O6 yTBepxaeHUM TpeBGoBaHW K MapKUPOBKE NEKAPCTBEHHBLIX CPEACTB A1 MEANLMHCKOTO MPUMEHEHUSI U BETEPUHAPHBIX Ctpanuua 1
NEeKapCTBEHHbIX CPEACTB
Pewerue Cosema ESK om 03 Hosibpsi 2016 2. Ne 76

COBET EBPA3UMNCKON 3KOHOMUYECKON KOMUCCUMN
PELUEHUE
OT 3 HOABPA 2016 TOOA N 76

OB YTBEPXXOEHUU TPEEOBAHWN K MAPKUPOBKE NNEKAPCTBEHHbIX CPEACTB ANA MEOULIMHCKOIrO
NPUMEHEHNA U BETEPUHAPHbDBIX NEKAPCTBEHHbLIX CPE[ICTB

B cooTtBeTcTBUM co cTaTbamu 30 1 56 [loroBopa o EBpasnmnckoM akoHoMuYeckom cotose ot 29 mas 2014 roga , nyHkTom 14
npunoxexnma N 12 k [oroBopy o EBpasuiickom akoHomudeckoM cotode oT 29 masa 2014 ropga, ctatbent 8 CornawleHus o
€0MHbIX NPUHUMNax U npasunax obpalleHns NekapCcTBEHHbIX CPeACcTB B paMkax EBPasuinckoro SkOHOMMYECKOro cotsa oT 23
aekabps 2014 roga, nyHktamu 57 un 97 npunoxenua N 1 k Permamenty pa6oTbl EBpasuniickon 9KOHOMWUYECKOW KOMUCCUM ,
yTBepxaeHHoMy Pewlenvem Biicliero EBpasmmnckoro akoHommnyeckoro coseta ot 23 aekabpda 2014 roga N 98 , n Pelwexvem
Boicwero EBpasmmnckoro skoHommnyeckoro coseta o1 23 aekabpsa 2014 rona N 108 "O peanusaumn CornawieHnsa 0 eamHbIX
npuHUMNax W npasunax obpalleHvs nekapCTBEHHbIX CPeAcTB B pamkax EBpasuinckoro akoHomuveckoro corosa” CoseT
EBpasnmnckon 3KOHOMUYECKON KOMUCCUN

peLumn:

1. YTBepautb npunaraemble TpeboBaHUs K MapKMPOBKE NEKAPCTBEHHbLIX CPEACTB ANns MEAWLMHCKOro NPUMEHEHUS U
BETepUHapHbIX NIEKAPCTBEHHbIX CPeACTB (fanee - TpeboBaHMSA K MapKUPOBKeE).

2. HacTtosiwee PelleHne BcTynaeTt B cuny no uctedeHmmn 10 kaneHgapHbIX AHEW ¢ AaTbl BCTYNneHus B cuny [lpoTokona,
noanucaHHoro 2 aekabps 2015 ropa, o npucoeanHenun Pecnybnuku Apmenust k CornallieHunio 0 eAuHbIX NpuHUmMiax u
npaBunax obpallieHns NekapCTBEHHbIX CPEACTB B pamkax EBpasniickoro akoHomuyeckoro cotsa ot 23 aekabpsa 2014 roaa, HO
He paHee 4eM Mo mcrtedeHum 10 kaneHgapHbIX OAHEN € AaTbl oduuManbHOro onybnukoBaHUs HacTosiwero PelueHus, 3a
UCKIMIOYEHMEM MONOXEHUA YTBEPXKAEHHbIX HacToswmum PelweHnem TpeboBaHUI K MapKMPOBKE, KacaloMXCs MapKUpOBKM
BETepMHapHbIX NEKAPCTBEHHbIX CPEACTB.

MonoxeHus TpebGoBaHWUiA K MapKUPOBKe, KacaloLMecsl MapkUpOBKN BETEPUHAPHbIX NEKApCTBEHHBLIX CPeACTB, BCTYNaloT B
cuny c pgatbl BCTYNMeHWss B CWUMy MNpaBWUn  perynvpoBaHusi obpallleHUsl BeTepuHapHbIX eKapCTBEHHbIX CpeacTs,
yTBepxaaembix CoBeToM EBpasuiickoii 3KOHOMWYECKOW KOMWUCCUM, B COOTBETCTBUM C MyHKTOM 57 npunoxenus N 1 k
PernameHTy pa6oTbl EBpasuiickoii  9KOHOMWUYECKOW KOMWUCCUM,  YTBepxaeHHoMmy PelieHnvem Bbicliero EBpasuiickoro
3KoHOMMYeckoro coeeTa ot 23 aekabps 2014 roga N 98.

UneHbl CoBeTa EBpasuniickon
3KOHOMWYECKOWM KOMUCCUN:

Ot Pecny6nukn ApmeHus
B.Ma6puensH

Ot Pecnybnukn benapycb
B.MaTtoweBckuii

Ot Pecny6nuku KasaxcTtaH
A.MamuH

Ot Kblprbiackon Pecny6nmku
O.MaHkpaToB

Ot Poccuiickon deaepanmm
U.lyeanos
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YTBEPXOEHbDbI

5 5 PeweHnem CoBeTa
EBpa3nMnckon aAKOHOMNYECKOU KOMUCCUU
oT 3 HosOpsa 2016 rona N 76

TPEBOBAHUA K MAPKUPOBKE JIEKAPCTBEHHbBIX CPEACTB A1 MEAULUMHCKOIO NPUMEHEHUA U
BETEPUHAPHbIX NEKAPCTBEHHbLIX CPE[ICTB

I. OBLUME NMONOXEHUA

1. Hactoswue TpeboBaHus ycTaHaBnMBalOT NpaBuia MapKMpoBKU, pa3MeLLLEHHON Ha yNaKkoBKax NlekapCTBEHHbIX CPeacTB
ANst MeAMUMHCKOro NpUMEHeHWs (Qanee - rnekapcTBeHHble CpeacTBa) M BeTEpPUHapPHbLIX NEeKapCTBEHHbIX CPEeACTB (Janee -
BETEpPUHapHbIE CPeACcTBa), BbiMyckaeMblx B obpalleHe Ha obLleM pbiHKE NeKapCTBEHHbIX CPeACcTB B paMkax EBpasumickoro
3KOHOMMYECKOro coto3a (ganee - Cotos).

2. MapkvpoBKa nekapCTBEHHbIX CPEACTB (BeTepMHapHbIX CPeACTB) HAaHOCWTCA Ha YMNakoBKY Ha PYCCKOM Si3blke U Mpu
HanMuMM COOTBETCTBYIOLWMX TpeGoBaHWI B 3aKOHOAATENLCTBE rocyAapcTB - uneHoB Coto3a (aanee - rocyaapcrea-ysieHbl) Ha
rocyfapCTBeHHOM A3blke (FOCYJapCTBEHHbIX $A3blkax) rocyAapcTBa-urieHa, Ha TeppuTopuM KOTOPOro  peasnuvayoTcst
nekapcTBeHHble CpeacTBa (BeTepuHapHble cpeacTea).

[ononHuTensHoe ncnonb3oBaHne OPYrnx A3bIKOB O0MyCKaeTcAa npu ycrnosmmn NOSIHOW MAEHTUYHOCTYU VIH(bOpMaLJ,MVI.

MapKMpOBKa NeKapCTBEeHHbIX CpeacTB (BeTepVIHaprIX CpeﬂCTB) He OOJPKHa NPOTUBOPEYUTb UIMN UCKaXXaTb CBeAeHUA,
cogepxawmnecd B AOKyMeEHTax permctpaunoHHoOro gocbe, U HOCUTb peKJ'IaMHbIVI Xapaktep.

3. MapkupoBka nekapCTBEHHbIX CpPeAcTB (BEeTEepWHapHbIX CPeacTB) AoSbkHa OblTb nerkounTaemown, yaobodnmTaemown,
MOHATHOW N OOCTOBEPHOW U HEe BBOAWUTb B 3abnyxaeHwe notpebutenen (npuobpeTtaTenen) nekapCTBEHHOro npenaparta u
BETEPMHAPHOIO NIekapCTBEHHOro NpenapaTa (aanee - BEeTepUHapHbI Npenapar).

