPaKTUKK
npeacTaBrieHnsi YacTHbIX CBEAEHUN B APYTNX JOKYMEHTaX.

NHdopmauuma B npegynpexagaroLiem yKasaHum coaepxur obuwee
npegynpexaeHne O HEBO3MOXHOCTM MOSIHOrO WUCKIYEeHNa nepepadvn Bo3byauTenen
BUPYCHbIX MHMEKLMA MPpU NPUMEHEHUN NeKapCTBEHHbIX MpenapaTtoB, MOSyYeHHbIX U3
KPOBM UMW Nnasmbl KPOBU YeroBeka.

CoobweHna o6 wuHpuumpoBaHnn BuUpycamu nNpu BBEOEHUUM JIEKapCTBEHHbIX
npenapaTtoB Ha OCHOBe anbbyMWHa, MOMyYEeHHbIX CTaHAapTHbBIMWU MeTodaMn W
COOTBETCTBYIOLMX hapMakonenHbiM ctatbsim ®apmakoneun Coto3a, a Npu OTCyTCTBUM B
Hen - cTaTbaAM (papmakonen rocygapcTB-4fieHOB, He nocTtynanu. Ecnn anbbymuH
MCNonb3yeTca B KayecTBe BCMOMOraTesfibHOro BellecTBa B APYrnX JeKapCTBEHHbIX
npenapartax, He TpebyeTcsa BKM4YaTb Kakne-nnbo oTaenbHble npenynpexneHus, 4to
o0bscHsAEeTCA ANUTENbHOW uUcTopuen 6e3o0nacHOro  MNPUMEHEHUsT  NeKapCTBEHHbIX
npenapaTtoB Ha ocHoBe anbbymuHa. B paccmoTpeHHOM criyvae anbOyMuH ykasbiBaeTcCs
B MepevyHe BCMOMOraTesflbHbIX BELLECTB, MCMNOSMb3yeMblX ANS NPOM3BOACTBA APYroro
nekapcTBEHHOro npenapara.

Il. MpeaynpexaeHue 06 MHPEKLUUMOHHbIX areHTax B oOLuen XxapakTepucTmke
NleKapCTBEeHHbIX NpenapaToB, NOJy4YeHHbIX U3 KPOBU UIU NNa3Mbl KPOBU YerioBeKa



B ofwen xapaktepucTuke nekapcTtBeHHOro npenaparta B pasgene 4.4 "Ocobble
yKasaHuss 1 Mepbl MNPegoCTOPOXHOCTM Npu  nNpuMeHeHnn" BblGop OPMYIMPOBKMY,
3aKNYEeHHOW B < >, 3aBUCUT OT 3P(PEKTUBHOCTM MepP B OTHOLLEHUN COOTBETCTBYIOLLErO
BUpyca.

1. JlekapcTBeHHbIe npenapaTbl, NOJSIy4YeHHble U3 KPOBU UK NNa3Mbl KPOBU
yenoBekKa (3a UCKITIOYEeHMEM UMMYHOINO0YNIMHOB M anbbyMuHa)

"CTaHgapTHble Mepbl  NpeaynpexneHuss  pasBuTUA  BUPYCHbIX  UHAEKUUA,
00yCrnoBneHHbIX MPUMEHEHNEM NEeKapCTBEHHbIX NpenapaToB, NOSTYYEHHbIX U3 KPOBU UK
nnasmbl  KPOBM  4enoBeka, npegycMmatpuealoT  OT6Op  QOHOPOB,  CKPUHWHI
MHOMBMAOYaNbHbIX AOHAUMA U MYNOB NnasMbl Ha crieunduyeckne Mapkepbl HEKLNA U
BKMOYEHME B MpoLecc Npom3BoAcTBa 3(PPEKTUBHLIX CTaguMnh WMHaKTMBauMuM wn (Mnu)
ANIMMUHaLUMN BUPYCcOB. HecMmoTps Ha 3TO, NpU BBEOAEHUN JIEKAPCTBEHHbIX MpenapaTos,
NOJSTYYEHHbIX U3 KPOBU UMW NnasMbl KPOBM YerioBeKa, Hesb3si MOSTHOCTbH UCKHYUTL
BO3MOXHOCTb nepegayn Bo3byamtenen BUPYCHbIX UHMEKUMIA, OCOOEHHO B OTHOLLEHUN
HEeN3BEeCTHbIX U HOBbIX BUPYCOB, a TaKkxXe OPYrnx NaTtoreHos.

