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COBET EBPA3MNCKON 9KOHOMUWYECKOWN KOMUCCUMN
PELLEHUE
oT 3 Hos1I6psi 2016 ropa N 76

06 yTBepxaeHun TpeboBaHU K MAPKUPOBKE JIEKapCTBEHHbIX CPEACTB AJI MEAULMHCKOro
NPUMEHEHUS U BETEPUHAPHbIX IeKapCTBEHHbIX CPEACTB

B cooTtBeTcTBMM co cTaTbsaMm 30 1 56 orosopa o EBpa3sniickoM skoHOMUYECKOM coto3e oT 29 Masa 2014 roaa,
nyHKToM 14 npunoxenna N 12 k Jdoroeopy o EBpasniickom skoHoMMYeckoM coto3e oT 29 mas 2014 roaa, ctatbein 8
CornaweHnsi 0 eduHbIX MpUHULMNAAX U npaBunax obpalweHust NekapcTBEHHbIX CPeACcTB B pamkax EBpaswuiickoro
9KOHOMUMYeckoro cotosa ot 23 pekabpst 2014 ropma, nyHktammn 57 n 97 npunoxenuss N 1 k PernameHTy paborbl
EBpasninckon aKOHOMUYECKOW KOMUCCUM, YTBepXOeHHOMYy PeweHueM Bebicwero EBpasninckoro 3KOHOMUYECKOrO
coBeta oT 23 pekabpsi 2014 rona N 98, n PeweHvem Bbicwero EBpasmiickoro 3KOHOMUYeEcKoro coseta oT 23
nekabps 2014 roma N 108 "O peanuzaumm CornaweHmss o0 efuHbIX MpUHUMMAX W npaBunax obpaweHus
NeKapCTBEHHbIX CPEACTB B pamkax EBpasuiickoro akoHomuuyeckoro coto3a" CoseT EBpasuiickoit sKOHOMUYECKON
Komumceum

pewmn:
1. YTBepantb npunaraembie TpeboBaHWS K MapKUMPOBKE NEKAPCTBEHHbLIX CPEACTB [ONS MeOULMHCKOro
NPUMEHEHNS N BETEPUHAPHbIX TIEKAPCTBEHHbIX CPeacTB (fanee - TpeboBaHMs K MAPKMPOBKE).

2. Hactoswee PeweHne BctynaeT B cuny no ncrevyeHnn 10 kaneHgapHbiX OHER C Oatbl BCTYMNNEHUS B CUny
MpoTokona, nognucaHHoro 2 aekabps 2015 rona, o npucoennHeHnn Pecnybnnkn ApmeHns Kk CornaweHuio 0 e AnHbIX
NMpuHUMNax v npaeunax obpaleHnst NekapCTBEHHbIX CPELCTB B paMkax EBpa3niickoro aKOHOMUYECKOro coo3a oT 23
nekabps 2014 ropa, HO He paHee YeM no ncteveHun 10 KaneHaapHbIX OHER ¢ AaTbl OPULMANBHOMO onybnMKoBaHus
HacTosiwero PeweHus, 3a WCKMIOYEHUEM TMOSIOXEHUA YTBEPXHEHHbIX HacToswmMm PeweHnem TpebosaHuii K
MapKkMpOoBKe, Kacarwmxca MapKUpOoBKY BETEPUHAPHbBIX NEKAPCTBEHHbBIX CPEACTB.

MonoxeHns TpeboBaHWn K MapKMPOBKE, Kacawlmecs MapKUPOBKU BETEPUHAPHbLIX NEeKapCTBEHHbIX CPeACTB,
BCTyMalT B CUNy C AaTbl BCTYMNNEHUS B CUNy MPaBWn PErynnpoBaHns obpaweHns BeTepuHapHbIX NEKAPCTBEHHbIX
cpencts, yTteepxpaembix CosetoMm EBpasuiickoil 9KOHOMUYECKON KOMUCCUW, B COOTBETCTBMU C MNYHKTOM 57
npunoxeHns N 1 k PernameHty pabotbl EBpasviickoil 9KOHOMWYECKON KOMUCCUM, YTBEPXAEHHOMY PelweHnem
Bbicwero EBpasniickoro akOHOMMYeCKOro coeTa oT 23 aekabps 2014 roga N 98.

UYnenbl CoBeta EBpasuiickoit
9KOHOMUYECKOW KOMUCCUN:

Ot Pecny6nvku ApmeHunst
B.MabpuensiH

Ot Pecnybnvkun Benapycb
B.Mariowesckuin

Ot Pecnybnukun KasaxcraH
A.MaMmuH

Ot Kblprbiackoin Pecrybnumku
O.lMaHkpaTos

Ot Poccwiickon denepaumm
W.lWysanos
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YTBEPXOEHbI

PeweHvnem CoseTa

EBpasuninckon sKOHOMUYECKON KOMUCCUM
oT 3 Hos16pst 2016 ropa N 76

Tpe603a|-|m| K MapKupoBke JieKapCTBeHHbIX cpeacTts ojisd MeauLnHCKOro npumMmeHeHnsa n
BeTepPUHApPHbIX NeKapCTBeHHbIX CpeacTs

l. O6LLMe NonoXeHus

1. HacTtosiwme TpeboBaHus ycTaHABNMBAIOT NpaBuia MapkMpPOoBKU, PasMELLEHHON Ha YyNakoBKax NIEKapCTBEHHbIX
CPeAcTB AN MeOUUMHCKOro NMPUMEHeHWUs (nanee - NeKapCTBEHHble CPEACTBA) W BEeTepPUMHAPHbIX NeKapCTBEHHbIX
CpPencTB (Danee - BETEpUHAPHbIE CPELCTBA), BbiMyckaeMbix B obpalieHne Ha obLeM PbiHKE NEKAPCTBEHHbLIX CPEACTB
B pamkax EBpaauiickoro skoHommnuyeckoro coto3sa (nanee - Cotos).

2. MapkupoBka nekapCTBEHHbIX CPEACTB (BEeTEepPUHAPHbIX CPEACTB) HAHOCUTCS Ha YNakoBKY Ha PYCCKOM si3blke U
MpU HanMyMu COOTBETCTBYOWMX TpeboBaHU/ B 3aKOHOAATENbCTBE rocynapcTB - uneHoB Coto3za (manee -
rocynapcTBa-4YeHbl) Ha rocyAapCTBEHHOM $i3blke (FrOCYLapCTBEHHbIX $S3blkax) rocynapcTBa-yieHa, Ha Tepputopuu
KOTOPOro peanuayoTcst NeKapCTBEHHbIE CPeACTBa (BeTeprHapHbIe CPeaCcTBa).

JononHnuTenbHoe WUCNONb30BaHWe JPYrux $3blKOB AOMNyCKaeTcs Mpu  YCNOBUM MOMHOM WAOEHTUYHOCTMU
VHpopmMauumn.

MapKI/IpOBKa neKapCcTBeHHbIX CpencTs (BeTepI/IHaprIX Cpe,EI,CTB) HEe OON>XHa NnpoTuBOpe4dYnTb WU nckaxatb
cBeOeHus, cogepxallmecs B JOKYMEHTax perncTpaunoHHoro 4oCbe, U HOCUTb PeKnamHbIi xapakTep.

3. MapknpoBka neKkapCTBEHHbIX CPEeACTB (BETEPMHapPHbIX CPEACTB) AO0NXHA ObiTb  NErkoynmTaemoi,
ynobo4MTaeMoi, MOHSTHOW W LOCTOBEPHOM M He BBOAMTb B 3abnyxneHue notpebutenein (npuobpetateneir)
NleKapCTBEHHOr 0 Npenapara v BETepMHapPHOro NeKapCTBEHHOro Npenapara (fanee - BeTepyHapHblii npenapar).