4. Ins uenen HacTosAwmx TpeboBaHUN NCNONb3YIOTCS NOHATUSA, KOTOPbIE 03HAYaloT creaytoLlee:

"BTOpuYHas (notpeburtenbckasl) ynakoBka" - ynakoBKka, B KOTOPYH MNOMELLAEeTCs JleKapCTBEHHbIM npenapar
(BETEpMHaPpHEI Npenapar) B NEPBUYHON UMW MPOMEXYTOYHOW YNakoBKe ANsi peanusauum notpebutento;

"MapknpoBka" - MHopMaLms, HaHECEHHas Ha YNakoBKY NekapCTBEHHOMO cpeacTBa (BETEPMHAPHOro CPeAcTBa);

"nepBuYHas (BHYTPEHHSS) ynakoBka" - yrnakoBKa, HEMOCPEACTBEHHO COMpPMKacalwLasica C NeKapCTBEHHbIM CpeaCTBOM
(BETEPUHAPHBLIM CPEACTBOM);

"NpoMexyTouHasl ynakoBka" - ynakoBKa, B KOTOPYWd MOXeT OblTb MNOMelleHa MNepBuYHas yrnakoBka C Lesiblo
[OMOMHUTENIbHOM  3alUThl  NeKapCTBEHHOrO Mpenaparta (BeTEepMHapHOro npenapaTta) WM WUCXoas U3 0CoBeHHOCTel
NpVYMeHeHUs NekapcTBEHHOro NpenapaTa (BeTepuHapHoro npenapara);

"ynakoBka" - MaTepuan WM YCTPOWCTBO, rapaHTUpyloLlee COXpaHeHWe KayecTBa JeKkapCTBEHHOro CpeacTBa
(BeTepuHapHOro cpefcTea) Ha MPOTSXKEHUM YCTaHOBIIEHHOTO CpOKa rOAHOCTU (XpaHeHusl), obecrnevvBalollee 3aLmTy
nekapcTBEHHOro cpeacTBa (BeTepuMHapHOro cpefcTBa) OT MOBPEXAEHU 1 NoTepb, a Takke NPedOXPaHSIoLLIEE OKPYXKatoLLyto
cpefy OT 3arpsi3HeHW;

"AyenkoBas KOHTYpHasi ynakoBka (6nuctep)" - rmbkas ynakoBka C JleKapCTBEHHbIM CPeacTBOM (BeTepUHaPHbIM
cpeacTBOM) B OT(OOPMOBAHHbIX SYelikax, U3 KOTOpbIX NEKApCTBEHHOE CPeACTBO (BeTepuMHapHoe CpeacTBO) M3BMeKaeTcs
nyTeMm BblAaBMUBaHWS.

WMHble NOHATUS MCMONb3YOTCA B 3HAYEHMUSIX, ONPeaeNneHHbIX MeXayHapoAHbIMM JOroBOpaMmn U akTaMu, COCTaBMSAOLLMMU
npaso Cotosa.
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TpeGoBaHusi kK o6pasuam U MakeTaMm YNakoBOK YCTaHOBMEHbI MpaBuiiamy PerucTpaunmM U aKCnepTu3bl NeKapcTBEeHHbIX
CPeacTB AN MeAULMHCKOro NpYMeHeHus!, yTBepxkaaembiMn EBpasuiickoii skoHoMUYeckol kommuccueint (ganee - Komvceust).

Il. OBLWME TPEBOBAHUA K MAPKUPOBKE

5. Ha nepBnyHON (BHYTpPEHHeW) ynakoBke (Oanee - nepBuUYHas ynakoBKa) fekapCTBEHHOro npenapara (BeTepuMHapHOoro
npenapaTa) (3a WCKNIOYEHMEM FeKapCTBEHHOro npenapaTta (BeTepuHapHOro npenapara), npegcrasnswoowero cobon
hacoBaHHOE NeKapCTBEHHOE pacTUTeNlbHOe Chipbe) yKkasblBaeTca crneaytowas MHopmMaums:

a) ToproBoe HanMeHoBaHWe NeKkapCTBEeHHOro npenapaTa (BeTepuHapHoro npenapara);

©) MexayHapoOHOe HenaTeHToBaHHOe HauMmeHoBaHue (ganee - MHH) (npu Hanuuun) wnu  obwenpuHsToe
(rpynnvpoBoYHOE) HaVMEHOBaHWeE;

B) NekapcTBeHHasa dopma;

r) AO3MpOBKa M (UNKN) aKTUBHOCTb M (MNK) KOHLEHTpaLmMsa (ecnu nNpMMeHNMOo) akTUBHOW hapmMaLeBTU4eckon cybcTaHumm
(akTVBHbIX hapMaLeBTU4EeCKNX cybcTaHumn);

[) KONM4YeCTBO NeKapCTBEHHOrO npenapara (BeTepmHapHOro npenapara) B ynakoBKe;

€) NyTb BBEOEHUS;

X) HaMMeHOBaHWe WnM JOroTUN AepXaTend perucTpauumoHHOro yAOCTOBEpPEHMS WM npousBoguTens  (npwu
HeobXoOUMOCTM) NeKapCTBEHHOro npenapata (HaMMeHOBaHWEe WM fOroTun npasoobnagaTtens perncTpaumoHHOro
yOOCTOBEPEHUS BETEPUHAPHOro npenapara);

3) HOMep cepuu;

W) gata uctedeHms cpoka rogHocTu ("rogeH go...").

6. Ha nepBuyHON ynakoBke B BUAE SA4EMKOBOM KOHTYPHOW ynakoBku (Gnuctepa) (ganee - s4enkoBas ynakoska), KOTOPYH
nomeLLalT BO BTOPUYHYD (NOTPeOUTEnbCKylo) YNakoBKy (Oanee - BTOpMYHAs ynakoBKka), OOMNYCKAaeTCs He YKasblBaTb

WMHbopMaumio, NpeayCcMOTPEHHYI0 nognyHkTamu "B" 1 "g" nyHkTa 5 HacTosawux TpebosaHui.

7. Ha nepBuyHon ynakoBke Hebonblunx pasmepos (obLiasa nrowaab TekcToBoro nonsd He 6onee 10 cm 2), Ha KOTOpPOM

HEBO3MOXHO pPa3MecTUTb BCH HeoOXoauMyk WHOPMaLUo, OONycKaeTcsl He ykasbiBaTb MHGOPMaLUIo, NPESYCMOTPEHHYHO
nognyHktamm "6", "B" n "x" nyHkta 5 HacToawmx TpeboBaHui.

8. Ha BTOpWYHOI# ynakoBke, a Npu ee OTCYTCTBUM - Ha NEPBUYHON YNaKOBKe NeKapCTBEHHOrO npenapara (BeTepuHapHOro
npenapara) ykasblBaeTcsi creaytoLlas MHhopMmaums:

a) TOproBoe HauMeHoBaHMWe feKapCTBEHHOrO Npenapara (BeTepuHapHoOro npenapaTta);
©) MHH (npu Hannuuun) nnm obwenprHATOe (rPYNNMPOBOYHOE) HAMMEHOBAHME;

B) HaVMEHOBaHMs JepaTens PerMcTpauMoHHOrO YOOCTOBEPEHWUS W MPOM3BOAMTENsl NeKapCTBEHHOro npenapara
(HaumeHoBaHWs NpaBoobraaaTens perncTpaunoHHOro YA0CTOBEPEHUs 1 NPON3BOAUTENS BETEPUHAPHOIO Npenaparay);

r) agpec [OepxaTens PerucTpauMOHHOrO YAOCTOBEPEHUS U MNPOM3BOAMTENs JleKapCTBEHHOro npenapata (agpec
npaBoobragaTens percTpaunoHHOro yA0CTOBEPEeHUs 1 NPON3BOAUTENS BETEPUHAPHOIO Npenapara);

[) nekapcTBeHHas opma;

€) 0O3NpOoBKa, M (UNN) aKTUBHOCTb, U (MNK) KOHUEHTpaLms (eCcrnm NPUMMEHUMO) aKTUBHOW dhapMmaL,eBTUYECKON CybCcTaHLmMm
(aKTMBHBIX hapmaLeBTUYECKNX CyOCTaHLmMI);

X) KONIMYEeCTBO NleKapCTBEHHOro npenapara (BeTepuMHapHoro npenaparta) B yNakoBKe;

3) MH(bOpMaLMsA O CoCcTaBe NlekapCTBEHHOro npenapara (BeTepuMHapHoro npenapara);
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n) HoMep cepuu;

K) 4aTa Nnpou3BoaCTBa;

n) gata ucteveHus cpoka rogHocTu ("rogeH po...");

M) YCNOBUSI XpaHEHMs1 1 NPy HEOBXOAMMOCTU YCIOBUS TPAHCNOPTUPOBKMY;

H) NyTb BBEAEHUS;

0) yCnoBusi OTMycKa;

n) NnpeoynpeanTenbHble HaanucHy;

p) perMcTpaumoHHbIn HoMep (Ans BeTepUMHApPHbIX NpenapaTos).

9. [Ina npenapaTtoB, BbiNyckaeMbIX Kak C KOHCepBaHTOM, Tak U ©6e3 KOHcepBaHTa, Mpu BbiNycke npoaykuun 6e3
KOHCepBaHTa nocrie nepeyvHsi BCNoMoraTenbHbIX BELLECTB Ha BTOPWUYHONM YMaKoBKe yKasblBaeTcs criefytollas Hdopmaums:

"He coaepXunT koHcepBaHTa".