[MpuHATBIE Mepbl CYMTATCA APPEKTUBHLIMA B OTHOLUEHUM TaKMX 0DONOYEYHbIX
BUPYCOB, Kak BUpyC ummyHogeduuuta yenoseka (BWY), Bupyc renatuta B un Bupyc
renatuta C.

<, a Takke B OTHOLEeHUN 6e3060n104e4HOro<bIX> BUpyca<oB> <renatuta A> <u>
<napsoBupyca B19>>.

<[1puHATbIE Mepbl HE CYUTAIOTCA A4OCTATOYHO APPEKTUBHBIMU B OTHOLLEHUN TaKUX
6e3060104€e4HbIX BUPYCOB, Kak <BUpYC renatnta A> <u> <napsosupyc B19>>.

<WHdurumpoBaHne napsoBupycom B19 onacHo gnsa OepeMeHHbIX >XeHLUH
(MHpmympoBaHme nnoga) n nNuy, ¢ UMMyHO4ePULNTOM U MOBbILLEHHLIM 3PUTPONO330M
(Hanpumep, NpY reMoNUTUYECKON aHeEMUM)>. YKasaHue O rpynnax pucka no napBoBupycy
B19 Bknioyatb He TpebyeTcd, ecnu MpUHATbIE Mepbl pacueHMBAKTCA B KadecTse
9P EKTUBHBIX B OTHOLLEHUM B19.

Mpn KaXXgom BBeAEHUU MaumeHTy {HauMeHoBaHue npenapaTa} JOKYMEHTUpyeTcH
€ro HauMeHoBaHMe N CepUHbBIN HOMEpP B LensaxX COXpaHeHUs CBA3M MexXay nauneHToM U
cepveun npenapara.".

[Mpumepsi.

Mepbl, adbpekTUBHbIE B OTHOLLEHUM BUpyca renatuta A n napsosupyca B19:

"MpuHATLIE Mepbl cunTaTcs 3PEMEKTUBHBIMM B OTHOLLEHUN TakMX 060SI0YEYHbIX
BMPYCOB, Kak BUMpyC MMMyHogeduuuTta 4denoseka (BUY), supyc renatuta B (BI'B) un
Bupyc renatuta C (BI'C), a Takke B OTHOLWEHUN Takux 6e30601104e4HbIX BUPYCOB Kak
BUpYyc renatuta A n napsosupyc B19.".

Mepbl, 3adppeKkTUBHbIE B OTHOLLIEHUM BUpYyCca renatuta A, HO He napsoBupyca B19:

"MpuHATLIE Mepbl cunTaTcs 3PEMEKTUBHBIMM B OTHOLLEHUN TakMX 060SI0YEYHbIX
BUPYCOB, Kak BUpPYC MMMyHopeduuuta yvenoseka (BWY), supyc renatuta B (BI'B) u
Bupyc renatuta C (BI'C), a Takke B oTHoweHUM 6e3000n04e4HOro Bupyca renatuta A.
[MpuHATBIE Mepbl HE CYUTAKTCA [OCTAaTOMHO 3(P@PEKTUBHLIMU B OTHOLLUEHUN TaKUX
6e30060mn04eyHbIX BUPYCOB, kak napsosupyc B19. MHduuuposaHne napsosupycom B19



onacHo gns  6epeMeHHbIX KeHWMWH (MHUuMpoBaHMe nfioga) W vy
UMMYHOOEULNTOM UN NOBbILLIEHHBIM 3PUTPONO330M (Hanpumep, Npu reMosIMTUYEeCKo
aHemum).".

