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MNpepncnosune

Llenn, oCHOBHbIE NPUHLMUMbI 1 OCHOBHON NOPAAOK NpoBeAeHnsa paboT N0 MeXrocyaapCTBEHHON CTaH-
naptusaumm yctaHossieHbl TOCT 1.0—92 «MexrocygapcTBeHHaa cuctema craHgaptusaumn. OCHOBHble
nonoxexusa» nFOCT 1.2—2009 «MexrocygapcTBeHHasa cuctema ctaHgaptusauun. CtaHgapTel Mexrocygap-
CTBEHHbIE. MpaBuIa 1 pekoMeHAaLumm No MexrocyaapCcTBeHHON cTaHgapTusayuu. Mpasuna paspaboTku, npu-
HATUSA. MPUMEHEHUNS, OBHOB/IEHUSA U OTMEHbI»

CBefleHus o cTaHpapTe

1 NMOArOTOBJIEH depepanbHbiM rocyfapcTBEHHbIM OHOMXKETHBIM YyupexaeHnem «Bcepoccuiickuii
rocyfapcTBeHHbI LIeHTp kauyecTBa M cTaHAapTU3aUny NeKapCTBEHHbIX CPEACTB A1 XMUBOTHbIX U KOPMOB»
(PIrBY «BI'HKN»)

2 BHECEH ®epepasbHbiM areHTCTBOM N0 TEXHUYECKOMY peryinpoBaHuto uMetponoruu (PocctaHgapT)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTusauuun, MeTponoruu n ceptudmkanmm (npo-
TOKON OT 7 uioHA 2013 1. Ne 43)

3a NpuHATME NPOros0COBaN:

Kparkoe HaviMeHoBaHWe CTpaHbl Kog ctpaHbl no CokpalleHHoe HaMMeHoBaHVie HauoHa/IbHOro opraHa
no MK (MCO 3166)004-97 MK (MCO 3166)004-97 no cTaHaapTu3aumm
Benapycb BY locctraHgapt Pecnyb6nukn Benapycb
KazaxcTtaH K2 locctaHgapt Pecny6nvkn KasaxcTtaH
Kuprusus KG KblpreisctaHgapt
Poccusa RU Pocctangapt
TapXukncTaH TJ TapKukctaHgapT
Y36ekucrtaH uz Y3cTaHgapT

4 TpukaszoMm defepasbHOro areHTcTBa No TEXHUYECKOMY perympoBaHuio U METPOIOrNN OT 27 WIOHSA
2013 1. Ne 244-cT MexrocyaapcTBeHHblii cTaHaapT FOCT 31929—2013 BBefieH B AeliCTBME BKayecTBe HaLMo-
HanbHOro ctaHgapTta Poccwuiickoii ®epepauum ¢ 1 niona 2014 roga.

5 HacTosiwwmii cTaHAapT NOAroToB/EH Ha OcHoBe npumeHeHuss TOCT P 52684—2006 c nonpaBkoli
(MyCc3 —2013r.)

6 BBEJEH BMEPBbIE

MHdopmaums 06 n3MeHeHUsIX K HacToAWweMy cTaHaapTy Ny6/1uKyeTCs B eXXerogHom uHpopmaLMoH-
HOMYyka3aTene «HauuoHanbHble CTaHAAPThi» aTeKCT U3MEHEHW A MNONPaBOK — B eXeMeCA4YHOM Hdop-
MaLMOHHOM yka3aTesne «HaunoHanbHble cTaHgapTbi». B cnyyaB nepecmoTpa (3aMeHbl) UM OTMEHbI
HacTofllero craHgapra COOTBeTCTBYlOLU ee yBefoM/eHNe 6yaeT Oonyb/MKoBaHO B eXeMeCsAYHOM
MHOpMaLNOHHOM yKa3aTene «HaunoHanbHble cTaHgapTbl». CooTBeTCTBYOW aa MHdopmMmauns, yse-
[OMNEHNENTEKCThI pasmellalnTcsa Takxke BHhopMaLoHHoi cucTeme o6LLero no/ib3oBaHnsa — Ha odou-
uranbHoMm caiiTe ®efepanbHOro areHTCTBa MO TEXHUYECKOMY perympoBaHuio 1 MeTpoaornum B ceTu
MHTepHeT