10. MpomexyTo4yHast ynakoBka, He Mo3Bonsiollas Ges HapylleHWsl ee LEeSIoCTHOCTM MpoYecTb MHgopMmauuio Ha
NepBUYHON yNakoBKe, Kak MUHUMYM JOSHKHa NOBTOPATb MHOPMaLMIO, yKasaHHYIo Ha NepBUYHOI YNakoBKe.

11. Ha ynakoBke akT1BHbIX hapMaLEeBTUYECKMX CyOCTaHLMIN yKasbiBaeTCa cnegyowasa nHpopmauus:

a) TOProBoe HauMeHoBaHMEe aKTMBHOW hapMaLEeBTUYECKON CyOCTaHLMKM (Mpu Hanu4mm);

©) MHH nnu obwenpuHsaToe (rpynnMpoBOYHOE) HAMMEHOBaAHWE;

B) HAVMEHOBaHWE U agpec NPOU3BOAMTENS aKTMBHOW hapmaLeBTUYeckon cybcTaHumm;

r) HomMep cepuu;

[) AaTa npon3BoACTBa;

€) KONNYeCTBO aKTUBHOMN hbapMaLeBTUHECKON CybCTaHLMKN B YNaKOBKE;

X) Aata uctedeHus cpoka rogHocTtu ("rogeH go...") unu, ecnv npeaycMoTpeHo, AaTta NOBTOPHOMO UCTbITAHUS;

3) YCNOBUS XpaHEHUs;

N) Ha3Ha4yeHwue.

12. Ona koMnnekTa (NekapCTBEHHbIN MnpenapaTt (BeTepuHapHbIA Mpenapart) ¢ pacTBoputenem (pasbasutenem)) wmnm
Habopa (komnnekta M3 2 M 6Gonee nekapCTBEHHbIX MpenapaToB (BETEpPMHAPHbIX MpenapaTtoB)) Ha BTOPUYHOWM YMaKOBKe
OOMOMHUTENBHO yKa3biBaeTCs criegytollas nHopmauus:

a) CBeAeHMs 0 KOMMOHEHTax koMnnekTa (Habopa):

HanMeHOBaHUA KOMMOHEHTOB;

[031poBKa M (MNnN) aKTUBHOCTb, U (MNK) KOHLEHTpaums (ecnu NpMMEHMMO) aKTMBHOM hapMaueBTUYECKOW CybCTaHLUmnm
(aKTMBHBIX hbapmaLeBTUHECKNX CyOCTaHLmMi);

MHDOPMaLIMS O COCTaBE;
KONMYeCTBO;

HOomep cepumn (B COOTBETCTBUM C NyHKTamMmM 28 1 29 HacToawmx TpeboBaHui);
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6) cBefeHMs 0 HanNUuUKM BCNomoraTesbHbIX MEAULMHCKUX U3OENMUIA (LUNPULLbI, TAMMOHbI, YCTPOWCTBA Af1st BBEAEHMS 1 T.1.).

13. He ponyckaeTtcsi HAHOCUTbL Ha YNaKoOBKY BblOOPOYHbLIE CBEAEHMS, YKa3aHHble B pasgenax "KnMHMYeckne faHHble" n
"thapmakoguHammnyeckne CcBoWcTBa" oOOLLE XapakKTEePUCTMKM [OaHHOTO fleKapCTBEHHOro npenapata M 3KBMBANEHTHbIX
pasgenax MHCTPYKUMW N0 MEANLMHCKOMY NPUMEHEHMIO (NNCTKa-BKNaaplla) 4aHHOro JlIekapCTBEHHOro npenaparTa.

,D,OI'IyCKaeTCH HaHOCUTb Ha YynNakKoBKY TEeKCT WHCTpPpyKuun no mMegununHCKomy npuMeHeHuno (J'IMCTKa-BKJ'Ia,IJ,bILua)
NeKapCTBEHHOro npenapara U TeKCT UHCTPYKUUK MO NPUMEHEHUIO (J'IVICTKa-BKJ'IaD,bILLIa) BE€TEPMHAPHOro npenapara.

14. [onyckaeTcs pasmelleHVe Ha BTOPWYHOM YMakoBKe NeKapCTBEHHOro npenapaTta (BeTepuHapHOro npenapara)
[OMONHUTENBbHON MHGOPMALMM NPU YCIIOBUM ee COOTBETCTBUSA JOKYMEHTaM perncTpaumoHHOro 4ocke.

JonyckaeTca pasMelleHVe Ha YMNakoBKe LUTPUX-koda, rororpapuyecknx M Opyrux 3allWTHbIX 3HAKOB, CTMKEPOB,
AybnupoBaHMe TeKkcTa MapKUPOBKU C MCMOMb30OBaHMEM APYrMX s3blKOB U WpudTa Bpaiins, pasmelleHne CUMBOSMOB WUnv
MUKTOrpamMm, KOTOpblE MOMOraloT pas3bsCHUTL MHOPMauMi O NeKapCTBEHHOM Mpenapate (BeTepuHapHOM npenapare)
notpebutento (npuobpeTtarento).

15. Mpy HaNMuMM B NPOMEXYTOYHOW MMM BTOPUYHON YNaKoBKe NeKapCTBEHHOro npenapara nakeTukoB (Unu TabrneTok) ¢
BNaronorfnoTUTenemM Ha HUX JofkHa GbiTb HaHeceHa NpeaynpeanTenbHas MapkupoBKa COOTBETCTBYHOLLETO CoAepKaHusl.

16. Ha TpaHcnopTHoW Tape ynakoBku HepacdacoBaHHOM NPOAYKLMM yKa3blBAeTCS crieaytoLas MHdopMaums:
a) TOproBoe HauMeHoBaHMWe feKapCTBEHHOro Npenapara (BeTepuHapHoOro npenapaTta);

©) nekapcTBeHHast opma;

B) MHH (npu Hanuummn) nnmn obwenpuHsToe (rpynnMpoBOYHOE) HAMMEHOBaHWE;

r) 4O3NPOBKA, M (MNK) aKTUBHOCTb, U (MNK) KOHUEHTpaumsa (ecnm NpUMeEHNMO) akTMBHOW dhapmaLueBTMYecKkon cybcTaHumm
(aKTMBHBIX hapmaLeBTUHECKNX CyOCTaHLmMi);

[) HauMeHoBaHWe NPOU3BOAUTENS, aapec NPoM3BoaUTENs NekapcTBEHHOro npenapaTa (BeTepuHapHoro npenapara);

€) KONMMYecTBO fekapCTBEHHOro npenaparta (BeTepuMHapHOro npenapaTa) B ynakoBke W (MNn) KONMYECTBO YMNaKoBOK B
TpaHCNopPTHOM Tape;

) YCNOBUSI XpaHEHWUsI U NpU HEOBXOOUMOCTM YCIIOBUSI TPAHCMNOPTUPOBKMY;
3) HOMep cepuu;

1) naTta NPOM3BOACTBA;

K) AaTa ncteveHus cpoka rogHocTu ("rogeH go...").

I'IpM HeobxoaumocTn MoxeT ObiTb yKa3aH Jorotun npou3soguTena npoaykuuu, npepynpegutTenbHble Haanmcun wu
MaHUNYNATOPHbIE 3HAKW.

lll. TPEBOBAHUA K TEKCTY MAPKUPOBKU

17. ToproBoe HavMeHOBaHWe NeKkapCTBEHHOro npenapata (BeTepuHapHOro npenapaTa) ykasblBaeTcs Ha yrnaKkoBKe B
NMEHUTENbHOM Nagexe.

[na nekapcTBeHHbLIX pacTUTENbHbLIX NpenapaToB, KOTOpble MpeacTaBnsalT cobon dacoBaHHOE feKapCTBEHHOe
pacTuTenbHOe Cbipbe AOMOMHUTENBHO YKa3blBaeTCs HaMMeHOBaHWEe NeKapCTBEHHOro pacTUTENbHOro Cbipbsl UMW akTUBHOM
hapmaLeBTUYECKON CyBCTaHUMM pacTUTENbHOrO NPOUCXOXAEHUS Ha NaTUHCKOM £3blke (32 WUCKMYEHMEeM HavMeHOBaHWS
cbopoB) BO MHOXECTBEHHOM uucrie (3a UCKnioveHneM crnos "Tpasa" u "kopa") u Buaa cacoBaHHOM nNpoayKumu (Hanpumep,
"uenbHag", "namenb4eHHasn", "nopoLok” u T.n.).

