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M3MEHEHUE N 1
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YTBEepXAeHo n BBefeHo B Aewicteme lNpukaszom denepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynnpoBaHUIo U
meTtponorum ot 27.06.2013 N 210-cT

Pasnen 1. AB3au 0OMNOMHUTb CChINKOA: [3].

Pazpen 2. Vickntountb cebinky Ha TOCT 10117.1-2001 n ero HauMeHoBaHue;

3ameHuTb ceblky: FTOCT 12301-81 Ha TOCT 12301-2006;

ona FOCT 13950-91 3amMeHnTb CNOBO: "3akaTaHHbIe" Ha "3akaTHbIe".

MyHkTbl 4.11, 4.13. 3amMeHNTb cnoBa: "nekapcTBEHHble cpeacTBa” Ha "nekapcTBeHHble NpenapaTthbl” (4 pasa).

[MyHKT 5.2 M3N0XNTb B HOBOW peaakumu:

"5.2 JlekapcTBeHHble npenapatbl, 3a WCKNIOYEHWEM NeKapCTBEHHbIX MNpenapatoB, W3rOTOBMIEHHbIX
BETEPMHAPHBIMU aNTEeYHbIMW OPraHn3aunsaMn, UHOUBMAYASIbHbIMA NPEANPUHUMATENSAMUN, UMEIOWMMA NNLEH3NIO Ha

hbapmaueBTNYeCKyo OeAaTeNbHOCTb, OO/IXKHbI NOCTyNaTh B 06pameHme, ecnu:

1) Ha WX NEepBMYHON YyNakoBKE (3a WCKMIIOYEHWEM MEPBUYHOV YNaKOBKM JIEKAPCTBEHHbIX PaCTUTENbHbIX
npenapartoB) XOPOLWO YNTAEMbIM WPUGTOM HA PYCCKOM 513blKe yKalaHbl:

- HauMeHoBaHVe opraHN3aunn-NPON3BoANTENA UK ee TOBAPHbIV 3HaK (I'Ipl/l TEeXHUYEeCKoWn BO3MO)KHOCTVI);

- HaMMeHOoBaHWE NeKapCTBEHHOro npenapara (MeXAyHapogHOe HeMaTeHTOBAHHOE, WM XUMUYECKOoe, WUnn
TOProBoe);

- HOMep cepuu;
- nata Bbinycka (4ns MMMyHOOMONOrMYeckmx NEKapCTBEHHbIX NpenapaTos);

- CPOK rO4HOCTY;

- O3MPOBKA UMM KOHLEHTpauums, 06 beM, akTUBHOCTb B e ANHULAX OEACTBUS UK KONMYECTBO A03;

- Hagnuck "Mns BeTepuHapHOro NpuMeHeHus";

2) Ha UX BTOPWYHOI (MOTPEbUTENbCKOIA) YNakoBKe XOPOLO YATAEMbIM WPUGTOM HA PYCCKOM 53blKe yKal3aHbl:

- HAUMEHOBaHMe OpraHM3aLun-NPoON3BoOANTENS, ee afpec N TOBAPHbIN 3HaK;

- HaVIMeHOBaHWe NekapCcTBEHHOro npenapara (MeXx.ayHapoaHoe HenaTeHTOBaHHOe NN XMMUYECKoe U TOProBoe);
- NekapcTBeHHas opma;

- KOHLEHTpaums nnn cogepxaHue OeicTByowero (AercTByoWwmnx) Belwectsa (BewecTs) (B BECOBbIX, 06 bEMHbIX
WM OTHOCUTENbHbIX BENNYNHAX);

- aKTMBHOCTb B eNHMLUAxX AENCTBUSA nnbo KoNnm4yecTso 003 B ynakoBkKe,

- KONMYECTBO NEKAPCTBEHHOrO rnpenaparta B eAVHULE YNakoBKU (B BECOBbIX, OB bEMHbIX WU KONNYECTBEHHbIX
eavHuuax);
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- HOMep cepun U gata NPoM3BOLCTBA [(faTa Bbinycka) ANS MMMYHOBUONOrMYECKUX NEKAPCTBEHHBIX Npenapartos].
JonyckaeTcs HoMep cepun 1 aaty NPOU3BOACTBA (BaTy Bbinycka) 0603Ha4Yatb cnuTHO. MNpy 3TOM nocnenHve YyeTbipe
uncopbl B HOoMepe 06003HauYalT Mecsu M rof MPOM3BOACTBA (BbiMycka) nekapcTBeHHOro npenapata. Lndopsl,
npegwecTsyoWme NOCNeLHUM YeTbIPEM, SBASAIOTCS NPON3BOACTBEHHLIM HOMEPOM CEPUN;

- HOMEpP PEerncTpaurnoHHOro yaoCTOBEPEHUS;

- CPOK FrO4HOCTWK;

- cnocob npYMeHeHNs;

- YCNOBUS XpPaHEHNS;

- YCNOBUS OTNYCKa;

- NpeaynpeanTenbHble HAAMUCK;

- nHbopmMaums o0 NOATBEP X AEHNM COOTBETCTBMS;

- 0603HayeHVe NoKyMeHTa, TpeboBaHMSIM KOTOPOro COOTBETCTBYET IEKapCTBEHHbIA Npenapar;

- WTPUXOBOM KOAL;

- Haanucb "Ilnsg BeTepnHaApHOro NpuMeHeHns".