© CtaHgapTuHgopm. 2014

B Poccuiickoii ®efiepaym HacTosILMiA CTaHAAPT HE MOXET 6bIThb MOTHOCTLIO UM YACTUUYHO BOCNPOU3Be-
[EH. TMPAXVPOBaH 1 pacnpocTpaHeH B kayecTBe oguumanbHoro n3gaHns 6e3 paspelueHus ®egepasbHoro
areHTCTBa Mo TEXHUUECKOMY PeryimpoBaHuio 1 MeTposiorum
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M E X T OCVY 4 APC CTHUBEHH®bB 1 C TAHOAPT

CPEACTBA NEKAPCTBEHHbIE ANA BETEPUHAPHOIO NMPUMEHEHWA
MpaBuna NnpuemMk1, MeToabl 0T60pa Npo6

Medicine remedies for veterinary use. Acceptance rutes, methods of sampling

Jata BBegeHuns — 2014—07—01

1 O6nacTb NpUMeEHEHUS

HacTosAwwuii ctaHaapT pacnpocTpaHaeTcs Ha hapmakonormyeckue, 6uonornyeckne, MMMyHonoruyec-
Kve. romeonaTuyeckne nekapcTBeHHble cpefcTBa [/19 BETePpUHAPHOro NPUMEHEeHNs (ganee — nekapcTBeH-
Hble cpefcTBa), NevyebHble KOPMOBbIe f,06aBK/ MyCTaHaBNMBaeT TpeboBaHNA K npaBuaam NnpuemMkm u metoaam
oT60pa npob.

CTaHfapT He pacnpocTpaHsieTcs Ha NPOAYKUMI0 MUKPOGMONOTMYECKOV NPOMBILLNEHHOCTH, hepMEHT-
Hble npenaparbl, KOpMa U KOPMOBble A06aBKU.

2 HopmaTtuBHbIEe CChIJIKK

B HacTosLleM cTaHgapTe UCNo/b30BaHbl HOPMATUBHbIE CChISIKM Ha CrefyloLmne MexrocyaapcTBeHHble
cTaHaapThbl:

FOCT 12.1.007—76 Cuctema ctaHgapToB 6e3onacHocTn Tpyaa. BpegHole BewecTtsa. Knaccudukauns
1 obwue TpeboBaHNs 6e30nacHOCTU

FOCT 12.4.011—89 Cuctema ctaHgapToB 6e3onacHocTu Tpyfa. CpefctsBa 3awjutbl padoTalolmx.
O6uwue TpeboBaHMA U knaccudmkaums

FOCT 10354—82 lNneHka nonnatuneHosas. TexHUYeckne ycnoBus

FOCT 17527—2003 YnakoBKka. TepMUHbI 1 onpeaeneHns

FOCT 29227—91 (MCO 835-1—81) NMocypa nabopatopHas cTeknsHHasA. MuneTkn rpagyupoBaHHbIe.
YacTb 1. O6wWume TpeboBaHus

MpumevyaHune — Mpu NONb30BAHNN HACTOSILLMM CTaHAAPTOM LienecoobpasHo NpoBepUTb AeNCTBUE CCbIOoY-
HbIX CTaH4apTOB B MH(OPMALMOHHON cucTteme 06LLEro nosb3oBaHMa — Ha ouunanbHOM caiiTe defepanbHOro areHT-
CTBa N0 TEXHUYECKOMY peryavpoBaHuio 1 MeTposiornn B ceTn VIHTEpHeT nan No exerofgHoMy MHopmMaLyMoHHOMY ykasaTe-
N0 «HaunoHanbHble CTaHAApPTbi», KOTOPbI ONy6aMKOBaH MO COCTOSAHMIO Ha 1 AHBaps Tekyliero roga, v no BbiMyckam
eXeMecAa4yHoro NHPopPMaLMOHHOrO yka3atens «HauunoHanbHble CTaHAapThi* 3a TeKywWwuii rof. ECiv cCcbiNnouHblii cTaHgapT
3aMeHeH (M3MeHeH), TO NPV NO/Ib30BaHUM HACTOALMM CTaHAAPTOM CliefyeT PyKOBOACTBOBATLCA 3aMEHSAWMUM (M3MEeHeH-
HbIM) CTaHAaPTOM. ECnv CCbIIOYHBIA CTaHAAPT OTMEHEH 6e3 3aMeHbl, TO NOJIOKEeHNEe, B KOTOPOM [aHa CCblsika Ha Hero,
NpUMeHseTcs B YacTu, He 3aTparuBaloLeii 3Ty CCbky.