18. MHH akTuBHbIX hapmaLeBTU4ECKMX cybCTaHUMI B COCTaBe NeKapCTBEHHOro npenapara (BeTepuHapHoro npenapara)
YKa3blBaeTCs Ha PYCCKOM SA3blke B UMEHUTENbHOM Nagexe M aHrfMNCKoM A3blke (B COOTBETCTBUM C aHIIMNCKOW pedakumen

[okymeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro oHaa us 6onee 25 000 000 HopMaTMBHO-NPABOBLIX Y HOPMATUBHO-TEXHUYECKUX
[OKYMEHTOB


http://docs.cntd.ru/

O6 yTBepxaeHUM TpeBGoBaHW K MapKUPOBKE NEKAPCTBEHHBLIX CPEACTB A1 MEANLMHCKOTO MPUMEHEHUSI U BETEPUHAPHBIX CTpaHuua 6
NEeKapCTBEHHbIX CPEACTB
Pewerue Cosema ESK om 03 Hosibpsi 2016 2. Ne 76

nepeyHs MHH BcemupHoi opraHnsaumm 3gpaBoOXpaHeHUs).

B cnyuyae otcytctBua MHH ykasbiBaeTca oblienpuHaToe (rpynnMpoOBOYMHOE) HAaMMEHOBaHME Ha PYCCKOM $3blke B
UMEHWTENBHOM Magexe.

Honyckaetcsa He ykasbiBaTb MHH unu obwenpuHaToe (rpynnMpoBOYHOE) HAaMMEHOBAHME NEKApPCTBEHHbLIX NpenapaToB
(BETEpPUHApPHBIX NPenapaToB) B Cy4Yae ero NofHOro coBnageHus ¢ ToproBbiM HAMMEHOBaHNEM.

B oTHOWeHUN reTeposiormyHbIX CbiIBOPOTOK YKa3biBaeTCA BUO XNUBOTHOIO, U3 KPOBU U M1a3Mbl KOTOPOIro OHWU NOJTy4YEeHbl.

[ns nekapcTBEHHbIX NMpenapaToB (BeTepuHapHbIX NpenapaTtoB) BMOMOrMYeckoro npoucxoxaeHus npy otcytcteum MHH
UK 0BLWENPUHATOrO (FPYNMUPOBOYHOI0) HAaMEHOBAHUS YKa3bIBAETCSH UCTOYHMK MONyYeHUs npenapaTa.

Onsa paguodapMaueBTUYEeCKUX NEKAPCTBEHHbIX CPEeACTB (BETEPUHAPHBLIX CPEACTB) YKa3blBAKOTCA CUMBOS XUMUYECKOTO
3MeMeHTa ¢ MHAEKCOM paaMoHyKIMaa U MeXayHapoaHbIi CUMBOI paAuMoaKTUBHOCTY.

19. HavnmeHoBaHusi fepxaTensi perncrtpauMoHHOro YOOCTOBEPEHUSI M MPOU3BOAMTENS JlekapCTBEHHOrO npenapara
(HanmeHoBaHUst npaBoobnagatens pPerncTpaLMoHHOrO YOOCTOBEPEHWS W MPOU3BOAUTENS BETEPMHAPHOro npenapaTta)
ykasblBalOTCA B WMEHWTENbHOM nagexe. B cnyyae ecnu B NpOU3BOACTBE Y4YacTBYHOT HECKONbKO MNpou3BoauTeEnen,
ob6si3aTenbHO  ykasbiBaeTCs HaWMEHOBaHWE MPOW3BOAUTENS, OCYLUECTBIISIOLLErO BbIMyCKaOLWMUA  KOHTPOSb  KadecTBa
NeKapCTBEHHOro cpeacTBa (BeTepMHApPHOro cpeacTea).

B cnyyae coBnageHns HAMMEHOBAHWI OepXKaTenst permMcTpaumoHHOro YA0CTOBEPEHMUS! U NPOU3BOAMTENS NIeKapCTBEHHOMO
npenapaTta (HavMMeHOBaHWIA MpaBoobnagaTenst PerncTpPaLMoHHOro YOOCTOBEPEHUS W NPOU3BOAMTENS BETEPUHAPHOro
npenapaTa) yka3blBaeTcsi TONIbKO HaMMEHOBaHWE AepXXaTens perncTpaurMoHHOro YA0CTOBEPEHUS NIeKapCTBEHHOrO nNpenapara
(npaBoobnagatens perncTpaumoHHOro Ya4oCTOBEPEHMS BETEPUHAPHOIO nNpenapaTa).

Mpy HEoGXOAMMOCTM YyKasbiBaeTCs HaMMeHOBaHWE OpraHv3auuu, OCYLLECTBRSOWEN (acoBKy W (MNM) YyNakoBKy, C

npeaLecTByOLWMM CroBoM "pacdacoBaHo” 1 (unu) "ynakoBaHo", "ynakoBLUMK".

20. Appeca yka3biBalOTCA COKpalLleHHO (CTpaHa unu cTpaHa U ropof) WnvM NOMHOCTLIO, AOMOMHMTENBHO AOnyckaeTcs
yKasaHne HomepoB TeniedoHa, dhakca, agpeca 3NeKTPOHHOM MoYThI.

B cnyyae ecnu gepxarteneM perMcTpauMOHHOTrO YAOCTOBEPEHMsl fleKapCTBEeHHOro npenapata (npasoobGnagaTtenem
PErMcTpaLMOHHOrO YAOCTOBEPEHUsl BETEPUHAPHOro npenapaTa) SABMseTcs NpoM3BOAMTENb NeKapCTBEHHOro npenapara
(BeTepuHapHoro npenapaTa), ykasblBaeTCsl TOMbKO adpec AepxaTens pPerucTpauvoHHOro yAOCTOBEPEeHUs! NeKapCTBEHHOro
npenapara (npaBooGnagaTens permcTpaUMoHHOro YO0CTOBEPEHUS! BETEPUHAPHOIO Npenapara).

21. [osunpoBka, n (MNKn) akTMBHOCTb, U (MNM) KOHLUEHTpauMs akTMBHOW dapMaueBTUYEeCKON cybCcTaHUMM (aKTUBHbIX
(hapmaLeBTUYECKMX CyOCTaHLMIN) yKa3biBalOTCs C 06a3aTeNbHbIM YKazaHMEM eQUHULL U3MEPEHMUSI.

22. KonnyecTBO NekapCTBEHHOIo cpeacTBa (BETepMHaApHOro cpeacTBa) B yNakoBKe yKkasblBaeTcsl NO Macce, oGbemy Unm
KONMYECTBY eAMHUL, LO3MPOBaHMS B 3aBUCUMOCTM OT JIeKapCTBEHHON (DOPMbI M TUMNa YNaKOBKM.

[ns  nekapCTBEHHbIX pacTUTENbHbIX MNpenapaToB, KOTOpble MNpeacTaBnsaloT coboli (hacoBaHHOE FeKapCTBEHHOE
pacTuTenbHoe Cbipbe, Macca JfieKapCTBEHHOINO PacTUTESIbHOMO Cbipbsi U (UMW) akTMBHOW chapMaleBTU4eckoi cybcTaHumm
pacTUTENbHOIO NPOUCXOXAEHNS YKa3biBAETCS NMPU UX OrnpeaesieHHOW BMa)XXHOCTY.

[o3npoBka (akTMBHOCTb) BMOMOrMYECKOro fiekapCTBEHHOIO NpenapaTa BblpaXaeTcs B COOTBETCTBMM C TpeboBaHMAMU K
WHCTPYKUMM MO MEOULMHCKOMY MPUMEHEHUIO NeKapCTBEHHbIX MpenapaToB M OOLLEN XapakTEPUCTUKE FeKapCTBEHHbIX

npenapaToB A MEAMLMHCKOrO NPUMEHEHWs, yTBepKaaembiMm Komuccumen.

Ona paguodapmaleBTUHECKUX JEeKapCTBEHHbIX MpenapatoB (BeTepuHapHbIX MpenapaToB) ykasblBaeTCcsl KONMYECTBO
eaVHWL, pagnMoakTUBHOCTM B [103€ UMK NEPBUYHON yNaKkoBKe.

23. B cocTtaBe nekapCTBeHHbIX npenapaToB (BETEPUHAPHLIX MpenapaTtoB) YKa3blBalOTCA akTUBHblE dhapMaleBTUYECKUE
cybcTaHumMm (KOMMOHEHTbI) U UX KONMYECTBO.