Mepbl, Hea(hdeKTMBHbIE B OTHOLLEHUN BUpYyca renatuta A v napsosupyca B19:

"MpuHATbIE Mepbl cunTaTCa 3(PPEKTUBHBIMM B OTHOLLIEHUN Takmx 060N04YeYHbIX
BUPYCOB, Kak BUpPYC MMMYyHoZeduULmMTa Yenoseka, Bupyc renatuta B n Bupyc renatuta C.
[MpUHATBIE MEepbl He CcYUTalTCA [OCTaTOMHO 3MPMEKTUBHLIMU B OTHOLUEHUMM TaKux
6e30060M04e4HbIX BUPYCOB, Kak BUpYC renatuta A n napsosupyc B19. VHdpuumnposaHmne
napsoBupycomMm B19 onacHo ana 6epemeHHbIX XeHLWmMH (MHuumnpoBaHne nnoga) n nuy, ¢
NMMYyHO4E(ULNTOM UNU NOBbILLEHHBIM 3PUTPONO330M (Hanpumep, Npu reMonmnTU4eCcKom
aHemum).".

c
7

2. JlononHutenbHaa )opMynupoBKa ANA perynsipHo v (Mnu) NOBTOPHO BBOAUMbIX
NeKapCTBeHHbIX NpenapaToB, NOJly4YeHHbIX U3 KPOBU UNU NNa3Mbl KPOBU
YyenoBeKa, 3a UCKITKOYEeHNneM UMMYHOrNobynuHoB

B oTHoweHun npenapatoB (pakTOpoOB CBeEPTbIBAHUA KPOBW, npenapaTtoB
aHTUTPOMBUMHA W OpYyruxX perynspHo u (Mnu) NOBTOPHO BBOAMMBIX feKapCTBEHHbIX
npenapaToB, MNOSTIyYEHHbIX M3 KPOBU UMW Mnasmbl KPOBU YerioBeka, 3a WUCKIHYeHUEM
UMMYHOrNOOYnMHOB, neped  nocnegHUM  NpeanoXeHWem O  OOKYMEHTUPOBaHUU
HaMMEHOBaHUS W CEPUNHOIO HOMepa JleKapCTBEHHOro npenapata Heobxogumo
NPUBECTN CreayoLLyo ONOMHUTENbHYIO (POPMYITMPOBKY:

"lMauneHToB, perynspHo n (MnNu) MNOBTOPHO Mony4vawwmx {Knacc npenapaTos,
Hanpumep, npenapaTtbl daktopa VI, npenapatbl aHTUTPOMOMHA}, NONYyYEHHbIE U3 KPOBM
UNn NnasmMbl KPOBU YenoBeka, He06XxoaNMO BakLMHMpPOBATb OT renatutos A n B.".

3. AMMyHOrnoGynuHbI

CBefeHunsa no nekapcTBeHHbIM rnpenapaTtam, OTHOCALWMMCH K UMMYHOrNobynuHam,
AOJTKHbI BKNOYaTbL crnefyowme npegynpexaatrowme Hagnmcu n nHopmaumio.

"CTtaHgapTHble Mepbl npegynpexaeHus pasBuTus MHMEKUMA, OBYyCrOBMEHHbIX
NPUMEHEHNEM NEeKapCTBEHHbIX MpenapaToB, MOSIyYEeHHbIX M3 Mfa3Mbl KPOBU YerioBeka,
npegycmaTpuBaloT OTOOpP [OHOPOB, CKPUHWHI WHOMBUAYaNbHbIX AOHAUMA W MySioB
nnasmbl Ha cneumuyHble Mapkepbl MHGEKUNA U BKIKOYEHNE B Mpouecc nponsBoaCcTBa
9(PPeKTUBHBIX CTagun MHAKTMBaALUK U (MNK) aNUMUHAUMKU BUPYCOB. HecMoTps Ha 3To,
Npu BBEAEHUN NEKAPCTBEHHbLIX NpenapaTtoB, MOSYYEHHbIX U3 KPOBM UMW NnasmMbl KPOBU
yerioBeKka, Hernb3s WCK4YUTbL BO3MOXHOCTb MNepefayn Bo3byauTenen MHgeKuunn,
0COBEHHO B OTHOLLEHMM HEU3BECTHBIX N HOBbIX BUPYCOB, a TakkKe ApYrMX naTtoreHos.