MyHkT 5.2.1. MepBbiii ab3au. 3aMeHNTb CNOBO: "N3roToBnseT" Ha "NnpouseBoanT";

nocnegHuii absau. 3ameHnTb cnoea: "Harty marotoeneHus" Ha "IlaTty npoussBoncTea (maTty Bbinycka)"; "martbl
N3roToBneHus" Ha "gatbl NPOM3BOACTBA (AaThl BbiMycKa)".

MyHkT 5.2.3. 3ameHnTb cnosa: "Mpwu narotosneHmun” Ha "Mpm Npon3BoacTee”.

MMyHKT 5.3 M3N0XNTb B HOBOW peaakLmu:

"5.3 dapmaueBTmyeckne cybCcTaHUMU LOMXHbI NOCTynatb B obpalleHve, ecnv Ha WX NEPBMYHON YMnakKoBKe
XOpPOWO YATAEMbIM WPUETOM HA PYCCKOM $3blKe YyKasaHbl: HaWMEHOBaHWE papMaueBTMYECKOW cybcTaHumm
(MexayHapooHOe HenaTeHTOBaHHOE UMM XMMUYECKOEe M TOProBOe HauMEHOBAHWS), HAMMEHOBaHWE MPOM3BOAUTENS
papmaLeBTnYecko cybcTaHuuW, HOMep cepuu K JaTta MPOVM3BOACTBA, KOMMYECTBO B YMAKOBKE U €4UHMUbI
N3MEePEHNst KOMYeCTBa, CPOK MOAHOCTM U YCNOBMS XpaHEHUS".

MyHkTBl 5.4, 5.5. 3ameHnTb cnoBa: "nekapcTBEHHOE CPEeaCTBO" Ha "NeKkapCcTBEHHbI npenapaTt” (3 pasa).

MMyHKT 5.6 nCKNOUNTb.

MyHKT 5.7 N310XNTb B HOBOW peaakumm:

"5.7 JlekapCTBEHHble CPeAcTBa B KayecTBe CbIBOPOTOK [JONXKHbI MOCTynatb B oOpaweHne ¢ ykasaHueM
XMBOTHOrO, N3 KPOBW UMM MNa3mbl KPOBN KOTOPOro OHM MOJyHeHb!".

MyHkTbl 5.8-5.15. 3amMeHnTb cnoBa: "nekapcTBeHHble cpeacTBa” Ha "nekapcTBeHHble npenaparthl” (10 pas).
MMyHKT 5.16 N3N0XUTb B HOBOW pefakuun:

"5.16 YnakoBka NeKapCTBEHHbIX CPEACTB, NpefHasHayYeHHbIX UCKIKYUTENbHO LS 9KCnopTa, MapkupyeTtcs B
COOTBETCTBUU C TPeBOBaHNSAMU CTpaHbl-umMnopTepa”.

MyHKT 5.17. UcknounTb cnosa: "(npu Hanuymm)".
MyHkT 5.17, 5.22. 3amMeHnTb cnoBa: "nekapcTBeHHOE CPeacTBO" Ha "nekapcTBeHHbIV npenapar” (4 pasa).

MyHkT 5.18. 3ameHnTb ccbinky: 5.2 Ha 5.2, 5.3.
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MMyHKT 5.24 N3N0XUTb B HOBOW peaakuun:

"5.24 Ha TpaHCMOpTHylO Tapy, KoTopasl He npedHasHadyeHa Ons notpedbutenein M B KOTOPYI MOMELLEHO
nekapcTBeHHOEe CPenCcTBO, HAHOCAT Cneaylolyto nHpopmaumio:

- HAMMEeHOBaHWe U MeCcTOHaxoXAeHre NPou3BoANTENS NEKAPCTBEHHOrO CpeacTaa [agpec, B TOM Yucne cTpaHa u
(MnKn) MecTo NPou3BOACTBA NEKAPCTBEHHOrO CPeAcTBal;

- HaVIMeHOBaHVe NeKkapCTBEHHOro CPeACcTBa;
- HOMep cepuu;

- naTy Npom3BOACTBA (AaTy BbiMycKa);

- CPOK rOAHOCTW NEeKapCTBEHHOro CPpeacTBa;

- YCNOBMS XpaHeHUsl 1 NepeBO3KMN NeKapCTBEHHOMO CPeCcTBa;

- KONNYECTBO BTOPUYHbBIX (MOTPEBMTENbCKNX) YNaKOBOK NeKapCTBEHHOrO CPEeACTBa;
- HeobXx04UMble NpenynpeanTenbHbIe HaANUCK;

- Haanucb "Ilnsg BeTepnHaApHOro NpuMeHeHns".

Pasnen "Bubnuorpacpus" nononHMTe nosvumei - [3]:

"[3] N ®3-61 01 12.04.2010 PepnepancHblit 3akoH "Ob6 obpalleHnn nekapcTBEeHHbIX
cpencts”

ONEeKTPOHHbIA TEKCT OOKYMEHTa
nogrotosnieH 3A0 "Komekc" n ceepeH no:
oouumanbHoe n3pgaHve

MYC N 10, 2013
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