24. B obs13aTenbHOM nopsiake BCromMoraTterbHble BeLecTBa (KOMMNOHEHTbI) YKasblBalOTCS B CNEAYIOLLUX CryYasX:
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a) ANs NekapcTBEHHbIX NpenapaToB (BeTepUHapHbIX NpenapaTos) ANs npueMa BHYTPb Ha BTOPUYHON yrakoBKe, eCrivi OHU
BKMIOYEHbl B MepeyeHb BCroMoraTesibHbIX BeLecTB, yKasbiBaeMblX Ha BTOPUYHOW YNaKOBKE JIeKapCTBEHHbLIX MpenapaTtoB
(BeTepuHapHbIX NpenapaTtoB) Ans NpMeMa BHYTPb, COrMacHO NPUIOXEHUIO K HacToALWMM TpeGoBaHusM ;

6) AN nekapcCTBEHHbIX NpenapaToB (BeTepuHapHbIX NpenapaTtoB) AN UHLEKUMA, HAa BTOPWUYHOIW YMaKoBKe B MOSTHOM
cocTaBe 6e3 ykasaHusi X KONMYecTBa;

B) ONA NEeKapCTBEHHbIX MpenapaTtoB (BeTepuHapHbIX MpenapaTtoB) ANS WHransuui Ha BTOPWYHOWM YNakoBKE B MOSTHOM
cocTaBe 6e3 ykasaHusi X KONMYecTBa;

r) Ans nekapcTBEHHbIX MpenapaTtoB (BeTepuHapHbIX npenapaToB) AN MECTHOro M (Unu) HapyKHOro MpPUMEHeHUs! Ha
BTOPMYHOW yrakoBke B NOSIHOM cocTaBe Ge3 ykasaHusi X KONM4ecTBa;

A) ANA NeKapCTBEHHbIX MpenapaTtoB (BeTepuHapHbIX MpenapaTtoB), NPUMEHSIEMbIX B OTanbMONOrM Ha BTOPUYHOM
yrnakoBKke B NOSIHOM cocTaBe 6e3 yka3aHUs UX KONn4ecTBa;

€) ANs UH(Y3NOHHBLIX PACTBOPOB Ha BTOPUYHOM 1 NEepBUYHOI YNakoBKax B NOSTHOM COCTaBe.

[lepxaTenb perucTpauMoHHOrO YAOCTOBEPEeHUsl NeKapCTBEHHOro npenaparta (npaBoobnagaTenb pPervcTpauyMoHHOro
YOOCTOBEPEHNA BETEPUHAPHOIo npenapara) BrpaBe ykasaTb MOMHbIA COCTaB BCMOMOraTesibHbIX BelecTB (KOMMNOHEHTOB) Ha
ynakoBKax.

Onsa WHMY3NOHHLIX PacTBOPOB Ha MEPBUYHON W BTOPUYHOW YMaKOBKax YKa3blBAaeTCs TEOPETUYECKOE 3HaveHue
OCMONAPHOCTM (OCMONSASNBLHOCTN).

[N UMMYHOMOMMYECKNX NEKaPCTBEHHBIX NpenapaToB (BeTepuHapHbIX NpenapaToB) Ha BTOPUYHOI YNakoBKe yKasbiBaeTcs
KONMYeCTBEHHOEe cofep)KaHne KOHCEPBAHTOB, COPOGEHTOB U adblOBAHTOB.

25. CocTaB romeonaTMyeckMx JeKapCTBEHHbIX MNpenapaTtoB (BETEpuWHapHbIX NpenapaToB) YKasblBaeTCcs COrfacHo
TEPMUHOMOMMW, MPUHATOW B rOMeonaTuu: HasBaHWs roMeonaTuyeckux apmaLeBTUYecKUX CyBCTaHumMii NpUBOASATCA Ha
NaTUHCKOM Si3blKe C YKasaHWeM LUKasnbl U CTENeHW WX pasBeaeHusl, HasBaHUA BCromoraTesibHbIX BeLecTB NPUMBOASATCA Ha
PYCCKOM $3bIKe COrniacHo AOKYMEHTaMm perncTpaunoHHOro Joche.

26. [Ina nekapCTBEHHbIX PacTUTENbHLIX MpenapaToB (BeTepUHAapHLIX MNpernapaToB), KOTOpble MpeacTaBnsioT coboii
dhacoBaHHOEe NekapCTBeHHOe pacTUTeNlbHOe Cbipbe, COCTaB yKa3blBaeTCs TOMNbKO ANs CGOpoB.

27. Ccblinkv Ha cTaHdapTbl KOHTPONA KayecTBa ANs akTUBHbLIX hapMaLeBTUYeckMx cyGeTaHumi 1 (Mnu) BcnomMoraTenbHbIX
BELLECTB He yKasblBaloTCs.

28. D,OI'IyCKaeTCFI He yKa3blBaTb AaTy Npoun3BoacTBa, €C/i OHa BKIKO4YeHa B HOMeEP cepui.

29. [Ina komnnekTa (NekapCTBEHHbIM MpenapaTt (BeTepuHapHbIA npenapaT) ¢ pacTBopuTtenem (pasbaBuTtenem)) vnm
Habopa (komnnekTa n3 2 n 6onee nNekapCcTBEHHbLIX NpenapaToB (BETEPMHAPHBLIX NpenapaToB)) AOMONHUTENBHO Ha BTOPUYHYHO
yNakoBKY HaAHOCHATCS HOMepa CepuiA BCEX JNIEKAPCTBEHHbIX NPenapaTtoB (BeTEpMHApPHBLIX MpenapaToB), BXOASLUMX B KOMMIEKT
(Habop), nnn Homep cepumn Komnnekta (Hadopa).

30. Mpu HaHeceHMM [aTbl UCTEYEHUS] Cpoka FOAHOCTM NEeKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapara) Ha
ynakoBke ykasblBaloTCs Mecsly W rod (MpuM 3TOM MNpU ykasaHUM Mecslla nod [aTol UCTeYeHUst cpoka ToAHOCTU
noApasyMeBaeTcs NocneaHee YMCo yKa3aHHOro Mecsua).

Mpn HeoBX0AMMOCTU YKa3biBalOTCA CPOK U YCIOBUSI XpaHeH sl NiekapCTBEeHHOro npenapara (BeTepuHapHoro npenapara)
nocre NepBoro BCKPbLITUSI MEPBUYHON YNAKOBKM WKW CPOK W YCMOBMS XpaHEHUs Mocrne MNpUroToBReHUs unv pastasneHus
pactBopa (CycrneHauu) B COOTBETCTBUW C WHCTPYKUMEN MO MPUMEHEHUI0 eKkapcTBeHHOro npenaparta (BeTepuMHapHOro
npenapara) ¥ AaHHbIMW NO U3YYEHWUI0 CTABUITBHOCTM C YYETOM MONOXKEHWUI, YCTAHOBMNEHHbIX TPeBOBaHUAMMN K MHCTPYKLMM MO
MeOWLUMHCKOMY MpPUMEHEHMIO NeKapCTBEHHbIX MpenapaTtoB W OGLUEeN XapakTepucTUKe NeKapCTBEHHbIX npenapaToB Ans
MeOMLMHCKOTO NPUMEHEHUs!.

[na komnnekTa (nNekapCTBEHHLIN NpenapaTt (BeTepuMHapHbIA npenapat) ¢ pactBopuTteneM (pasbasuTtenem)) unm Habopa
(komnnekTa u3 2 1 Gonee nekapCcTBEHHbLIX NpenapaTtoB (BETEPMHAPHBLIX MPenapaToB)) HA BTOPUYHYIO YMAKOBKY HaHOCHATCS
AaTbl MPOM3BOACTBA KaXJoro KOMMOHeHTa nNnbo eguHas garta BbiMycka OAHHOrO KoMmnnekta (Habopa), a Takke aaTbl
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NCTEYEHMST CpoKa rOAHOCTU KaXJoro KOMMOHEHTa nMbo ykasbiBaeTCcs eAuHasi gaTta UCTEeYEeHMs cpoka roAHOCTM KOMMMeKTa
(Habopa).

B cnyyae ecnu ykasaHbl faTbl UCTEYEHUSI CPOKA FOAHOCTU KaXKOOro KOMMOHEHTa B OTAENbHOCTU, TO AaTa UCTEYEHUs
Cpoka rogHocTn KoMmnnekra (Habopa) onpegensietca no Haubornee paHHeW faTe UCTEYEHWUsI Cpoka FOAHOCTM KOMMOHEHTOB,
BXOASALLMX B KOMMNNEKT (Habop).

31. [na nekapcCTBEHHbIX pacTUTENbHbLIX NpenapaToB (BeTepuHapHbIX MpenapaTtoB), KOTOpble NpPeacTaBnsiT cobol
dhacoBaHHOE NnekapCTBEHHOE pacTUTeNbHOe Chipbe, NPUBOAUTCA MEeTOAMKA NPUrOTOBMEHNSA BOOHLIX U3BIIEYEHUI C YKazaHUeM
YCINOBMIA XpaHEHWS U CPOKa FOAHOCTM BOAHOMO M3BEYeHus.

32. Cnocob npumeHeHus (NyTb BBeAEHUSA, cnocob BBEAEHUS) YKa3blBaeTCA B COOTBETCTBUM C OOLLEN XapaKTepUCTUKOWN
[AaHHOro fneKapcTBEHHOro npenapaTta U MHCTPYKUMEW MO NMPUMEHEHUIO AaHHOTO BeTepuHapHoro npenapata. [yTb BBegeHus
(cnoco6 BBeAEHWs) He ykasbiBaeTCs, €CNY OH BKIOYEH B Ha3BaHME neKkapcTBeHHoW chopmbl. [JonyckaeTcs He ykasbliBaTb
cnocob npuMeHeHuUst ons TabneTok 1 Kancyrn, NpegHasHavyeHHbIX 4 npyuema BHYTPb.