MpuHATbIE Mepbl cuMTaloTCa 3PAPEKTUBHBIMA B OTHOLLEHUM Takux 0BONOYEYHbIX
BUPYCOB, Kak BUpyC uMMyHogeduuuTta yenoseka (BWY), Bupyc renatuta B un Bupyc
renatuta C.

<, @ TakKe B OTHOLIEHUN 6e3000n04eYHOro<bix> BUpyca<oB> <renatuta A> <un>
<napsosupyca B19>>.

<[1puHATbIE MEPbl HE CYNTAKTCA 4OCTATOYHO A(PPEKTUBHBIMU B OTHOLLEHUN TaKUX
6e3000M104e4HbIX BUPYCOB, Kak <BMpYyC renatuta A> <u> <napsosupyc B19>>.



HakonneH [OoOCTaTO4YHbIA KIWHUMYECKUA ONbIT OTCYTCTBUA nepedadn Bupyca
renatuta A un napsoBupyca B19 npu BBeAEHUM WMMYHOrNOOYNMHOB, KpOMeE TOro,
npegnoniaraeTcs, YTO HanMyne cneundudecknx aHTUTeNn BHOCUT 3HAYUTESNbHbIN BKNag B
obecneyeHune BMpycHon 6e30nacHOCTM.

[Mpn kaxgom BBeAeHUWU NauneHTy {HaMMeHoBaHue npenaparta} AOKYMEHTUPYeTCs
€ro HauMeHoBaHMe N CePUNHbBIN HOMEP B LeNsaxX COXpaHEeHUs! CBA3M MexXay NauneHToM U
cepven npenapara.".

4. AnbOyMuH

CBefgeHna No nekapcTBEHHbIM npenapaTtaM Ha OCHOBe anbbymMuHa [OOSMKHbI
BKMNtOYaTb criegyowme npegynpexagatowme Hagnmucn n nHgopmaumio.

"CTaHgapTHble Mepbl npeaynpexgeHns  pasBuUTUA  BUPYCHbIX  3aboneBaHui,
00yCrnoBneHHbIX MPUMEHEHNEM NeKapCTBEHHbIX NpenapaToB, NOSTYYEHHbIX U3 KPOBU UMK
nnasmbl  KPOBM  4enoBeka, npegycmaTpmBaroT  OT6Op  OOHOPOB,  CKPUHWUHT
MHOMBUAOYaNbHbIX AOHALMA U NYNOB Nrasmbl Ha cneunuyHble Mapkepbl MHGEKLMA n
BKMOYEHME  3PPEKTUBHBIX  MNPOU3BOACTBEHHbLIX CTagunM  MHaKTMBauuMuM n  (4nn)
aNUMMHaUMM BMpPYCcOB. HecMoTpsa Ha 3To, Npu BBeLEHMM NEeKapCTBEHHbIX MpenapaTtos,
NOSTYy4YEHHbIX U3 KPOBWU WUNKN NNasMbl KPOBU YerioBeKa, HemNb3sl UCKMIYUTb BO3MOXHOCTb
nepegaym so3byantenen BUPYCHbIX MHAEKUNA, OCOOEHHO B OTHOLLEHMU HEN3BECTHBIX U
HOBbIX BMPYCOB, a TaKxe ApYrnx naTtoreHos.

CoobweHna o6 wuHpuumpoBaHun Bupycamum Npu BBEAEHUM JIEKapPCTBEHHbIX
npenapaTtoB Ha OCHOBe anbbymMuHa, TMOMYyYeHHbIX CTaHAapTHbIMW MeTogaMn W
COOTBETCTBYIOLWNX hapMakonenHbiM ctatbsim ®apmakoneun Corosa, a Npu OTCYyTCTBUM B
Heun - cTaTbsM dapMakoneun rocyaapcTB-4yieHoB, He nocTynanu.