4. [ina uenei HacTosiwmx TpeboBaHWi NCMOJb3YOTCSA NOHSATUS, KOTOPbIE 03HAYAOT cleaytolwee:

"BTOpUYHas (notpebutenbckasl) ynakoBka" - ynakoBKa, B KOTOPYK MOMEWAETCs feKapCTBEHHbIA mnpenapart
(BeTepuHapHbIii Npenapat) B NEPBUYHOR WM NPOMEXYTOYHOR ynakoBke ANs peannsauum notpebutento;

"MapKmMpoBKa" - HPOpMaLWs, HAHECEHHas Ha YNaKoBKY NeKapCTBEHHOro cpeacTea (BeTeprHapHOro cpeacTsa);

"nepBnyHas (BHYTPEHHSASA) ynakoska" - ynakoBKa, HEMoCPenCTBEHHO Ccornpukacalowascs € NekapCTBEeHHbIM
CpPeAcTBOM (BETEpPMHAPHbIM CPEACTBOM);

"NpoMexXyToyHas ynakoBka" - ynakoBka, B KOTOPYl0 MOXeT ObiTb MOMeweHa NepBuMYHas ynakoBka C LENblo
JOMONHNUTENbHON 3aWwmThl NEKAPCTBEHHOrO mpenaparta (BeTeprHapHOro npenapara) uam mcxons n3 ocobeHHocTel
NprYMeHeHns NekapCcTBEHHOro Npenaparta (BeTepMHapHoro npenapara);

"ynakoeka" - maTtepuan unm yCTPOWCTBO, rapaHTUpylollee COXpaHeHue KayecTBa NleKkapCTBEHHOro cpefncTsa
(BETEPUHAPHOrO CPEACTBA) HA NPOTAXEHUN YCTAHOBNEHHOIO CPOKa rOAHOCTY (XpaHeHus), obecneunBaroliee 3awmTy
NEeKapCTBEHHOro CpeacTsa (BETEPUHAPHOro CPEACTBA) OT MOBPEXAEHWA M MOTepb, a TakXxe npeaoxpaHsiolee
OKpYy>XatoLyo cpeny OT 3arpsA3HeHU;

"syeiikoBasi KOHTYpHas ynakoska (6nmcTep)" - rmbkas ynakoBka C NeKkapCTBEHHbIM CPEACTBOM (BETEPUHAPHBIM
CPeAcTBOM) B OTCPOPMOBAHHbBIX f4Yeiikax, W3 KOTOpbIX NeKapCTBEHHOE CPencTBO (BeTepuHapHoe CpencTBo)
N3BEeKaeTCs NyTeM BblOaBNNBaHMNS.

VIHble noHsaTKS NCNONb3YKOTCA B 3HAYEHUAX, onpenenieHHblX MeXAyHapoOdHbiMhA OoroeopaMin M akTamu,
cocTasnsaowmnmmm npaBo Coto3za.

TpeboBaHus k obpasuaMm M MakeTaM YMNakoBOK YCTAHOB/EHbI MpaBunaMu pernctpaumm u aKCnepTuabl
NEKapCTBEHHbIX CPEACTB AN MeOMUMHCKOro MNPUMEHeHWs, YyTBepXJAaembiMu EBpasvickoli 3KOHOMUYECKON
Komuceuen (nanee - Komucens).
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Il. O6wme TpeboBaHNA K MAPKUPOBKE

5. Ha nepBuyHOW (BHYTpEHHEW) ynakoBKe (oanee - nNepBMYHas ymnakoBKa) NEeKapCTBEHHOro npenapara
(BeTepuHapHOro npenapaTta) (3a WCKIOYEHMEM NEeKapCTBEHHOrO npenapata (BeTepuMHapHOro npenaparta),
npenctaensowero coboit  pacoBaHHOE NEKapCTBEHHOE pacTUTENbHOE Chipbe) yKasblBaeTcs cnenyowas
VHpopmMauuns:

a) TOpProBoe HauMeHoBaHWMe NEKAPCTBEHHOMO NpenapaTa (BeTeprMHapHOro npenapara);

6) MexayHapoOHOe HernaTeHTOBaHHOe HauMeHoBaHue (manee - MHH) (npu Hanuuum) vnn obwenpuHaToe
(rpynnMpOBOYHOE) HAUMEHOBAHWE;

B) NleKapCTBEeHHas oopma;

r) DO3MpOBKA W (MAN) aKTUBHOCTb W (MNM) KOHUEHTpauns (ecnu npUMEHUMO) akTMBHOW (hapMaueBTUYeCcKOon
cybcTaHumm (akTUBHBIX hapMaLeBTMYECKMX CyOCTaHLMIA);

[) KONNYEeCTBO NTIEKAPCTBEHHOMO Npenapara (BeTepMHapHOro npenapara) B ynakoBke;

€) NyTb BBEOEHNS;

X) HavMeHOoBaHMe WAW NOroTUN LepXaTens PerucTpauuoHHOro yLOCTOBEPEHUS WMAU Mpou3BoamMTens (npwu
HeobXoOMMOCTM) NEeKapCTBEHHOro mnpenapaTta (HaMMeHoBaHME WKW NoroTun npasoobnagatens perucTpaunoHHOro
yOOCTOBEPEHMS BETEPUHAPHOro npenapara);

3) HOMep cepuu;

1) fnara uctevyeHus cpoka rogHocTu ("rogeH no...").

6. Ha nepBuyHoOi ynakoBke B BUAe S4EKOBON KOHTYPHOM ynakoeku (Bnnctepa) (Lanee - s4eilkoBas ynakoska),
KOTOPYIO MOMELLAOT BO BTOPUYHYO (MOTPebrTenbcKyto) ynakoBKy (Hanee - BTOpMYHAS ynakoBka), OOMycKaeTcs He

yKasblBaTb MHGOPMALUIO, MPeayCMOTPEHHYIO noanyHkTaMm "B" n "a" nyHkta 5 HacToswmx TpeboBaHwWiA.

7. Ha nepBunyHoli ynakoeke Hebonbwux pasmepos (obwas nnowanb TEKCTOBOro nons He 6onee 10 cm 2), Ha

KOTOPOli HEBO3MOXHO Pa3MecTUTb BCIO HEOOXOOUMYID WMHCPOpPMauMio, OOMYCKaeTCs He ykasbiBaTb MHApOpMauuio,
npenycMOTPEHHYo noanyHkTamm "6", "B" 1 "X" nyHkTa 5 HacTosiwmx TpeboBaHWiA.

8. Ha BTOpu4HO/ ynakoBke, a Npu ee OTCYTCTBUM - Ha MEPBMYHOW YrNakoBKe NEKapCTBEHHOro npenapara
(BETEpPMHAPHOro Npenapara) ykasbiBaeTcs cnenytolas MHgopMaums:

a) TOpProBoe HauMeHoBaHMe NeKapCTBEHHOMO nNpenapaTa (BeTeprMHapHOro npenapara);

6) MHH (npu Hannyum) nnm obwenpuHATOE (rPynnNMPOBOYHOE) HAMMEHOBAHWE;

B) HaMMEHOBaHWA [AepXaTens perucTpauuoHHOro YAOCTOBEPEHUS W MNPOU3BOLAMTENS NIEKAPCTBEHHOroO
npenapara (HaumMeHoBaHua npasoobnanaTens permcTpaunmoHHOro yA0CTOBEPEHNS U NPOU3BOAUTENS BETEPUHAPHOIO

npenaparay);

r) agpec oepXxartensi perncTpaumnoHHOro Ya40CTOBEPEHUs 1 NPOU3BOAMTENS NeKapcTBeHHOro npenapara (aapec
npasoobnanaTens perncTpaumnoHHOro yA0CTOBEPEHS 1 MPOU3BOAMNTENS BETEPMHAPHOro npenapara);

[) nekapcTBeHHas oopma;

€) [o3MpoBKa, U (MAK) aKTUBHOCTb, N (UNWN) KOHUEHTpaumsa (eCnn NpUMEHMMO) akTUBHOW hapmaLeBTUYeCKOon
cybcTaHumm (aKTUBHbIX dhapMaLeBTUYECKUX CybcTaHumiA);

X) KONNYECTBO NekapCTBEHHOrO Npenaparta (BeTeprHapHOro npenapara) B ynakoBke;

3) MHg)OpMaLMs O CcocTaBe NlekapCTBEHHOro npenapara (BeTepuHapHoro npenaparay);
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1) HOMep cepuu;

K) gara npous3BoaCTBa;

n) njata uctevyeHus cpoka rogHoctu ("rogeH go...");

M) YCNOBMS XpaHEHWS 1 NPU HEOHXOAMMOCTY YCNOBUS TPAHCNIOPTUPOBKMY;

H) NyTb BBEOEHMNS;

0) YCNoBuS OTNYyCKa;

n) npegynpeauTenbHbie HAANUCHK;

P) perMcTpaumnoHHbIi HOMep (4NnS BETEPUHAPHBIX NpenapaTos).

9. [ns npenapaTtos, BbiMNyCKAEMbIX KaK C KOHCEPBAHTOM, Tak M 6e3 KOHCcepBaHTa, Npw BbiNycke Npoaykummn 6e3
KOHCepBaHTa Mocfie MnepeyHs BCroMoratesibHbIX BEWeCTB Ha BTOPWUYHOW YMakoBKEe YKasblBaeTcs cnepyoowas

UHpopmaLums: "He cooepXxuT KkoHcepBaHTa".