[JonyckaeTca HaHOCWUTb Haanuch cregytowero cogepxxaHusi: "Cnocob NpUMEHEHUS: CM. MHCTPYKLUUIO MO MeAULMHCKOMY
NPUMEHEHMNIO (NUCTOK-BKNagbIW)" Ans nekapCTBEHHOro npenapata wunm "Cnoco® nNpUMEHEHWs:: CM. MWHCTPYKUMIO MO
NPUMEHEHMIO (NMNCTOK-BKNaAbILW)" ANs BETepUHApHOro npenapara.

33. Ha nepBun4yHOM ynakoBke HebonblMX pa3MepoB (obLiast nnowaab TEKCTOBOro nons He 6onee 10 cm 2), Ha KOTOpoOW

HEBO3MOXHO pa3MecTUTb BCHO Heobxoaumyto uHdopMaumMio, [OoMycKkaeTcs WUCMONb3oBaTh criedytolme Oo6LLEenpUHsSToIe
COKpaLleHUsi MyTU BBEAEHUSI UHBEKLMOHHbIX NIeKapCTBEHHbIX NpenapaToB (BeTepMHapHLIX NpenapaTtoB): "B/B" (BHYTPUBEHHOE
BBeAeHue), "B/M" (BHyTpUMbILLEeYHOE BBeAeHNE), "n/K" (MOAKOXHOE BBEAEHNME).

34. MNpu HanMyuMM OOCTATOYHOrO TEKCTOBOrO MOMS Ha ynakoBke NpennoyTUTESNIbHO HaHeceHue MOSHOWM MHopmaumm o
cnocobe MpuMMEHeHUs NeKapCTBEHHOro npenaparta B COOTBETCTBMM C OOLLEN XapaKTepUCTMKOW AaHHOrO NEeKapCTBEHHOrO
npenapaTta, a BeTepMHapHOro npenapara -B COOTBETCTBMM C UHCTPYKUMEN NO €ro NPUMEHEHNIO.

35. Ocob6eHHOCTM MapKUPOBKN JEKAPCTBEHHbIX MNpenapaToB (BEeTEPUHAPHBLIX MpenapaToB), OTHOCALUMXCA K
HapKOTMYEeCKUM CpeacTBaM, MCUXOTPOMHbLIM BellecTBaM WM WX MpeKkypcopam, YCTaHaBNMUBAKOTCA B COOTBETCTBUM C
3aKOHOAATENbCTBOM rOCYAapCTB-4NEHOB.

36. YcnoBus oTnycka NeKapCTBEHHOro npenaparta yKkasbiBalOTCA B COOTBETCTBMM C OA0OPEHHOW Mpu perucrpaumm
KaTeropuer oTnycka, NPUCBOEHHON C y4eTOM NpaBun ONpeaerneHns KaTeropuin nekapCTBEHHbIX NpenapaToB, OTnyckaemblx 6e3
peuenta n Mo peuenTy, yTBepxaaemblx Komuccuern, a ycrnoBus OTMycka BeTEPMHApHOro npenapaTta - B COOTBETCTBUM C
WHCTPYKUMEN NO ero NPUMEHEHNIO.

[nsa nekapcTBeHHbIX MpenapaToB (BeTepMHApHbIX NpenapaToB), peanu3yemblX TOMNMbKO Afis CTauuMOHapOoB, Ha YMaKoOBKe
yKasblBaeTcs crnegywowas uHgpopmaums: "[Ons ctauuoHapoB”, npu 3TOM YykasaHue "no peuenty" ("6e3 peuenta") He
NpMBOAMUTCS.

37. Ha BTOpMYHyl0 ynakoBky 0653aTenbHO HAHOCATCA crneayoLwmne npeaynpeauTenbHblie HAaaNMCcu U CUMBOIbI:

a) "XpaHuTb B HEOOCTYNHOM Anist oeTen mecTe”;

0) "CtepunbHO" (AN CTEPUIbHbLIX NEKAaPCTBEHHbLIX CPEACTB (BETEPUHAPHLIX CPEACTB));

B) "AHTUTENa k BUY-1, BUY-2, Bupycy renatnta C n NnoBepXHOCTHLIN aHTUrEH BUpyca renatuta B He oBHapyxeHbl" (ans
neKapcTBEHHbIX CPEACTB, NMOMYyYEHHbIX U3 KPOBW, Nia3mbl KpOBU, OPraHOB M TKAHEW YeroBeka);

r) "Momeonatuyeckmin” (ans romeonaTUYECKUX NeKapCTBEHHbIX NpenapaToB (BETEPUHAPHbLIX NpenapaToB));
[) 3HaK paamaLMOHHOM onacHoCTK (ansa pagnodapMaueBTUYECKUX NTIEKAPCTBEHHbIX CPeACTB (BETEPMHAPHLIX CPeACTB));

e) "lMpoaykums npolna pagvauMoHHbIA KOHTPOnb" (Ons NekapCTBEHHbIX NpenapaToB (BeTEpMHAapHbIX npenapaTos),
npegcraBnstowmx cobol pacoBaHHOE NEKAPCTBEHHOE PACTUTENBHOE CbIPbE);

X) "[Nsi BETEPMHAPHOro NpUMeHeHNs" (Ans BeTEpMHapPHbIX CPeacTBs).
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I'IpM HeobxoouMoCTK Ha YNaKoBKY HaHOCATCA Apyrne Hagnnucum U CUMBOIbI npeaynpeuTenbHOro xapakrepa, eciii OHu
npeaycMoTpeHbl B HOpMaTUBHOM OOKYMEHTE MO Ka4eCTBY Ha npenapar.

38. B MapkupoBKe romMeonaTuyeckoro fiekapCTBEHHOro Mnpenaparta, 3aperMcTpMpoBaHHOMO Mo YNpOLLEHHOW npoleaype
permctpaumn (B COOTBETCTBMM C MpaBUiaMu pernctpauuv M aKCnepTM3bl NeKapCTBEHHbIX NpenapaToB Ans MeaULMHCKOro
NPVYMEHeHUs1), AOIKHbI BbITb YKkasaHbl UCKIYUTENBHO CriedyloLme (M HKakue Apyrue) cBedeHUs:

a) HayyHoe HauMeHOBaHWEe roMeonaTUYecKON HacCTOWKM (roMeonaTUYecKMX HACTOeK) C ykasaHMeM cTeneHu ee (KX)
pasBefeHuss (C WCMonb3oBaHWEM CUMBOSIOB dpapmakonen, KoTopasl ykasaHa [Ans AaHHOW npouedypbl pervcrpaumu
romMeonaTnyeckmx NEeKapCTBEHHbIX MpenapaToB B COOTBETCTBUM C MpaBuiiamMu pericTpauum um aKCnepTusbl NeKapCTBEHHbIX
npenapaTtoB AN MeaWUMHCKOTO MpuMeHeHus). Ecnn romeonatuyeckuii NieKapcTBeHHbI npenapaTt cocTout us 2 u Gonee
romeonaTnyeckmx HacToekK, AOoMNyCckaeTcs AOMNONMHATbL Hay4yHOe HavMeHOBaHWe HAaCcTOeK TOProBbIM HaUMEHOBaHUEM;

6) HaMMeHOBaHWA 1 agpec AepXXaTensi PermcTpauMoHHOro yA0CTOBEPEHNS 1 NPU HEOBXOAUMOCTU NPOM3BOANTENS;
B) cnoco® BBeAEHWS 1 Npu HeoBXoaUMOCTU NyTb BBEAEHWS;

r) Aata UcTeveHms cpoka rogHocTu (Mecsu, 1 roa);

) nekapctBeHHas opma;

e) cbopma BbInycka;

X) creupanbHble YCNOBUSA XpaHEHUs (NPW Hanu4uum);

3) cneumanbHoe npeaynpexaeHne (npu Heob6xoguMocTK);

1) HOMep cepvmn NPOM3BOANTENS;

K) perMcTpaLunoHHbI HOMep (NS BETEPUHAPHLIX NpenapaToB);

n) 3anuce: "'omeonaTU4eckmin NekapCTBEHHbIV Npenapat 6e3 0406peHHOro nokasaHusi K NPUMEHEHUI",;
M) NpegynpexaeHne o HeobxoamMmMocTh obpalleHust K Bpady Npy COXpaHeHU CMMNTOMOB 3aboneBaHusi.