Mpn kaxxgom BBeAEeHUU NauneHTy {HaMmeHoBaHue npenapaTta} AOKYMEHTUpyeTcH
€ro HauMeHoBaHMe N CEPUNHBIA HOMEP B LeNSAX COXpaHEeHUs1 CBA3M MexXay NauneHToM U
cepuven npenaparta.”.

lll. PopmynupoBka pasagena 4.8 "HexenaTtenbHble peakuuun" obLen
XapaKkTepUCTUKU NIeKapCTBEHHOro npenapara, Nosly4eHHOro U3 KpoBu UIn nNnasmbl
KPpOBM YenoBeka

CBefeHna [JOrKHbI  BKIOYAThb  criedylowme npegynpexgawowme Haanucu wu
MHdopMaLMIO.

"CBegeHnst 0 BesonacHoOCTU, Kacawwmeca Bo3byamTenen BUPYCHbIX UHAEKLUNA,
npueeaeHbl B pasgene 4.4.".

IV. MpeaynpexaeHnsa 06 MH(EKLMOHHbIX areHTax B IMCTKaX-BKnaAblwax
neKapcTBEHHOro npenapara, Nosly4eHHOro U3 KpoOBM UM NNa3Mbl KPOBU YerioBeKa

Mpeaynpexaatollee ykazaHue, COBMECTMMOE C TEKCTOM OOLLeil XxapakTepucTukm
nekapCcTBEHHOro npenapaTa, Bkrtodaetcs B pasgen 2 "O yem Heob6xooMMo 3HaTb nepepn
<npuemMomM><npumeHeHnem> {HanMmeHoBaHue npenapara}.".



B cnegyowmnx ykasaHuax Bblbop oopMynmnpoBKM, 3aKnNOYEHHON B < >, 3aBUCUT OT
3(pPeKTUBHOCTN Mep B OTHOLLEHUM YKa3aHHOro BMpyca.

1. JlekapcTBeHHbIe npenapaTbl, NOJSIy4eHHble U3 KPOBU UK NNa3Mbl KPOBU
yesnioBeka (3a UCKIMHOYEeHMEM MMMYHOINIO0YIMHOB U anbbyMuHa)

"Ecnu nekapcTtBeHHble npenapaTbl U3rotTaBnmMBaloTCA N3 KPOBU UMK NIia3Mbl KPOBU
yerioBeka, MPUHUMAKOTCA crneuuanbHble Mepbl Ans  npefoTBpalleHns  nepepayu
BO36yauTenen MHPEKUNOHHbIX 3aboneBaHnn nauneHTam.

K HUM oTHocATCS:

TWaTernbHbIn OT6OP OHOPOB KPOBU M NiiasMbl, YTOObI HE JONYCTUTL K JOHOPCTBY
HOCUTENEN BUPYCHbIX MHEKLNN;

UCMblTaHNE KaXXAOW [OoHauMM W NynoB nfasmbl Ha Mapkepbl BUPYCOB
MMMYHONOMMYECKNMU N MONEKYNAPHO-TeHEeTUYECKUMU MeTOAaMMU;

BKINtoYeHne B 06paboTKy KpoBWU unv nnasmbel ctaguim, CNOCOBHbLIX MHAKTUBUPOBATL
UNn yoansaTb BUPYChI.

HecmoTpsa Ha 370, Npy BBEAEHUN NeKapCTBEHHbIX NpenapaToB, N3roTOBMEHHbIX U3
KPOBW UINWN nria3Mmbl KPOBU 4YerioBeKa, Hernb3s WCKITYUTb BO3MOXHOCTb Nepefaydu
BO3byauTenen mHekunn, ocobeHHO B OTHOLUIEHUUM HEU3BECTHLIX U HOBbIX BMPYCOB, a
TakKe Opyrnx NnatoreHos.

MpuHATbIE Mepbl cyMTalTCa 3PAEKTUBHBIMU B OTHOLLEHUM Takux 0BONOYEeYHbIX
BMPYCOB, Kak BUpYyC UMMYyHoLeduumnTa YyenoBeka, Bupyc renatuta B u supyc renatuta C.

<, a TaKkke B OTHOLEeHUN Be3060M104e4HOro<bIX> BUpyca<oB> <renatuta A> <u>
<napsosupyca B19".