10. MNMpomexyToyHas yrnakoBka, He no3sonsiowas 6e3 HapylweHns ee LUeNoCTHOCTU MPOoYeCcTb MHApopMaLMIo Ha
NepBUYHON ynakoBke, Kak MUHMMYM O0/1XKHA NOBTOPATb MHGDOpMaUUIO, YKa3aHHYI0 Ha NepBUYHOM ynakoBKe.

11. Ha ynakoBke akTMBHbIX (hapMaLeBTUYECKUX cybCcTaHUMiA ykasbiBaeTCs Cneayowas nHopmauns:

a) TOProBoe HaMMeHOBaHWE aKkTUBHOW (hapMaLEBTUYECKOW CybCTaHUMM (MPU HANM4um);

6) MHH nnn obwenpuHsToe (rpynnMpoBOYHOE) HAMEHOBAHWE;

B) HAMMEHOBAHME 1 aApec NPOU3BOANTENS aKTUBHON hapMaLEeBTMYECKON cybcTaHLuu;

r) HoMep cepuu;

[) nata npousBoACTBa;

€) KONMYECTBO aKTUBHOW (hapMaLEeBTUYECKOW CyOCTaHLMM B YNAKOBKE;

X) farta uctevyeHus cpoka rogHocTu ("rogeH go...") nnu, ecnv NnpefycMoTPEeHo, Aata NoBTOPHOro UCMbITaHNS;

3) YCNOBUS XpaHEeHUs;

1) HasHayeHwue.

12. 1na komnnekTa (NekapCTBEHHbIA NpenapaT (BeTepuHapHbI npenapart) ¢ pacTBopuTenem (pasbasutenem))
unn Habopa (komnnekTa n3 2 u 6onee nekapCTBEHHbIX MPenapaTtoB (BETEPUHAPHbLIX MPEenapaToB)) Ha BTOPWUYHOM
yrnakoBKe OOMONHUTENbHO yKasdblBaeTCs cneayowas nHopmaums:

a) cBeLEeHNs 0 KOMMOHEHTax KomnnekTa (Habopa):

HanMeHOBaHNA KOMMOHEHTOB;

Jo3vpoBka W (MNK) akTUBHOCTb, W (MNM) KOHUEHTpauus (ecnv NpUMEHNMO) akTUBHOW papMaueBTUyecKown
cybcTaHumMm (akTUBHBIX hapMaLeBTMYeCKMX CyOCTaHLMiA);

NMHJpopMaLms 0 CoCTase;
KONN4YeCTBO;
HOMep cepum (B COOTBETCTBUM C MyHKTaMn 28 n 29 HacToswumx TpebosaHwuiA);

6) cBeleHMS O HanMuuM BCTIOMOraTenbHbIX MEOUUMHCKUX W3Oenuid (Wwnpwubl, TaMMOHbI, YCTPOCTBa ANs
BBEOEHNS U T.M.).
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13. He nonyckaeTcsi HaHOCUTb Ha ynakoBKY BbIOOPOYHbLIE CBELEHMS, yKasaHHble B pasgenax "KNMHuYeckue
OaHHble" 1 "chapMakoOnHaMuyeckume CBOMCTBA" oOWEN XapakTepuCTUKKM LAHHOro feKapCTBEHHOro npenaparta u
SKBMBANEHTHbIX pasfenax WHCTPYKUMM MO MEeOMUMHCKOMY MNPUMEHeHu0  (NMCTKa-Bknagplwa) AaHHOro
NnekapcTBEHHOro npenapara.

JonyckaeTcs HaHOCWUTb HA YMakoBKY TEKCT WMHCTPYKUMM MO MEAULIMHCKOMY MPUMEHEHMIO (NMUCTKa-BKNaabiwa)
NeKapCTBEHHOMO NpenapaTa U TEKCT UHCTPYKUMM MO MPUMEHEHMIO (TMCTKAa-BKNabiwa) BETepMHAPHOro npenapara.

14. [onyckaeTcsa pasMmeweHMe Ha BTOPWYHOW YMNakoBKE JIeKAPCTBEHHOro npenapaTta (BeTepuHapHOro
npenapara) AOMNONHUTENbHON NHCPOPMaLMK NPKW YCNOBUM €€ COOTBETCTBUS OKYMEHTAM PErUCTPALMOHHONO LOChE.

JlonyckaeTcs pasMmelleHne Ha ynakoBKe WTPUX-Koda, ronorpadouyeckmx n Opyrux 3almTHbIX 3HaKoB, CTUKEPOB,
nybnvpoBaHne TekcTa MapKMpPOBKM C UCMONb3OBaHNEM OpYrux s3blkoB W wpudpta bpaiins, pasMeleHne CvMBOIOB
UM NMUKTOrpaMM, KOTOpble MOMOratT Pas3bACHUTb MHAOPMAUMKO O NEKAPCTBEHHOM npenapaTte (BeTeprHapPHOM
npenaparte) notpebutento (npnobpeTtaTenio).

15. MNpy HanuunM B MPOMEXYTOYHOW UMM BTOPWUYHOW YNakoBKE NEKaPCTBEHHOrO npenapara nakeTukoB (Mnn
Tabnetok) C BRAronorfoTUTENEM HA HWMX [HAONXHa OblTb HaHeceHa npepynpeanTesibHas MapKypoBKa
COOTBETCTBYIOWEro CoAep>XaHus.

16. Ha TpaHcnopTHOI Tape ynakoBku HepacacoBaHHON NpoayKLUMM yKa3blBaeTCcs cneayowas nHgopmaums:

a) TOproBoe HaMMeHoBaHMe NekapCTBEHHOro Npenaparta (BeTepuHapHoro npenapara);

6) nekapcTBeHHas oopma;

B) MHH (npw Hannumu) nnu obwenprHsaToe (rpynnMpoBOYHOE) HAUMEHOBAHWE;

r) AOo3upoBka, U (MM) akTUBHOCTb, U (MNN) KOHUEHTpauus (ecnn NprYMEeHWMO) akTMBHOM hapMaueBTU4eckomn
cybcTaHumm (aKTUBHbIX dpapMaueBTUYecKux cybcTaHumin);

) HauUMEHOBaHWe MpPOU3BOAUTENS, AOPEC NPOWM3BOAMTENS JIEKAPCTBEHHOrO npenaparta (BeTepMHApHOro
npenapara);

€) KOJIM4YeCTBO JleKapCTBEHHOro rnpenapara (BeTepuHapHoOro npenapara) B ynakoBke W (MAM) KONUYECTBO
yrnakoBOK B TPAHCMOPTHON Tape;

X) YCNOBWS XpaHeHns 1 npu HeobXoAMMOCTY YCNOBUS TPAHCMOPTUPOBKM;
3) HOMep cepuu;

1) nara Nnpou3BOACTBA;

K) Oarta ncteyeHms cpoka rogHocTm ("rogeH no...").

|_|pl/l HeO6XO,JJ,I/IMOCTI/I MOXeT ObITb yKasaH norotun nponssoontens npoaykunn, npeagynpegntenbHble Haonmcu n
MaHNNyNnATOPHbIE 3HaKWN.

lll. Tpe6oBaHUS K TEKCTY MapKMPOBKU

17. ToproeBoe HavMeHOBaHWE NeKapCTBEHHOro npenaparta (BeTepuHapHOro npenaparta) ykasbiBaeTcs Ha
ynakoBKe B IMEHUTE/IbHOM namexe.

Jlns nekapcTBEHHbIX pPacTUTeNbHbIX NMPenapaToB, KOTopble NPencTaBnsaoT coboil chacoBaHHOE NEKapPCTBEHHOE
pacTuUTeNbHOE Chipbe OOMOMHUTENIbHO yKa3blBAeTCH HaMMEHOBAHWE NeKapCTBEHHOrO PacTUTENbHOrO Chipbs UK
aKTMBHOW hapMaLeBTUHECKO cybcTaHUMM pacTUTENbHOrO NPOUCXOXAEHUS HA NATUHCKOM $13blKe (3a UCKJTIYeHneM
HanMeHoBaHusi cOOPOB) BO MHOXECTBEHHOM uucie (3a UcknoyeHrmeM cros "Tpaea” u "kopa") 1 Buaoa ¢acoBaHHOM

npoaykumm (Hanpumep, "uenbHas", "namenbyeHHas", "nopowok” v 1.1.).
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18. MHH akTuBHbIX (hapmaueBTMYECKMX CyDCTaHUMl B COCTaBe NEKAPCTBEHHOrO nmpenapaTa (BeTepuHapHOro
npenapara) ykasblBaeTCsd Ha PYCCKOM S3blKe€ B MMEHWUTENIbHOM Magexe W aHrMnckoMm s3blke (B COOTBETCTBMM C
aHrnuinckomn pepakumnen nepeyHs MHH BcemmnpHoi opraHusaumm 3apaBooxpaHeHuns).