IV. TPEBOBAHUA K CNTOCOBAM HAHECEHUA MAPKUPOBKMU

39. B MapknpoBKe nekapcTBEHHbLIX CPeACTB (BETepUHaApHbLIX CPeACTB) LUBET HaamnMcen, 3HakoB, CUMBOSIOB JOSKEH ObITb
KOHTPACTHbIM MO OTHOLWEHMIO K (POHY, Ha KOTOpPbIN HaHeceHa MapkupoBka. Cnocob HaHeceHWs MapKUPOBKM [AOSHKEH
obecneunBaTb €e COXPaHHOCTb B TEYEHUE BCEro Cpoka rogHOCTU NeKapCTBEHHOro cpeacTBa (BeTepnHapHOro cpeacTsea) npm
cobntogeHnn yCTaHOBIEHHbLIX YCMOBUA XpaHeHus. [lonyckaeTcss HaHeceHue Homepa cepuu, AaTbl NMPOU3BOACTBA, CpoKa
rogHOCTN MEeTOAOM TUCHEHUS (CUMBOSbI UMEIOT LiBET (POHa).

TpeboBaHMsa K COCTaBNEHUIO N BEPCTKE UHCTPYKUUM MO MEOULUHCKOMY NMPUMEHEHMI0, YCTaHOBMEHHbIE TpeboBaHNAMN K
WHCTPYKLUMN MO MELMLMHCKOMY MPUMEHEHWI0 FfEeKapCTBEHHbLIX MNpenapaToB M OOLEen XapakTepUCTUKE FeKapCTBEHHbIX
npenapaToB Afs MeOULMHCKOrO NPUMEHEHUs, NMPUMEHUMbI U K MapKUpOBKE NeKapCTBEHHbIX npenapaToB. PekomeHayeTcs,
4TObbI pa3mMep BCEX CMMBOJSIOB B MapKUPOBKE NeKapCTBEHHbIX NpenapaToB (BeTepMHapHbIX NpenapaToB) COCTaBMAN HE MeHee
7 NYHKTOB (UNM Kernb WpudTa, NPU KOTOPOM BbICOTa CTPOYHON "X" cocTaBnsieT He MeHee 1,4 MM), a paccTodaHue MexXay
cTpokamu He MeHee 3 MM. TeKkCT Ha HebonbLIMX ynakoBKax AOMKEH MMEeTb MakCMMarnbHO KPYMHbIN Kerfb WwpudTa B Lensax
CHWKEHUSA BEPOATHOCTM OLUMBOK NPUMEHEHMS.

40. CnepyeT Havnyywum o6pasom MCronb3oBaTb [AOCTYNHYH MOBEPXHOCTb MNEPBUYHON M BTOPUYHOW YMakoOBOK
neKkapCcTBEHHLIX NpenapaToB (BETEpUHAPHbLIX NpenapaTtos). BaxHble cBeeHUs Ans npaBunbHOro 1 6e3onacHoro NpMMeHeHus
nekapCcTBEHHOro rnpenapara (BeTepuHapHOro npenapara) AOSKHbl YKkasbiBaTbCs MakCMManbHO KPYMHbIM KErneMm LwpudTa Ha
Hanboree onTUMarbHbIX NOBEPXHOCTSIX YNAKOBOK.

HaunmeHoBaHue npenapara, O03UMPOBKY W, ecnn npuMeHumo, obuiee cogepxaHune aKTMBHOWN (*)apmaueBTquCKon
Cy6CTaHLlI/II/I, a TakKxke NyTb BBeAEHUA Heob6xoaumo pa3meuwlatb B OAHOM MnoJe 3peHnd, UCMNoJib3ya MakCcMMalibHO prl'leIVI
Kernb LIJpI/I(*)Ta. Ecnn Ha Hebonbluon ynakoBke HEBO3MOXHO OTpa3uTb BCE KpUTU4YEeCKMe cBedeHuda B OAHOM MnoJie 3peHus,
[onyckaeTcd nx pasmMelleHne B pa3HblX Nondax. Onsa COXpaHeHuA y,D,O60‘-IVITaeMOCTI/I npeacrasndaemMbIiX cBedeHun HeobxoamMmo
McnoJsib3oBaTb pauunoHaribHOe No OTHOLWEHUIO K pa3Mepy MUCnoJib3yemMoro LIJleId)Ta paccTtoaHne mexny CTpokamMu n npo6enb|
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Mexay crnosamu.

41. Mpn HanuMumMnm MecTa Ha NEepPBUYHOM M BTOPUYHOM YMNaKOBKaxX [AOMYyCKAeTCsl ykasbiBaTb JOFOTUMbI M MUKTOrPaMMbl
hapmaLeBTUYECKON KOMMaHUM (PUPMbI-NPON3BOANTENS) MPU  YCNOBUK, 4YTO OHWM He HapywawT yaobountaeMocTb
obs3aTenbHbIX CBEAEHUN.

42. [Ina obecneyeHnss NpaBuUnbHOM naeHTUdMKaLMM 1 Boibopa fiekapCTBEHHOIO npenapara (BeTepMHapHOro npenapaTta)
notpedutenammu (npuobpetatensMmum), a TaKke Npu OrpaHNYEHHOCTU MECTa Ha ynakoBKe npu paspaboTke gusanHa ynakoBKU
BO3MOXHO UCMONb30BaHNE MHHOBALMOHHbLIX METOLOB.

43. Heobxogumo u3beratb MCMONMb30BaHUA co3fatollern OnukM rmaHUEeBOW, LBeTa MeTanuk WM WHOW YNaKoBKM,
CHWxawwen ypnoboumtaemoctb MHGoOpmauun. He pekoMmeHOyeTcs MWCMONb30OBaHME pasfnuuyHbiXx LUBETOB WpudTa B
HaMMEHOBaAHUN JIEKAPCTBEHHOrO npenapata (BEeTepUHApPHOro npenapata) WM B OTAENbHbIX OykBax (cMMBOMax)
HavMeHOBaHWs, MOCKOSbKY 3TO HEraTUBHO BRMSIET HA NPaBUNbHOCTbL Pacno3HaBaHWs NekapCTBEHHOrO npenapara.

Bo nsbexaHue prcka HenpaBUNbHOTO NPUMEHEHNSs TeKapCTBEHHOro npenapaTa (BeTepuHapHOro npenaparta) BCreacTene
CXOACTBA €ro ynakoBK/ C ynakoBKamu Opyrnx nekapcTBEeHHbIX NpenapaToB (BeTepuHapHbIX NpenapaTtoB) creayeT NpUMeHsTb
0cobyl0 LBETOBY MAEHTUMMKALMIO YMNAaKOBKM W WHble CMOCOObI, MOBbIWAKOWME BU3yanbHOE pasnUyeHne YnakoBOK.
KonunyecTtBo UBETOB, NCMONb3yeMbIX B Au3aliHe YyNakoBKW, OOIMKHO ObiTb pauuoHanbHO 060CHOBaHO, YTOObLI MakcumanbHO
NCKNIOYNTb BEPOATHOCTb NepenyThiBaHWA NoTpedutenamu (NnpuobpeTtatensammn) nekapcTBEHHOrO npenapata (BeTepMHapHOro
npenapata). na obecneyeHns NpaBunbHON MAeHTUMKALMN U MPUMEHEHUS NeKapCTBEHHOro npenapaTta (BeTepuHapHOro
npenapata) notpebutensmu (npuobpeTtaTensammn) NpyM MapKUPOBKE MNEPBUYHON YMAKOBKM crnedyeT UCNonb3oBaTb TOT Xe
LBETOBOW AN3alH, YTO N NP MapKMPOBKE BTOPUYHOWN YNaKOBKU.

44. MapkupoBka AormkHa OblTb eQNHON AN NekapCTBEHHbIX NpenapaToB (BeTepuHapHbIX NpenapaToB), BbiMyCcKaeMbIX B
obpalleHre Ha TeppuTopusaX rocyaapcTB-4neHoB. Mpu HanmumMm pasnuyaroLlencs nHgopmauum (ycrnosus oTnycka 1 T.M.) ee
YKa3blBalOT C UCMONb30BaHNEM [OMOMHUTENbHON STUKETKN (CTUKepa) B cneumanbHO OTBEAEHHOM MNosfie BTOPUYHOW YNaKOBKM.
Ecnu Ha BTOpu4HOW ynakoBke NpeAyCcMOTPEHO npefHasHavyeHHoe Ans cnelunansHon nHdopmalmmn rocyaapcrea-yuneHa none,
B HEro JonyckaeTcs HaHeceHue Takon nHopMaLMmn (Hanpumep, pasHbli CTaTyC OTNycka U3 anTe4yHOW CeTu Unu cnewumansHas
MHpopmaumsa: "ynakoBka Ons ctauMoHapoB", "Mo rocygapcTBeHHbIM nporpammamMm” un gp.) 6e3 mMcnonb3oBaHUS 3TUKETKU
(cTukepa).