<[lpyHATBIE Mepbl He CcuYMTalTCAd AO0CTaTOYHbIMM B OTHOLWEHUW  TaKux
6e30605104€e4HbIX BUPYCOB, Kak <BUpYC renatnta A> <> <napsosupyc B19".

<WHdurumpoBaHne napsosupycom B19 onacHo pgnsg OGepeMeHHbIX XEeHLUH
(MHMUMpoBaHMe nnoga) U Nuy C YrHETEHUEM MMMYHHOW CUCTEMbl UNIU HEKOTOPbIMU
BUOAMKN aHeEMUN (Hanpumep, Npu CepnoBUAHO-KNETOYHOM BONE3HU UM reMosIMTUYECKON
aHemMumn)>.

Mpn nonyyYeHuM BamMM Kakgow Ao03bl {HAMMeHOBaHME npenaparta} HeobxoaMmo
AOKYMEHTMPOBaTb ero HaMMeHOBaHWEe N CEPUNHBLIM HOMEP B LIeSIIX COXPaHEHUs UCTOpUKn
NCMNOJSIb30BaHHbIX cepun.”.

YkasaHune o rpynnax pucka no napsosupycy B19 Bknioyate He TpebyeTcs, ecnu
NPUHATbIE Mepbl pacLieHMBalOTCA B KadecTBe aPPEKTUBHBIX B OTHOLLEHUM B19.

[Mpumepsi.

Mepbl, 3adppekTUBHbIE B OTHOLLEHUM BUpyca renatuta A n napsosupyca B19:

"MpuHATbIE Mepbl cunTaTCa A(PPEKTUBHBIMU B OTHOLLEHUN TakuX 0BONOYEYHbIX
BUPYCOB, Kak BUpyC ummyHogeduuuta yenoseka (BWY), Bupyc renatuta B un Bupyc
renatuta C, a Takke B OTHoWeHMM Be3060no4eyHbIX BUpyca renatuta A n napsosupyca
B19.".

Mepsbl, appekTnBHbIE B OTHOLLEHUM BUpYyCca renatuta A, HO He napsosupyca B19:

"MpuHATLIE Mepbl cunTaTCs 3PEMOEKTUBHBIMM B OTHOLLEHUN TakMX 060SI0YEYHbIX
BUPYCOB, Kak BUpyC uMmMmyHogeduuuta yenoseka (BWY), Bupyc renatuta B un Bupyc
renatuta C, a Takke B OTHoweHun 6e3obonoyedHoro Bupyca renatuta A. MNMpuHaTble



Mepbl HE CYMTAOTCA AOCTATOUHBbIMU B OTHOLLUEHUN Takux 6e3060104e4YHbIX BUPYCOB, Kak
napsosupyc B19. WHduumposaHne napsoBupycom B19 onacHo ans GepemeHHbIX
XEHWMWH (MHUUMpOoBaHME nnoga) U nuy C YrHETEHMEM WMMMYHHOW CUCTEMbI WU
HEKOTOpbLIMW BUAAMW aHEMWU (Hanpumep, Npu CepnoBUAHO-KNETOYHOM 6GOME3HU MK
remMonuMTuYeckon aHemunm).".

Mepbl, HeahheKkTUBHbLIE B OTHOLLEHUN BUpYCca renatuta A n napsosupyca B19:

"MpuHATbIE Mepbl cunTaloTCA 3PDEKTUBHLIMM B OTHOLUEHUN TakMX 0O6ONOYEYHbIX
BUPYCOB, Kak BUpyC ummyHogeduuuta yenoseka (BWY), supyc renatuta B un Bupyc
renatuta C. [IpuHATbIE MeEPbl HE CYMTAKOTCA AOCTAaTOMHbIMM B OTHOLUEHUM TaKuX
6e30605104e4HbIX BUPYCOB, Kak BUpYC renatuta A n napsosupyc B19. HduumposaHue
napsosupycomMm B19 onacHo gna 6epeMeHHbIX XXeHLWH (MHMUnpoBaHme nnoga) u nuy, ¢
YrHETEHMEM MMMYHHOW CUCTEMbl WSIM HEKOTOPbIMW BuUAAMUM aHeMuin (Hanpumep, npu
CeprnoBNOHO-KIeTOYHON BONE3HN UM reMOSTIUTUYECKON aHeMum).".