3 TepMuHbl 1 onpepeneHus

B HacTosAwWweM cTaHgapTe npyMeHeHbl TepMuHbl No FTOCT 17527,(1) n (2) co cnefyowmum AONOSHEHNEM:
3.1 cpepgHsas npo6a: Mpoba, nonyyeHHas n3 06beAVHEHHON NPo6bl B KonuyecTBe, obecneyrBatoLL,em
npoBefieHne aHann30B 1 co3AaHne apxXnBHbIX 06pasLioB.

4 TlMpaBuna NpnemMku

4.1 JlekapCTBEHHblE CPeACTBA NPUHUMAIOT cepusiMu (415 leuebHbIX KOPMOBbIX 06aBOK — NapTUAMu).
Cepueii (napTueil) cuntaroT onpegeneHHoe KonyecTso O4HOPOAHOIO SIEKAPCTBEHHOMO CPEACTBA, MOoJyYeH-
HOTO B pe3ynbTate 04HOr0 TEXHOMOTMMYECKOTO LKA U 0hOPM/IEHHOE O4HUM AOKYMEHTOM O KauyecTse.

N3paHne ocuunanbHoe
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Mpw BbINYCKE NEKApPCTBEHHOrO CPeAcTBa B Habope (4MarHoCTUKYMOB, CbIBOPOTOK, aHTMOMOTUKOB C pac-
TBOpUTENEM U ApYrux) cepueid (napTueil) cumtaloT onpegeneHHoe KoIn4ecTso HabopoBs, NMOMHOCTLID YKOM-
N/IEKTOBaHHbIX KOMMOHEHTaMMW.

Mpu HenNpepbIBHOM CMOCO6€e NPOM3BOACTBA IeKapCTBEHHbIX CPeACTB cepueit (napTuell) cuntaoT nodoe
KONn4yecTBo (HO He 60/1ee CyTOYHOW BbipaboTkM) OAHOPOLHONK NO CBOMM NokasaTensM KayecTsa NpoayKuum,
COMpoBOX/AaemMoe OAHVNM [OKYMEHTOM O KayecTBe.

4.2 B fOKyMeHTe 0 KayeCTBe yKa3blBaloT:

- HaMMeHOBaHVe n afpec opraHM3auun-npon3BoOaUTENS;

- HasBaHVe IeKapCTBEHHOro CpeacTBa:

- HOMep cepun (NnapTuwn);

- obbem cepun (Nnaptum) (B eAnMHMLAX Maccbl, 06bema unu LWTykax);

- party usrotosneHus (Mecs, rog);

- pesynbTaTbl aHa/aM3a Nno nokasaTensm KayecTsa,

- CpoK rogHocTu (Mecsu, rog);

- 0603HayYeHne JOKyMeHTa, B COOTBETCTBUMN C KOTOPbIM M3rOTOB/EHO IeKAPCTBEHHOE CPeACTBO:

- HOMep [OKyMeHTa O KauyecTBe U AaTy ero Bbljaun:

- NoANUCb YNOJTHOMOYEHHOTO NNLa OpraHnM3alun-npon3BoaUTeNs.