Pa3amep nons ons pasmeLleHns CTUKEPOB He OOMMKEH npeBbiwaTth 1/6 oblien nnowaan BTOPUYHON yNakoBKK, NPU 3TOM
AaHHOe none He AOMKHO 3akpbiBaTb MHAOPMaLMO, NEPBOHaYaNbHO HAHECEHHYIO Ha BTOPUYHYIO YNaKOBKY.

45, [Ona opdaHHbIX npenapaToB, a Takke AN OTAerNbHbIX JeKapCTBEHHbIX MpenapaToB, MO COrnacoBaHUO C
YMONHOMOYEHHbIM OpraHoM TroCy4apCTBa-yfneHa, OCYLLEeCTBASALWMM perucTpaumio Takoro IekapCTBEHHOro npenapaTa,
JornyckaeTcsi HaHeCeHVe MapKUPOBKX C MCNOSb30BaHWEM AOMOMHUTENbHON 3TUKETKM (CTUKepa).

46. MNMpn MapkMpoBKe pasnuMyHbIX A03UPOBOK (KOHLEHTPaLMM U T.M.) NekapCTBEHHbIX NpenapaTos, BbiMyCKaeMblX B Buae
OAHOW NeKapCTBEHHOW (QOPMbl, AOMMKHO ObiTb MNPEeAyCMOTPEHO pPas3fMYHOE LBETOBOE pELIeHWE WM MHOM Cnocob,
obecneunBaloLLMin YeTKOe BU3yanbHOe BblaeneHne A03MpoBKY (KOHLEeHTpaumu n T.n.).

Pa3nuyHble JO3MPOBKM OOHOrO U TOrO e NekapCTBEHHOro npenapaTa (BeTepuvHapHOro npenapara) cnegyeT ykasblBaTb
oavHakoBo (Hanpumep, 250 mr, 500 mr, 750 mr, 1000 mr, a He 1 r). He gonyckaeTcsl ykasbiBaTb KOHEYHbIE HYNN B APOOHON
YacTu JO3NPOBKK (cneadyeT ykasbiBatb 2,5 mr, a He 2,50 mr). He crnegyeT ncnonb3oBaTh AECATUYHBINA pasgenuTens (3ansTyto),
€Cnn 3Toro MoXHo nsbexartb (crnegyeT ykasbiBatb 250 mr, a He 0,25 r). I3 coobpakeHui 6e3onacHOCTM Heobxoanmo nucaTb
CNnoBo "MuKporpamm" MOSIHOCTLIO, @ He cokpawaTb ero. OgHako B OTAENbHbLIX Crydasix NpU BO3HWUKHOBEHWUMW 3aTPyOHEHWIN,
KOTOpble HEBO3MOXHO YCTPaHUTb YMEHbLUEHWEM Kerns wpudTa, OOMyCKaeTCss Npu Hanmuumm OBOCHOBaHWA U OTCYTCTBUU
onaceHui B OTHOLLEHUN 6e30MacHOCTM UCNONb30BaThb COKpaLLEHHY dopMy "MKr".

47. MNMyTb BBEAEHUS OOMKEH CoBMagaTh C yka3aHHbIM B 06LLEeN XapakTepucTUke 4aHHOro NekapCcTBEHHOro npenaparta unm
WHCTPYKUMM NO MPUMEHEHUIO JAHHOIO BETEPMHAPHOro rnpenapaTta U CTPOro COOTBETCTBOBATb CTaHAAPTHbIM TepMuHam. He
crnegyeT MUCNOMb30BaTb HeraTMBHbIE BblpaXeHus (Hanpumep: "He ansa BHyTpMBEHHOro BBeadeHus"). [onycTMMbl TOMbKO
CTaHOapTHble CoKpalleHus (Hanpumep, B/B, B/M, n/k). lNpoynme HecTaHOapTHble NyTU BBEOEHUSA creayeT yKasbiBaTb
MOnMHOCTbI0. ECcnn naumMeHTam He 3HaKOMbl MyTU BBEOEHWS, B MHCTPYKUMM NO MEAULMHCKOMY NMPUMEHEHMUIO NeKapCTBEHHOro
npenapaTa OOMKHbl BbiTh AaHbl pasbscHEHUs. 3TO 0COBEHHO BaXKHO B OTHOLLEHWUM NEKapCTBEHHbIX NpenapaTos, AOCTYMNHbIX
AN CaMOCTOSATENBHOMO NPUMEHEHMS.

48. Ecnn Ha nepBUMYHOM M (MNM) BTOPUYHOWM YMakOBKax MCMONb3YHTCA TEKCTbl HA HECKOMbKMX si3blkax, Heobxogmmo
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obecneunTtb 4YeTKoe pa3rpaHn4yeHne Takmx TeKCTOB.

49. Bce AaHHble, HAHECEHHbIE Ha AYEMKOBYIO YNaKoBKY, OOMKHbI OCTaBaTbCA AOCTYMHLIMU AN NoTpebuTens BhnoTb A0
n3BneYyeHns nocrnegHeln 4o3bl. ECnyv HEBO3MOXHO HAHECTU BCe CBEAEHMUsI Ha KaxKaylo sueiiky TakoW yrnakoBKW, AOMycKaeTcs
cnocob 1x cryyaiiHoro HaHeceHMs!, MPU KOTOPOM OHW pacrofaralTC C MakcUMarbHOW YacTOTON Ha NOBEPXHOCTM SYENKOBOM
ynakoBku. [JonyckaeTcss HaHOCUTb HOMep Cepuu M AaTy UCTEYEeHMsl cpoka rOAHOCTM Ha Kpail s4eikoBoW ynakoeku. [pu
HanMUMM TeXHUYECKO BO3MOXHOCTM CriedyeT HaHoCWUTb 3TV cBedeHusi Ha oba kpas KaxdoW sYerikoBoW ynakoBku. Bce
TpebyeMble B OTHOLLEHMW NEPBUYHBIX YAKOBOK CBeAeHMs HeOBX0AMMO HAaHOCUTb Ha Kaxxayto eavHULY [03bl hOpMbl BbiMycka,
coaepKallein 0AHOA030BbIe AYENKOBbIe YNaKoBKU.
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Ctpanunua 12

MpunoxeHue

K Tpe6oBaHMAM K MapKUpPOBKe
NneKkapcTBeHHbIX CpeacTB Ans
MeANLMHCKOro NnpuMeHeHus

M BeTepUHapHbIX
neKapcTBeHHbIX CpeacTB

NEPEYEHb BCMNOMOIATEJIbHbIX BELLECTB, YKA3bIBAEMbIX HA BTOPUYHOW YMAKOBKE JIEKAPCTBEHHbIX NMPEMNAPATOB (BETEPUHAPHbIX

NMPEMAPATOB) ONnA NPUEMA BHYTPb

Kop, Moporosoe
BCMoMora- copepxaHue
TenbHOro
BeLlecTBa
AsokpacuTenu:
COITHEYHbIN 3aKaT XenTbln E110 0
a30pyOUH (kapmyasuH) E122 0
NyHUOBLIN (MOHCO 4R, KOLWEHMNEBDIV KpacHbI A) E124 0
OpunnunaHToBbIf YepHbit BN (4epHbii bnectawmn BN, yepHbin PN) E151 0
ApaxncoBoe macrno 0
AcnapTtam E951 0
ManakTo3a 0
ntoko3a (aekcTposa) 0
Mmuuepon (rnuuepwuH) 10 r/go3a
M3omanbT (M30ManbTuT) E953 0
Kanunncogepxalume coeanHeHns 39 mr/nosa
KacTtopoBble Macna nonnaTokCcuUnupoBaHHbIe (Makporona 0
rmyuepunpuumMHoneaT, Makporona rinmuepunruapokcucTeapar)
KoHcepBaHThI 0
Kennuton (kewnur) 10r
KyHxyTHOE macno 0
JlaktuTon (naktut) E966 0
Jlakto3a 0
JlaTekc (kay4yk HaTypanbHbIA) 0
ManbtuTton (ManeTuT) E965 0
MaHHMTON (MaHHWUT) E421 10T
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Crtpanunua 13

MoueBuHa
HaTtpuincoagepxaline coegnHeHns
MponuneHrnukone u ero acupsl

MweHnYHbIN Kpaxman
Caxap NHBEpPTHbIN
Caxaposa

CoeBoe macno

Copb6uTon (cop6bur)
deHnnanaHuH
dopmanbgerng

dpykTo3a

OTtaHon* (cnupT 3TUNOBBLIN)

E420

0

23 mr/go3a
400 wmr/kr gns
B3pocnbix 200

Mr/Kr ons
neten

0

OO OO0 O0OO0oOOo
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* MNpoueHTHOE coaepxaHue (06/06) B XXMAKUX NEKapCTBEHHbIX hopmax.

ONEKTPOHHBIV TEKCT JOKYMEHTa
nogrotosneH AO "Kogekc" n ceepeH no:
oduumnanbHbIN cant

EBpasuniickoro 3KoHOMU4YECKOro coto3a
www.eaeunion.org, 21.11.2016
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