2. JlononHutenbHaa )opMynupoBKa ANA perynsipHo v (Mnu) NOBTOPHO BBOAUMbIX
NeKapCTBEeHHbIX NpenapaToB, NOJy4YeHHbIX U3 KPOBU UM NNa3Mbl KPOBU
yeroBeka, 3a UCKNYEeHNEeM UMMYHOINOGYIMHOB

B oTHOweHun npenapaTtoB {aKTOpPOB CBEpPTbIBAaHMSA KPOBW, MpenapaToB
aHTUTpoMOMHA WM Jpyrnx perynspHo M (Unm) NOBTOPHO BBOAMMbBIX NEKapCTBEHHbIX
npenapaToB, MNOJSIy4EeHHbIX M3 KPOBM WM MNria3Mbl KPOBM YenoBeKka, 3a MWCKYeHUeEM
UMMYHOrNoOynnHoB, nepeg nNocnegHuM  NpeasiokeHMeM O  OOKYMEHTMPOBaHWUK
HaMMEHOBaHMUST U CEPUMHOINO HOMepa flekapCTBEHHOro npenapata Heobxoammo
NPUBECTU CreayroLLY0 OOMNOSTHUTENBHYO (POPMYITMPOBKY:

"Ecnu Bbl perynapHo (MOBTOPHO) nony4daeTte {knacc npenaparoB, Hanpumep,
npenapatbl ¢aktopa VI, npenapatbl aHTUTPOMOUHA}, NOMYyYEHHbIE M3 NNa3Mbl KPOBU
yenoBeka, Bpay MOXeT pekoMeHAoBaTb BaM NPONTU BakLMHauuo oT renatutos A un B.".

3. AMMyHOrnoobynuHbI

CBefeHunsa no nekapcTBeHHbIM npenapartam, OTHOCALWUMCHA K UMMYHOroBynvHam,
OOJSDKHbI BKNOYaTh criegyowmne npegynpexaatowme Haanmcu n tHopmMaumio.

"Ecnu nekapcTBeHHbIEe NpenapaTbl N3roTaBnmnBatoTCA U3 Niasmbl KPOBU YerioBeKa,
NPUHUMAIOTCA chneuuanbHble Mepbl ANs npefoTBpalleHns nepefayn Bo3byauTenen
NHEKLMOHHBIX 3aboneBaHnin nayneHTam.

K HUM oTHOoCcATCS:

TWaTenbHbIN OTOOP AOHOPOB KPOBM M Mna3mMbl, YTOObI HE JOMYCTUTb K JOHOPCTBY
HOCUTENEN BUPYCHbIX MH(EKLNN;

UCMbiTaHNE KakOoOW [oHauuMM W NynoB nfiasmbl Ha Mapkepbl BUPYCOB
MMMYHOSOMMYECKNMU N MONEKYNAPHO-FEHETUYECKUMU METOAAMM;

BKNtOYeHne B 06paboTKy KpoBM MM nNnasmbl cTaguim, CNOCOBHbIX MHAKTUBMPOBATL
Unu yoansaTb BUPYChI.

HecmoTpsa Ha 370, Npy BBEAEHUN NEKAPCTBEHHbIX NpenapaToB, N3roTOBMEHHbIX U3
KPOBM UNWN nNfia3Mmbl KPOBU 4YeroBeKa, Hemnb3s WCKIIYMTb BO3MOXHOCTb Nepeaaydn
BO3OyauTenen UHgEKUNn, oCO6EHHO B OTHOLLUEHMM HEU3BECTHbLIX U HOBbLIX BUPYCOB, a



TaKkKe Opyrux natoreHos.