B cnyyae otcytctBus MHH ykasbiBaeTcst 06wenpuHsiToe (rpynnupoBOYHOE) HAMMEHOBAHME HA PYCCKOM $i3blKe B
WUMEHNTENbHOM Naaexe.

LonyckaeTtcs He ykasbiBatb MHH wnn obwenpuHatoe (rpynnMpoBOYHOE) HauUMEHOBAHWE JIEKAPCTBEHHbIX
npenapaTos (BeTepuHapHbIX Npenapartos) B C/iyvae ero nojaHoro CoBnaneHns ¢ TOproBbIM HAVMEHOBAHMEM.

B oTHOWeEHUN reTeponormyHbiX CbIBOPOTOK YKa3blBAETCSA BMA XUBOTHOrO, U3 KPOBW WU NNa3Mbl KOTOPOro OHU
nony4eHbl.

Lna nekapcTBeHHbIX nNpenapatoB (BeTEepUHapHbIX nNpenapatoB) OUONOrMYEecKoro MNPOUCXOXAEHUS Mpu
otcytctBum MHH wnu obwenpuHsiToro (rpynnMpoBOYHOr0) HaUMEHOBaHWUS YKa3blBAETCS WCTOYHMK MONy4YeHus
npenapara.

Insa paavodapMaLeBTNYEeCKnX JNeKapCTBEHHbIX CPencTB (BeTepVIHaprIX CpeJJ,CTB) yKa3blBalOTCA CUMBOIJI
XNMNYEeCKOro anemMeHTa ¢ MHOEeKCOM paonoHyknuoa n MexuyHapo,quM CMBON PaanoakTUBHOCTN.

19. HawmeHoBaHus [OepXaTenss PerucTpauMoHHOro YAOCTOBEPEHWS U MPOWM3BOAUTENS NIEKAPCTBEHHOMO
npenapara (HauMeHoBaHUs Npasoobnagatens PerucTPaUnuoHHOro yA0CTOBEPEHNS U MPON3BOAMTENS BETEPUHAPHOTO
npenaparta) ykasblBalOTCS B WMMEHWTENbHOM nagexe. B cnyyae ecnu B NpOM3BOACTBE Y4YaCTBYOT HECKOJSbKO
npounssoamTenei, 0653aTtenbHO yKasbiBAeTCS HaMMEHOBAHME MPOW3BOAUTENS, OCYWECTBNSAIOWEro BbiMyCKaKOWMIA
KOHTPOSb Ka4yecTBa NeKapCTBEHHOI0 CPeACTBA (BETEPUHAPHOMO CPELCTBA).

B cny4dyae cosnaneHusd HauMeHoBaHWN nepxartena perncTtpaumoHHOro yanoctoBepeHuda u npon3soaonTens
NeKapCcTBEHHOro  npenapata  (HaMMeHoBaHWiA  MNpaBoobnagatenss PerucTpaunMoHHOro  YAOCTOBEPEHUS U
NPOV3BOAMTENS BETEPUHAPHOrO MNpenapara) yKasblBaeTCs TONbKO HavMMEHOBaHWEe OepXarTens pervmctpaunoHHOro
yIOCTOBEPEHMSI NeKapCTBEHHOMo npenaparta (npasoobnanatens permcTpaurMoHHOro y40CTOBEPEHUSI BETEPUHAPHOr0
npenapara).

Mpu HeobxoaMMOCTHY yKa3biBaeTCs HaMMEHOBAHME OpraHn3aLun, OCyILEeCTBASIIOWER DacoBKy 1 (Mn) yNakoBKy, C

npegwecTBYOWUM CMOBOM "pactacosaHo" 1 (nn) "ynakosaHo", "ynakosuwmk".

20. Appeca ykasblBalOTCS COKpAlEHHO (CTpaHa uaM cTpaHa 1 ropod) WavM MOMAHOCTbIO, AOMOSIHUTENbHO
JoryckaeTtcs ykasaHvue HoMepoB TenedoHa, akca, agpeca aNekKTPOHHOM MoYyThlI.

B cnyyae ecnn gepxaTeneM  perucTpauvoHHOro  yAOCTOBEPEHMsl  NeKapCTBEHHOro  npenaparta
(NnpaBoobnapaTeneM pPerucTpauroHHOrO yLOCTOBEPEeHUs BEeTepuMHapHOro npenaparta) SBnseTcs Npov3BOAUTENb
NleKapCTBEHHOro  npenapaTta (BeTepMHApHOro npenaparta), YykasbiBaeTcs TONMbKO ajpec  jAepxarens
PEermcTpauMoHHOrO  yAOCTOBEPEHUSI  NeKapCTBEHHOro npenaparta  (npaBoobnajatenss  pervcTpauvoHHOro
yOOCTOBEPEHNS BETEPUHAPHOro npenapara).

21. JoaupoBka, M (MAM) aKTMBHOCTb, W (UNN) KOHLEHTpauus akTUBHOW (bapMaueBTUYecKon cybcTaHumm
(aKTMBHbIX hapMaLeBTNYECKMX CYOCTaHLMIA) yKasbiBaOTCS C 06593aTeNbHbIM YKa3aHWEM eAVHIL, NU3MEPEHUS.

22. KonuuyecTBoO NeKkapCTBEHHOro cpeacTBa (BeTepMHapHOro CPencTBa) B YNakoBKe ykasblBaeTcs Mo Macce,
06 beMy 1M KONMYECTBY €AMHINL, JO3VPOBaHMS B 3aBMCMOCTM OT NIeKapCTBEHHOV POPMbI 1 THMNa yNakoBKM.

Lns nekapcTBEHHbIX PacTUTENbHbBIX MpenapaToB, KOToOpble NPeAcTaBnsioT coboli pacoBaHHOE NeKapCTBEHHOe
pacTUTENbHOE Chlpbe, Macca NEeKapCTBEHHOrO PAaCTUTENbHOrO ChipbsS U (MNM) aKTUBHOW hapMaLeBTMYECKOM
cybCTaHUMM pacTUTENBHOMO NPOUCXOXAEHNS YKa3bIBAETCS NPU UX ONpeaeneHHoN BNaXHOCTH.

[o3vpoBka (akTMBHOCTb) OMONOrMYEcKoro NEeKapCTBEHHOro npenapata BbipaxaeTcs B COOTBETCTBUM C
TPebOBaHNAMU K MHCTPYKLIMK MO MEOULIMHCKOMY NMPUMEHEHNIO NIEKAPCTBEHHBIX NMpernapaTtoB 1 obLLeil xapakTepucTmke
NEeKapPCTBEHHBIX NMPenapaTtoB AN5 MEAMLMHCKOrO NPUMEHEHNS, YyTBepX daeMbiMn Komuccune.

Ons  panuogpapMaueBTUYECKMX NeKapCTBEHHbIX MNpenapaTtoB (BeTepuHapHbIX nNpenapaToB) yKasblBaeTcs
KONMYECTBO e4MHUL, PaAMOaKTUBHOCTY B 40O3€ UM MEPBUYHOI YNaKoBKe.

23. B cocTaBe nekapCTBEHHbIX rMpernapatoB (BETEpWMHApHbIX MpernapatoB) YyKasblBAlOTCS  aKTUBHbIE
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hapmaueBTmyeckme cybcTaHumMm (KOMMNOHEHTBI) U UX KONUYECTBO.
24. B 06s13aTeNbHOM NOpsiAKe BCTIOMOraTenbHble BeWwecTBa (KOMMOHEHTbI) YKa3blBAOTCS B CNeAyWmUX cnydasx:

a) ANs NeKkapCTBEHHbIX MpenapaTtoB (BeTepunHapHbIX NpenapaToB) A5 NpUMemMa BHYTPb Ha BTOPWUYHOM ynakoBke,
€CNN OHW BKJIOYEHbI B MEpPeYeHb BCMOMOraTe NbHbIX BEWECTB, YKasbiBaeMblX Ha BTOPUYHON YNakoBKe NeKapCTBEHHbIX
npenapaTtoB (BETEPMHaPHbIX NpenapaToB) 4Ns NpueMa BHyTPb, COrnacHo NpUoXeHuio K HacToswmm TpeboBaHusM;

6) 4ons nekapCTBEHHbIX MPenapaTtoB (BeTepUHapPHbIX MpPenapaTtoB) LNS WHBEKLMWA, HA BTOPUYHOW YynakoBke B
NonHOM cocTaBe 6e3 ykasaHuns UX KONMYecTBa;

B) ONS NeKapCTBEHHbIX NMpenapatoB (BeTepuHapHbIX MpenapaTtoB) ANS WHransuuii Ha BTOPUYHON yMakoBKe B
NnonHOM cocTase 6e3 ykasaHUust Ux KONM4ecTBa;

r) ANs NeKapCTBeHHbIX NpenapaTos (BeTepuHapHbIX Npenapartos) AN MECTHOrO U (UNKN) HAPY>XHOro NPUMEHEHNs
Ha BTOPMYHOI ynakoBKe B MONHOM cocTaBe 6e3 ykasaHus UX KONMYeCTBa;

L) ONsi NeKapCTBEeHHbIX MpernapatoB (BETEPUHAPHBLIX MNpenapaToB), NMPUMEHSIEMbIX B OMTanbMONOrMKM Ha
BTOPUYHOV yNakoBKe B NMOJIHOM cocTaBe 6e3 ykasaHus ux KonmM4ecTBa;

€) ONs MHCPY3NOHHbBIX PACTBOPOB HA BTOPMYHOW M NMEPBUYHON yNakoBKax B NMOTHOM COCTaBe.