4.3 [lnA npoBepkn KayecTBa /leKapCTBEHHbIX CPEACTB OT cepun (NapTum) METOAOM Cy4ainHoro otéopa
oTbupatoT Npoby (BbI6OpKy). OT60P NPo6 (BLIGOPOK) NPOBOAAT NOC/E NPOBEPKN KayecTBa yNnakoBKU, MapKu-
POBKW 1 BHELLHEro B1Aa NekapcTBeHHOro cpefctea. Mpobbl (BbIGOPKM) OTOMPAOT TOLKO U3 HEMOBPEXAEH-
HbIX, YKYNOPEHHbIX W YNakoBaHHbIX COrMAaCHO AOKYMEHTY, B COOTBETCTBMM C KOTOPbIM OHW M3rOTOBJIEHbI,
YyNakoBOYHbIX eANHULL.

B npoby (BbI6GOpKY), 0T6Mpaemyio 419 UCNbITAHUIA, BKNOYAIOT apX1BHble 06pasLbl B TAKOM Xe Konnyec-
TBE, Kak 1 Ans NpoBeAeHUS KOHTPOJIbHbIX UCNbITAHWIA.

4.4 MHorocTyneH4yaTblli 0T60p

4.4.1 Tpun MHorocTyneHyaTom oT6ope npoby (BbIGOPKY) 06pa3ytoT No CTyNeHsM 1 IekapCcTBEHHOoe cpe-
[CTBO B KaXXA0li CTyneHn oTémpatoT cay4daliHibiM 06pa3om B NPOMNOPLMOHAbHbIX KOMYecTBax us eanHuL, o0To-
6paHHbIX B NpeapblayLuein cTyneHn. Yucno ctyneHei onpegenserca BULOM YNaKoBKM:

| cTyneHb: 0T60p eAnHNL, TPAHCNOPTHOW Tapbl (SWWKOB, KOPOGOK, MELLKOB U APYTnX);

Il cTyneHb: 0T60P yNakoBOYHbIX €AVHUL, HaxoAAWMUXCS B TPAHCNOPTHOW Tape (kopobok, dhakoHOB,
6aHOK 1 Apyrux);

Il cTyneHb: oT60p NpoAykuuu B noTpebutenbckoit Tape (navek, hNakoHOB, Ty6. KOHTYPHbIX yNakoBOK 1
APYruX).

4.4.2 O6bem npobbl (BbIGOPKM) HA KaxkAON CTYNEeHW N BbIYUCAAOT N0 hopmyne

n=Q,4"N. ¢h)

rae N — Ko/IM4eCcTBO YyNaKoOBOUHbIX €AVHUL, HA fAaHHON CTyMNeHu.

4.4.3 Ecnu B pe3ynbTarte BbluncieHus no (1) nonyyaeTcs Apo6HOE YMCIIO, TO €70 OKPYTNAIT B CTOPOHY
yBENTUYEHNA [0 LLesI0ro Ynucna, KoTopoe A0/HKHO 6bITb HE MEHee HEe0O6X0AMMOT0 KOIMYeCcTBa yNakoBOUHbIX e41-
HUL,. MUCMOMb3YEMOTO /11 KOHTPO/ISI KAYecTBa JIEKAPCTBEHHOIO CPeACTBa U CO34aHNsA apXMBHbIX 06pasLoB.

4.4.4 BHeobxoauMmbIx cnydasx npoby (BbIGOPKY) nekapCTBEHHbIX CPeACcTB 0TOMpaloT MeToA0M ciyyai-
Horo oT6opa no Tabnuue 1

Ta6bnuuya 1

KonuyecTBo ynakoBOUHbIX O6bem BbIGOpPKM KonnyecTBO yNnakoBOUYHbIX O6bem BbIGOPKM
efuHuLy B cepuun (naptuun) (ynakoBOUYHbIX enUHUL) eAuHULY B cepumn (naptuu) (ynakoBOYHbIX €4UHULL)
1—3 1 181— 300 20
4— 15 3 301 — 500 25
16-25 4 501— 800 30
26-40 5 801— 1300 35
41— 65 7 1301— 3200 40
66— 110 10 3201— 8000 45

111 — 180 15

4.5 Tpu nony4yeHnn Hey,0BNEeTBOPUTE/bHbIX Pe3yNbTaToOB UCMbITAHWA XOTSA 6bl N0 O4HOMY 13 NoKa3sare-
nei No Hemy NPOBOAAT NOBTOPHbIE UCMbITAHNA NPOObI, 0OTOGPAHHON OT YABOEHHOIO KONMYecTBa eAnHUL, Npo-
AyKUUK TOW xe cepun (naptuu).