MpuHATbIE Mepbl cymTatoTCa 3AEKTUBHBIMA B OTHOLLEHUM TakuMxX 0BONOYEYHbIX
BUPYCOB, Kak BuMpyCc umMmyHogeduumuta yenoseka (BWY), supyc renatuta B mn Bupyc
renatuta C.

<, a TakKe B OTHOLIEHNN 6e3000n04eYHOro<bix> BUpyca<oB> <renatuta A> <un>
<napsoBupyca B19>>.

<[puHATbIE MEPLI HE CYUTAKOTCA AOCTATOYHO APPEKTUBHBIMU B OTHOLLEHUMN TaKMX
6e30060M04€e4HbIX BUPYCOB, Kak <BMpYyC renatuta A> <u> <napsoBupyc B19>>.

BeegeHne uvmmyHornobynuHa He Bbi3blBano passutMe renatuta A u
WHMUMpPOBaHMe napBoBupycom B19 B cBA3M C codepXaHMem B JlekapCTBEHHOM
npenaparte 3aWMTHbIX aHTUTEN NPOTUB 3TUX UHADEKLUN.

Mpn nonyyeHun Bamn Kaxgow A03bl {HaMMeHoBaHWe npenapaTta} Heobxoaumo
AOKYMEHTMPOBAaTb €ro HauMeHoBaHMe U CEPUNHBLIN HOMEpP B LEensax COXpaHeHus crnepa
NCMNOJSIb30BaHHbIX cepun.”.

4. AnbOoyMuH

CBegeHna no nekapcTBEHHbIM MpenapaTtaMm Ha OCHOBe arnbbyMuHa [OSMKHbI
BKMNtOYaTb criegyowme npegynpexaatrowme Hagnmcn n nHgopmaumio.

"Ecnu nekapcTBeHHble NpenapaTbl N3roTaBnnBalOTCA U3 Niasmbl KPOBU YerioBekKa,
NPUHUMAKOTCA creuuanbHble Mepbl ANnd npefoTBpaweHus nepedadv Bos3byautenen
NHEKUMOHHBIX 3aboneBaHnin NnayneHTam.

K HUM oTHOocATCS:

TWaTenbHbIn 0OT6OP JOHOPOB KPOBM M MNria3Mbl, YTOObLI HE JONYCTUTb K JOHOPCTBY
HOCUTEnNen BUPYCHbIX MHMEKLMI;

UCMbITaHNE KaXXAOW [OoHauMM W NynoB nfasmbl Ha Mapkepbl BUPYCOB
UMMYHOSOrMYECKUMU N MONEKYNAPHO-FeHETUYECKUMU METOAAMM;

BKMoYeHMe B 06paboTKy KpOBM Unu nrasmbl CTagun, CNOCOBHbIX MHAKTMBUPOBAaTb
UNn yaansaTb BUPYChI.

HecmoTpsa Ha 370, Npy BBEAEHUN NEKapCTBEHHbIX NpenapaToB, N3roTOBMEHHbIX U3
KPOBM MNM NNasmMbl KPOBW YernoBeKa, Hemnb3s MCKMI0YUTb BO3MOXHOCTb nepenayu
BO3OyauTenen UHGeKUnn, oCO6EHHO B OTHOLLUEHUM HEU3BECTHbIX U HOBbIX BUPYCOB, a
TaKkKe Opyrnx NnatoreHos.

CoobweHna o6 uHpuumpoBaHnn BUpycamu nNpu BBEAEHUM JIEKapPCTBEHHbIX
npenapaTtoB Ha OCHOBe anbbymuHa, MOMNyYeHHbIX CTaHA4apTHbIMW MeTogaMn U
COOTBETCTBYIOWMNX cTaTbam Papmakonen Coro3a, a npu OTCYTCTBUM B HEW - CTaTbsM
(hapmMakoneun rocygapCTB-4eHoB, He NocTynanu.

Mpn nonyyeHUn BamMn Kaxgow A03bl {HaMMeHoBaHWe npenapaTta} HeobxoauMo
AOKYMEHTMPOBaTb €ro HauMeHOBaHUE U CEPUNHBLIN HOMEpP B LensxX COXpaHeHus cnega
NCMONb30BaHHbIX CEPUN.