Dlepxatenb  perucTpaumMoHHOrO  YAOCTOBEPEHMSI  NIEKapCTBEHHOro  npenapata  (npasoobnapatenb
perncTpaumMoHHOro yooCTOBEPEHNS BETEPMHAPHOro npenapara) Bnpase ykasaTb MOJHbIA COCTaB BCMOMOraTenbHbIX
BelecTB (KOMNOHEHTOB) Ha yNakoBKax.

Jns nHY3NOHHBLIX PacTBOPOB Ha NEPBMYHON M BTOPUYHONM YyNakOBKaXxX yKasblBaeTCs TEOPEeTUYecKoe 3HavyeHune
OCMOJIAPHOCTN (OCMONSANBHOCTHN).

Insa MMMYHOJIOTMYeCKNX NekKapCTBEHHbIX npenapartoB (BeTepl/IHaprIX npenapaTOB) Ha BTOpI/I‘-IHOI7I ynakoeke
yKa3blBaeTCcd Konn4ecteBeHHoOe coagepXaHne KoHCepBaHTOB, COp6eHTOB N anbloOBAHTOB.

25. CocTaB romMeonaTn4Yeckmx neKkapCTBEHHbIX NPenapaToB (BeTepUHAPHbIX NpenapaTtoB) YKa3biBAETCS COrlacHo
TEPMMHONOTMW, NPUHATON B roMeonaTuun: Ha3BaHWs roMeonaTuyYeckux oapmaLeBTUYeckx cybcTaHLmMii NpuBoaATCA
Ha NaTWHCKOM $3blKeé C yKasaHvWeM LlKajbl U CTeneHW WX pasBefeHusl, Ha3BaHMS BCMOMOraTesbHblX BeELecTB
NPMBOASATCA HA PYCCKOM 513blKE COM1aCHO JOKYMEHTAM PErucTpaumoHHOro NOChE.

26. Lns nekapCTBEHHbIX pacTUTeNbHbIX MpenapartoB (BeTepuHapHbIX Mpernapartos), KOTOpble MPeACTaBsoT
coboi1 pacoBaHHOE NeKapCTBEHHOE PacTUTENbHOE Cbipbe, COCTAaB yKa3blBAETCS TOMbKO ANs CGOpPOB.

27. Ccbinky Ha CcTaHAapTbl KOHTPONS KayecTBa ANS aKTUBHbIX papMaueBTMYeckux cybcTaHumii u (unu)
BCMOMOraTenbHbIX BEWECTB HE YKa3blBAIOTCS.

28. ﬂ,OI’IyCKaeTCﬂ He yKa3blBaTb OaTy Npon3BoacCTBa, eC/in OHa BK/Il04YeHa B HOMep cepun.

29. [1na koMnnekTa (NekapCTBEHHbI npenapaT (BeTepuHapHbI npenapart) ¢ pacTeoputenem (pasbaButenem))
unu Habopa (komnnekTa 3 2 u 6osee NeKapCTBEHHbIX NMpenapaToB (BeTEPMHaAPHbIX NpenapaTtos)) AOMOMHUTENBHO Ha
BTOPMYHYIO YNakKoBKY HAHOCATCS HOMepa Cepui BCeX NeKapCTBEHHbIX NnpenapaTtoB (BeTepuHapHblX npenapartos),
BXOLSIMX B KOMNNEKT (Habop), N HoMep cepum komnnekTa (Habopa).

30. Mpw HaHeceHMM AaTbl UCTEYEHNS CpoKa rogHOCTM NeKapCTBEHHOro npenaparta (BeTepuHapHoro npenapara)
Ha yrnakoBKe yKasblBaloTCs Mecsil, U rof (Mpu 9TOM MpUW yKasaHuu Mecsila nof [aToi UCTEeYEeHWs cpoka rogHOCTW
noapasyMeBaeTcs NocneaHee YNCNo yKasaHHOro Mecsiua).

Mpn HeobXx0AMMOCTM YKa3blBAOTCS CPOK W YCNOBUSI XpPaHEHWs NeKapCTBEHHOro npenapara (BeTepuHapHOro
npenapara) nocsie nepBoro BCKPbITUSI MEPBUYHON YNakoBKM U CPOK U YCNOBUSI XPaHEHWUs MOCNe MPUroTOBNEHNS
unn pasbasneHust pacteBopa (CyCcneH3aWu) B COOTBETCTBUM C WHCTPYKUMEN MO MNPUMEHEHU NeKapCTBEHHOro
npenapata (BeTEPUHAPHOrOo npenapaTta) W [HOaHHbIMU MO0 WU3YYEeHUO CTaBUNBHOCTU C  YYEeTOM O0XEHUI,
yCTaHOBNEHHbIX TPeBOBAHUAMU K UHCTPYKLMMW MO MEAVNLMHCKOMY NMPUMEHEHWIO NIeKapCTBEHHbIX NpenapaToB 1 obuwel
XapaKkTepucTNKe NeKapCTBEHHbIX NpenapaToB A5 MeANLUHCKOTrO NMPUMEHEHMSI.

Lns komnnekTa (nekapcTBEHHbI NpenapaT (BeTepuHapHbIii Npenapat) ¢ pacTeoputenem (pasbasutenem)) unm
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Habopa (komnnekta M3 2 n 6Gonee NeKapCTBEHHbIX MPenapartoB (BETEPUHAPHLIX MPenapaToB)) Ha BTOPUYHYHO
ynakoBKY HaHOCATCA OaTtbl MPOM3BOACTBA KaXAoro KOMMOHEeHTa nnbo edunHas nata BbinyCcka OaHHOro KoMnnekta
(Habopa), a TakXxe QHdaTbl UCTEYEHWS CPOKa FOOHOCTM KaXJOoro KOMMOHeHTa nnbo ykasbiBaeTcs eauHas pata
UCTEeYeHNs cpoka rogHocTu komnekTa (Habopa).

B cnyyae ecnu ykasaHbl AaTbl UCTEYEHWS CPOKa FOAHOCTM KaXAoro KOMMOHEHTa B OTAENbHOCTW, TO Oarta
MCTeYeHNs cpoka roAHOCTU KoMmnjiekTa (Habopa) onpedensieTcs No Hawbonee paHHel OJaTe WUCTeYeHUs cpoka
roAHOCTN KOMMOHEHTOB, BXOAAIWMX B KOMNNEKT (Habop).

31. [1ns nekapcTBEHHbIX pacTUTENIbHbIX MpPenapaToB (BeTepUHapHbIX MpenapaTtoB), KOTOpble MPencTaBnsioT
coboil pacoBaHHOE NEKAPCTBEHHOE PACTUTENBHOE Cbipbe, MNPUBOAMTCS METOAMKA MPUrOTOBNEHUS BOLHbIX
W3B/IEYEHWIA C yKa3aHNEM YCNOBWI XpaHeHNs 1 CpoKa roAHOCTW BOAHOMO U3BNEYEHNS.

32. Cnocob npuMeHeHus (nNyTb BBeHOeHWs, crnocob BBeOeHMs!) yKasblBaeTCs B COOTBETCTBUM C obwen
XapakTepUCTUKOM [aHHOrO NEKaPCTBEHHOrO npenapata W MHCTPYKUMER Mo MPUMEHEHUID OAHHOIMO BETEPUHAPHOMO
npenapata. MyTb BBeaeHUs (cnocob BBeOEHWUS) He yKasblBaeTCsl, €CNM OH BKJIIOYEH B Ha3BaHWE NeKapCTBEHHO
oopMbl. [lonyckaeTcsl He ykasbiBaTb CMOCOO MpUMeHeHUs ons Tabnetok u Kancyn, npeAHasHavyeHHbIX ANns npuema
BHYTPb.

[onyckaeTcs HaHOCUTb HaANWCb cnepylowero cogepXxaHus: "Cnocod MNpUMEHEHWS: CM. WHCTPYKUMIO MO
MEIOMLVHCKOMY MPUMEHEHMWI0 (TUCTOK-BKNadplW)" OAs NeKapCTBEHHOro npenapata unu "Crnocob NpUMEHeHWs:: CM.
WHCTPYKLMIO MO NPUMEHEHNIO (NMCTOK-BKNAAbIW)" fns BETEPUHAPHOro Npenapara.

33. Ha nepBunyHoi1 ynakoBke Hebonblumx pasmepoB (obwas nnowanb TEKCTOBOro nonsi He 6onee 10 cm 2), Ha
KOTOPOli HEBO3MOXHO PasMecTUTb BCKO HeEobBXoOMMYID WHGIOPMALMIO, AOMYycKaeTcs WCMONb30BaTh Clenyrowune
OOWENPUHATBEIE  COKpALEHNs NyTW BBEOEHWS WHDBEKUMOHHbIX NEKAPCTBEHHbIX MPEenapaToB (BETEPUHAPHbIX
npenaparTos): "B/B" (BHYTPMBEHHOE BBEAEHME), "B/M" (BHYTPUMbILWEYHOE BBEAEHME), "W/K" (MOLKOXHOE BBEAEHUE).

34. TMpu HanMuMm [OCTATOYHOrO TEKCTOBOrO MOMS Ha YMakoBKe MNPearnovTUTeNbHO HaHeceHue MOJHOM
uHdopmMaumm o crnocobe MPUMEHEHUs NeKapCTBEHHOro npernapaTta B COOTBETCTBMM C oOlwel XxapakTepUcTUKoWn
JaHHOrO NeKapCTBEHHOro npenapaTta, a BeTepuHapHOro npenapata -B COOTBETCTBUM C WHCTPYKUMEWH Mo ero
NPVMEHEHNIO.

35. OcobeHHOCTU MapKUPOBKM NEKAPCTBEHHbIX MPEenapaTtoB (BETEPUHAPHLIX MPENAPaToB), OTHOCALWMXCA K
HapPKOTUYECKMM CPEeACTBaM, MCUXOTPOMHbLIM BELWECTBAM U KX NPEKypcopaM, yCTaHaBAMBAOTCA B COOTBETCTBMMU C
3akoHOaTeNbCTBOM rocy,AapCcTB-4/1eHOB.

36. Ycnoeua oTnycka nekapCTBEHHOro mpenapara ykasbiBaloTCA B COOTBETCTBMM C OA0OpPEHHON npwu
permctpaumm kKateropmen 0Tnycka, MPUCBOEHHOW C y4yeToM NpaBuf OnpefeneHus KaTeropui NekapCTBEHHbIX
npenapartoB, oTnyckaemblx 6e3 peuenta M no peuenty, yTeBepxaaembix Komwuccuein, a ycnosus oTnycka
BETEPUHAPHOro npenapara - B COOTBETCTBUN C MHCTPYKLUUEN MO ero NPUMEHEHMIO.

Jnsa nekapcTBeHHbIX nMpenapaTtos (BeTepuHApHbIX MpenaparTos), peanuadyeMblX TOMNbKO ONAS CTauMoHapoBs, Ha
ynakoBke ykasblBaeTcs cregytowas uHgopmaums: "Ons craumoHapos”, mpu 3TOM ykasaHue "no peuenty" ("6e3
peuenTa") He NMPUBOAUTCS.

37. Ha BTOpUYHYto ynakoBky 065i3aTeNbHO HAHOCATCS cleaytowme npeaynpeanTenbHbie HaanMcu 1 CUMBObI:

a) "XpaHnTb B HELOCTYMHOM AN AeTen mecte";

6) "CTepunbHO" (ONs CTEPWBbHBIX NEKapPCTBEHHbBIX CPEACTB (BETEPUHAPHbIX CPeaCTB));

B) "AHTuTena k BWY-1, BWY-2, Bupycy renatuta C » NOBEPXHOCTHbIA aHTUreH Bupyca renatnta B He
obHapy>XeHbl" (LN NEKAPCTBEHHbLIX CPEACTB, NMONYYEHHbIX N3 KPOBW, MNasMbl KPOBU, OPraHOB M TKaHel YenoBeka);

r) "oMeonaTtmyeckunin” (o8 romeonaTmnyeckmx nekapCTBeHHbIX NpenapaTos (BeTepUHaPHbIX NpenapaTos));

) 3HaK paavauuoHHO onacHocTU (ons panModdapMaueBTUYECKMX NEKAPCTBEHHbIX CPEACcTB (BETePUHApPHbIX
CPencTB));

e) "lpoaoykuusa npowna pagvaurMoHHbI KOHTPONb" (4N NeKapCTBEHHbIX npenapaTos (BeTepuHapHbIX
npenapartos), NPeACTaBNSOWMX COOo dhacoBaHHOE NeKAPCTBEHHOE PACTUTENBHOE Cbipbe);
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X) "Onsa BeTepnHapHOro npuMeHeHus" (418 BeTepMHapHbIX CPEACTB).

Mpy HeobxooMMOCTW Ha yNakoBKY HAaHOCATCS ApYyrve HaamnvMcu U CMMBONbI MpemsynpeanTenbHOro xapakTepa,
€CN OHN NPeayCMOTPEHbI B HOPMATMBHOM JOKYMEHTE Mo KayecTBy Ha npenapar.

38. B MapkvupoBke roMeonaTtmMyeckoro NeKapCTBEHHOro npenaparta, 3aperMcTpyMpoBaHHOIO MO YMPOLWEHHO
npouenype peructpauuy (B COOTBETCTBMW C MpaBuIamMn perucTpaumm u aKCnepTusbl NEKAPCTBEHHbIX Npenapartos
ONS MEeOWUMHCKOrO MNPUMEHEHUs!), HONMXHbl ObiTb yKasaHbl WCKIYATENBHO crefylowue (M HUKakue Apyrue)
CBEAEHNS:

a) Hay4yHOe HaMMEHOBaHWE rOMeonaTUYeckol HACTOMKMU (FOMEeoMmaTMYeckmMx HacTOeK) C yKas3aHWEM CTerneHu ee
(ux) passBepeHus (C UCMONb30BaHWEM CUMBONOB papmakonen, KoTopas ykasaHa [Ansg AaHHOW npouenypbl
permcTpaummy roMeonaTuyecknx NeKapCTBEHHbIX MpenapatoB B COOTBETCTBMM C MNpaBunamum peructpauuy u
9KCMepTM3bl NEKAPCTBEHHbIX MPenapartos ANs MELULMHCKOro NpuMeHeHuns). Ecnu romeonatmyeckunii nekapCTBEHHbIN
npenapat coctouT M3 2 u 6onee romeonatUYeckUx HacTOEeK, AOMYyCKaeTCs LOMONHATb Hay4YHOe HauMeHOBaHwe
HacTOEeK TOProBblM HAVMEHOBAHWEM;

6) HavMeHOBaHWS W agpec AepXaTens PerucTpauvMoHHOro YAOCTOBEPEHMS U npu  HeobxoZuMocTu
NPON3BOANTENS;

B) cnocob BBeAEHUS U MpK HEOOXOOAMMOCTW NyTb BBEAEHUS;

r) mara ucTevyeHms cpoka rogHocTu (Mecsau n ron);

[) nekapcTBeHHas oopma;

e) dhopMa BbINycka;

X) cneumnanbHble YCNOBUSA XpaHeHUs (Mpu Hanuyuu);

3) cneuunanbHoe Npeaynpex.aeHne (Npyu HeobXoaNMoCTH);

1) HOMep cepumn NPOU3BOANTENS;

K) perucTpaumnoHHbIi HoOMep (4NS BeTepUHAPHbIX NpenapaTos);

n) 3anucb: "MoMeonaTUYecKuin NnekapcTBEHHbI NpenapaTt 6e3 0006peHHOro NokasaHust K NPUMEHEHN";

M) NpenynpexaeHne o HeobxoaMMoCTM obpalleHns K Bpavy npu COXpaHeHU CUMNTOMOB 3a60NEBaHNS.

IV. Tpe6boBaHusa K cnocob6am HaHeCeHUsi MapKUpPOBKM

39. B mapkumpoBke NneKkapCTBEHHbIX CPEeACTB (BeTepuHapHbIX CPEeACTB) LBET Haanucei, 3HakoB, CHMBONOB
JONMXeH OblTb KOHTPACTHbIM MO OTHOWEHMIO K (POHY, Ha KOTOpbIA HaHeceHa MapkupoBka. Crnocob HaHeceHus
MapKUpPOBKM LONMXeH obecneyvBaTtb ee COXPaHHOCTb B TEYEHWe BCEro cpoka rogHOCTV NeKapCTBEHHOrO CpeacTBa
(BETEPMHAPHOro CpeacTBa) Npu cobNIOAEHNN YCTAHOBNEHHbBIX YCNOBUIA XpaHeHus. [lonyckaeTcs HaHeceHne Homepa
cepuwn, AaTtbl NPON3BOACTBA, CPOKA FOLHOCTU METOAOM TUCHEHNS (CUMBONbI UMEIOT LBET (POHa).

TpeboBaHMS K COCTaBMEHWIO U BEPCTKE WHCTPYKUMM MO MEOUUMHCKOMY MPUMEHEHWI0, YCTaHOB/IEHHbIE
TpeboBaHNAMU K MHCTPYKLMM MO MeANLMHCKOMY NMPUMEHEHWIO NEKAPCTBEHHbIX NpenapaToB 1 obel xapakTepucTrke
NEeKapCTBEHHbIX NpenapaToB AN MEAWMUMHCKOrO MPUMEHEHWUS, MPUMEHUMbl M K MapkKupoBKE NeKapCTBEHHbIX
npenapatoB. PekoMmeHayeTcsi, 4TOObl pasmep BCEX CMMBOJIOB B MapKMPOBKE NEKAPCTBEHHbIX MpenapaTtos
(BeTepuHapHbIX NpenapaToB) COCTaBNAN HE MeHee 7 MYHKTOB (MK Kernb wpudTa, NpyM KOTOPOM BbICOTa CTPOYHOM
"x" cocTaBnseTt He MeHee 1,4 MM), @ paccTosHNE MeX Ay CTpoKamm He MeHee 3 MM. TekCT Ha HebobWKuX ynakoBkax
LOJIXEH MMETb MaKCUMMasnbHO KPYMHbI/ KErfb WPMAdTA B LENAX CHUXEHUS BEPOATHOCTY OWNOOK NPUMEHEHNS.

40. CnepyeT Haunyywmm obpa3oM MCnoNb3oBaTh AOCTYNHYIO NOBEPXHOCTb MEPBUYHON U BTOPWUYHOM YyNakoBOK
NEeKapPCTBEHHBLIX NMpenapaToB (BETEPUHAPHLIX NpenapartoB). BaxHbie cBegeHUs ons nNpaBuibHOrO M 6e3onacHoro
NPUMEHEHVs NEeKapCTBEHHOro npenapaTta (BeTepvHapHOro npenapaTta) [OOMIXHbl YyKasbliBaTbCs MakCMMasnbHO
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KPYMNHbIM Kernem wpugota Ha Hambonee onTUManbHbIX NOBEPXHOCTAX yNakoBOK.

HavmeHoBaHve npenaparta, LO3VPOBKY W, €CNM NPUMEHNMO, obllee coaepXaHue akTUBHOW (hapMaLeBTUYECKOW
cybcTaHumm, a Takxe NyTb BBeAEHWS HeobxoOuMMmo pasmewatb B OLHOM MONe 3PEHUs, UCMONb3ys MaKCUMasbHO
KPYMHbIA Kernb wpudpta. Ecnm Ha HeGONbILO ynakoBKe HEBO3MOXHO OTPasnTb BCE KPUTUYECKME CBELEHNS B OLLHOM
rnone 3peHns, OMyCcKaeTCsl X pasMelleHne B pasHbix nonsix. [ns coxpaHeHus ynobo4MtaemMocT NpeacTaBnsiemMblx
CBEOEHUA HeobX04MMO WCMONb30BaTh pPAaLMOHANBHOE MO OTHOWEHWIO K pasMepy WCMonb3yeMoro wpudgTta
paccTosiHNe MeXxAay CTpoKamu 1 Npobesnbl Mexay CroBamu.

41. Tpn HannuMn MecTa Ha NEpBMYHON W BTOPWMYHON YyMakoBKax A[OMyckaeTcs ykKasbiBaTb fIOrOTUMbLI U
NMUKTOrpammbl  papMaLeBTUY4EeCKON KoMnaHuM (PUPMbI-NPON3BOAUTENS) MPW YCNOBWM, 4YTO OHW HEe HapywaroT
ynoboumtaemMocTb 06s13aTeNIbHbIX CBEAEHNIA.

42. Ons obecneyeHnsl NpaBUNbHOW MAaeHTUVKauMM 1 Bolbopa nekapcTBEHHOro npenaparta (BeTeprMHapHOro
npenapata) noTpebutensamu (nprobpeTatensaMu), a TakXe MpW OrpaHMYEeHHOCTM MecTa Ha YMakoBKE Mpu
pa3paboTke AmnsairiHa ynakoBKM BO3MOXHO UCMONb30BaHNE NHHOBALMOHHbBIX METOLOB.

43. Heobxoanmo nsberatb MCNONb30BaHUS co3patower 61Ky rnsHUEeBo, UBeTa MeTanvk Unm UHOW ynakoBKY,
CHuXatower ynobouymtaeMocTb MHAoOpMaumn. He pekoMeHOyeTcsi UCMonb30BaHWE PasfnyHbIX LBETOB WwpudTa B
HanMeHOBaHWM NeKapCTBEHHOrO npenaparta (BeTepuvHapHOro npenapaTta) WM B OTOEeNbHbIX OykBax (cMMBoOnax)
HanMeHOBaHWS, NMOCKO/bKY 3TO HEraTMBHO BIMSIET HA NPABW/IbHOCTb PaCMO3HABaHWS IeKapCTBEHHOMO npenapara.

Bo nsbexaHue pucka HernpaBUbHOMO NMPUMEHEHNS1 NEKAPCTBEHHOrO mnpenaparta (BeTepuHapHOro npenapara)
BC/IeICTBME CXOLCTBA €ro ynakoBkuM C yrnakoBkamun Opyrux fneKkapcTBeHHbIX MpenaparTos (BeTeprHapHbIX NpenapaTos)
cnenyeT NpuUMeHsTb 0cobylo LIBETOBYIO MAOEHTUMUKALMIO YNaKOBKWM U MHble Crnocobbl, MoBblWalowmwe BuU3yanibHoe
pasnuyeHne ynakoBok. KonmuecTBO LBETOB, MCMONb3yeMblX B AM3aliHE YNakOBKMW, OOMXHO OblTb pauMOHANbHO
060cHOBaHO, 4TOObl MakCMMasbHO MCK/YMTb BEPOSITHOCTb MepenyTbiBaHus noTpebutensmu (npuobpetatensmu)
NEeKaApPCTBEHHOrO npenaparta (BeTepuHapHoro npenapata). Ins obecnevyeHus npaBuibHOW uwaeHTUrKaumm u
NMPVMEHEHNS NeKapCTBEHHOro npenapaTa (BeTepuHapHOro npenapata) notpebutensmu (nmpuobpetatensiMm) npu
MapKuUpoBKE MEPBUYHOM YMakoOBKWM crnegyeT WCNONb30BaTb TOT Xe UBETOBOW AM3aiH, YTO U NPU MapKuposke
BTOPWYHOM YNakoBKW.

44. MapkvpoBka [onXxHa ObiTb eOuHOW [ONs NEeKapCTBEHHbIX MpenapaTtoB (BETEPMHAPHBIX MNpenapartos),
BbiMyckaeMblx B obpalleHne Ha TeppuTopusSX rocynapcTB-y4neHoB. [py Hanuuuy pasnuyaroweincs uHdopmaumm
(ycnosusi oTnycka v T.Mn.) ee ykasblBaloT C MUCMOMb30BaHWEM AOMONHUTENbHOW STUKETKM (CTMKepa) B cneumanbHO
OTBELEHHOM Mone BTOPUYHOWA ynakosBku. Ecnvm Ha BTOPUYHON ynakoBKe NPenycMOTPEHO MpefHasHavyeHHoe nns
creuvanbHOW MHQOpMauMM rocynapctea-yfieHa none, B Hero [OMyckaeTcsl HaHeceHue Takon wuHdopmauum
(Hanpumep, pasHbIi cTaTyCc OTMNycka M3 anTeyHol CceTu wunm crneumanbHas wHdopMaums: “"ynakoska Ans
cTaunoHapoB", "Mo rocyAapCTBEeHHbIM Nporpammam” n ap.) 63 MCnonb30BaHNS 3TUKETKU (CTUKEPA).

Pa3mep nons nns pasmelleHnst CTUKEPOB He A0MXEH NpeBbiwath 1/6 obwei nnowanm BTOPUYHOM yNakoBKK, Npu
3TOM JaHHOoe rnone He JOMXKHO 3aKpbiBaTb NHOPMaLNIO, NEPBOHAYANIbHO HAHECEHHYIO HA BTOPUYHYIO YNakoBKY.

45. [ins opcpaHHbIX NMpenapaToB, a TakXe AN OTAENbHbIX NeKapCTBEHHbIX NpenapaToB, MO COrnacoBaHWIo C
YNONHOMOYEHHBIM ~ OPraHOM roCyLapCTBa-4feHa, OCYLWECTBASOWMM PErncTpaumuio  Takoro /1eKapCTBEHHOrO
npenapara, LoMycKaeTCsl HAHECEHME MapKUPOBKYM C NCMO/Ib30BaHNEM LOMONHUTENBHON 3TUKETKN (CTUKEpa).

46. [Npun MapK1poBKe pasnnyHbIX AO3UPOBOK (KOHUEHTPaUWiA 1 T.M.) NeKapCTBEHHbIX NpenapaTos, BbiMNyCKaeMblX
B BMOE OLHOV NEeKapCTBEHHON ¢POpMbl, JONIXHO ObiTb MPEAYyCMOTPEHO Pas3niMyHOE LBETOBOE PEeWeHue WM MHOWM
cnocob, obecneynBaroWwmii YTKOE BU3yanbHOE BblAeNEHNE JO3NPOBKU (KOHLUEHTpALUM U T.1.).

PasnnyHble 0O3MPOBKU OOHOrO M TOrO X€e NeKapCTBEHHOro npenaparta (BeTepuHapHoOro npenapara) cnegyet
yKasblBaTb 04MHaKoBO (Hanpumep, 250 mr, 500 mr, 750 mr, 1000 mr, a He 1 r). He gonyckaeTcs ykasbiBaTb KOHEYHblE
Hynu B Opo6HOM yacTM [O3MPOBKM (cnemyeT ykasbiBatb 2,5 Mr, a He 2,50 wmr). He cneayet ucnonb3oBatb
LECATUYHbIA pa3gennTenb (3ansaTylo), ecnym 3Toro MoXxHo m3bexatb (cnegyeT ykasbiBatb 250 Mmr, a He 0,25 r). U3
coobpaxeHuii 6e3onacHOCTV HEOHXOAMMO NcaThb CMOBO "MUKPOrpaMM” MOSHOCTbLIO, a He cokpawatb ero. OfHako B
OTHOENbHbIX Clly4asx NpW BO3HUKHOBEHUW 3aTPYOHEHWR, KOTOPble HEBO3MOXHO YCTPaHWUTb YMEHblUEHVWEM Kerns
wpundpta, [gonyckaetcs npu Hanuuum OoBOCHOBAHWA WM OTCYTCTBMM OMACEHW A B OTHOWeEHUM 6Ge3onacHoCTU
NCNONb30BaThb COKPALLEHHYIO OOpMyY "MKr".

47. TMyTb BBEOeHWs OONXEH COoBMagaTb C yKasaHHbiM B 0OWel XapakTepucTUKe OAHHOrO NeKapCTBEHHOro
npenaparta WAM MHCTPYKLUMW MO MPUMEHEHWI0 [JaHHOro BEeTeprHapHOro npenapaTta M CTPOro COOTBETCTBOBATb
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CcTaHOapTHbIM TepMuHaMm. He cnenyeT nMcnonb3oBaTtb HeratuBHbIE BblpaXeHus (Hanpumep: "He onsg BHYTPUBEHHOro
BBeleHns"). JonyCcTuMbl TONbKO CTaHAapTHbIE coKpaweHns (Hanpumep, B/B, B/M, n/k). MNpoyne HecTaHAapTHbIE MyTK
BBEIEHNs cnemdyeT ykasblBaTb MOMHOCTbIO. Ecnn nauveHTam He 3HakoMbl NyTW BBELEHWS, B WHCTPYKUMW MO
MeIMLMHCKOMY MPYMEHEHNIO NeKapCTBEHHOrO nNpenaparta A0MXHbl 6biTb AaHbl pa3bACHEHNS. 9TO 0COBEHHO BaXHO B
OTHOLWWEHNW NeKapCTBEHHbIX MpenapaTos, OOCTYMHbIX A5 CAMOCTOSATENIbHOrO NPUMEHEHNS.

48. Ecnm Ha nepBuyHOM M (UNK) BTOPUYHOM YMakOBKaxX MCMOMb3YOTCSA TEKCTbl Ha HECKONbKUX $3blKax,
HeobxoanMo 0b6ecneynTb YeTKoe pasrpaHnyeHne Takmx TEKCTOB.

49. Bce paHHble, HAHECEHHbIE Ha S4YEKOBYO YNakoBKY, HOMXHbI OCTaBaTbCsl AOCTYMHbIMK Ans notTpebutens
BNMOTb 0O M3BNEYEHWUs nocnefnHeit 0o3bl. Ecnv HEBO3MOXHO HAHECTU BCE CBEOEHWUS HA KaXOylo S4eilky Takom
yNakoBKM, OOMycKaeTcsi cnocod mx CnyyalHoOro HaHeceHusl, Npu KOTOPOM OHW pacrnonaratTcs ¢ MakCUManbHO
4acTOTOW Ha MOBEPXHOCTU AYEKOBOW ynakoBku. LlonyckaeTCcs HAaHOCUMTb HOMEP Cepuy U JaTy WCTEYEHUs cpoka
roAHOCTU Ha Kpali S4elikoBol ynakoBku. Mpu Hannymm TEXHNYECKON BO3MOXHOCTW CiedyeT HaHOCUTb 3T CBeeHus
Ha oba kpas Kax[oW s4eiikoBOi ynakoBku. Bce Tpebyemble B OTHOWEHUW MEPBUYHBIX YMAKOBOK CBEAEHUS
HeobX0OMMO HaHOCWUTb Ha KaxAyl eauHuuy [03bl hopMbl BbiMycka, COAepXallei OAHOA030Bble SYENKOBbIE
ynakoBKMU.

MpunoxeHune

kK TpeboBaHMsM K MapKUpOBKe
neKkapCTBEHHbIX CPeACcTB Ans
MeLMLIMHCKOr O NPUMEHeHNs

N BETEPUHApPHbIX
NeKapCTBEHHbIX CPeACTB

I'Iepel-leHb BCrNoMorartesibHbIX BeWw,eCTB, yKa3blBaeMbiX Ha BTOpVI'-IHOﬁ ynakoBKe JieKapCTBEeHHbIX
npenapartos (BETepMHaprIX npenapa‘ros) Ansi npyueMma BHyTpb

Kog Moporosoe
BCMomora- cofepxaHuve
TeNbHOro
BellecTsa
A3okpacuTtenu:
COJIHEYHbIN 3aKaT XenTblin E110 0
a3opybuH (kapMyasuH) E122 0
NyHUOBbIN (MOHCO 4R, KoweHunesbI KpacHbI A) E124 0
6prnnmaHToBbIA YepHblii BN (4epHbiii 6nectswmii BN, yepHbiii PN) E151 0
ApaxvcoBoe mMacno 0
AcnapTtam E951 0
ManakTo3a 0
["noko3a (fekcTposa) 0
nuuepon (ravuepuH) 10 r/no3a
M3omanbT (M3oManbTumT) E953 0
Kanuiiconepxalume coegmHeHns 39 Mr/gosa
KactopoBble Macna nonnaTokCUNNMPOBaHHbIE (Makporona ravuepunpuumnHonear, 0
Makporona rauuepuarnapokcucTeapar)
KoHcepBaHThI 0
Kennuton (kennuT) 10r
KyHXyTHOE Macno 0
NakTtuTon (nakTuT) E966 0
NakTo3a 0
NaTtekc (kayyyk HaTypanbHbIi) 0
ManbTuton (ManbTuUT) E965 0
MaHHUTON (MaHHNT) E421 10r
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MoueBuHa 0
Hatpwuiiconepxaime coeanHeHns 23 mMr/pgo3a
[MponuneHrnnkonb 1 ero acpupsbl 400 mr/kr gns

B3pocsbix 200
MI/Kr ons geten
MweHWYHbIN Kpaxman 0
Caxap VHBEpPTHbIl
Caxaposa
Coesoe macno
Cop6uTton (copbur) E420
®deHnnanaHuH
dopmanboerng
®dpykTO3a
ST1aHoN* (CnMpT 3TUOBbIN)

O OO O OO OoOo

* MpoueHTHoe cofepxaHue (06/06) B XnOKMUX NEKAPCTBEHHbLIX POPMAX.

ONEKTPOHHbIA TEKCT OOKYMEHTa
noarotoeneH AO "Kogekc" n ceepeH no:
opmumanbHbIA canT

EBpasuninckoro skoHoMM4eckoro cotsa
www.eaeunion.org, 21.11.2016
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