2
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Pe3ynbTaTbl NOBTOPHbIX UCMbITAHWIA ABNAOTCA OKOHYATE/IbHbIMU, WX PACNPOCTPAHAIOT Ha BCHO Cepuio
(napTuio).

4.6 B cny4yae nosiydeHUss Hey[0BeTBOPUTE/bHbIX PE3yNbTaToB UCMbITaHW NPY NMOBTOPHOM KOHTpOne
cepuio (NapTuio) CUMTalOT HE COOTBETCTBYHOLL el TpeboBaHNAM AOKYMEHTa, B COOTBETCTBUM C KOTOPbIM MU3ro-
TOB/IEHO /IeKapCTBEHHOE CPeACTBO, U 6pakytoT.

5 MeTtoabl oT60opa npob6 (BbIGOPOK)

51 O6opyaoBaHne n matepuarnbl

Mpo600T60PHUK aBTOMATUYECKUA.

LLlyn MeLUoYHbIA unu wyn ambapHbIii KOHYCHbIA Y @aHANOTUYHBIX TUNOB, NO3BOJISAOLMIA 0TOBPaTh NPOGY
mMaccoii He 6onee 100 r.

Tpybka cTeknsHHasa gnameTpom 15—20 MM C NoOpLIHeM ANS Bbl4aBANBaHWA NacTbl.

MuneTtka rpagympoBaHHas no FOCT 29227 co BcachiBaKLWMUM YCTPONCTBOM (rpyLuei).

KoBLW meTannnyecknini BMectumocTbto 0.2—0.6 am3.

[MoAHOC AepeBSAHHbIN NN MeTaNINYECKUA.

Wnartens.

MnaHkn AepeBAHHbIE CO CKOLUEHHBIM HXHUM pebpom.

BaHkn cTeknsAHHbIe ¢ NpUTepPTbIMKU Npobkamu BMecTumMocTbio 0.5— 1.0 gm3.

BaHKnaNsa XMMmyecknx peakTMBoB C BUHTOBOW rOP/IOBMHOM, NPOKNAAKOW ¥ KPbILLKOA UAn NpuTepToii Npo-
6KoiA.

MakeTbl U3 NONN3TUNEHOBOM NneHkn no FTOCT 10354.

BaHkn nonnaTuneHosble.

Oenutens A3K-1.

5.2 OT6op npob

[na ot6opa npob nekapcTBEHHbIX CPEACTB NPUMEHSIOT NPO600TOOPHUKN, BbiGPaHHbIE Takum 06pasom,
4YTO6bI OHM COOTBETCTBOBAIM (PU3MUYECKOMY COCTOSTHMIO NPOAYKTa U BUAY YNaKoBKW, OblIv N3rOTOBMIEHbI U3 HEll-
TpasbHOro Mmatepuana ans npoaykra jaHHoro suaa.

Mpo6bl OoTO6MpaloT C COGMIAEHNEM CaHUTAPHbIX HOPM W MpaBwWn TeXHWKM 6Ge3onacHocTU Mo
FOCT 12.1.007, ucnonb3ysi npy HEO6X0A4UMOCTHM NepyaTky, PapTyKn, 04K, pecnmpaTopbl U apyrue cpeactsa
nolfOCT 12.4.011.

5.2.1 OT60p BLIGOPOK rOTOBbIX IEKAPCTBEHHbIX CPEACTB (WTYYHOW NPOAYKLMN)

M3 0TOGpaHHbIX Ha MocneAHen CTyneHn ynakoBOYHbIX eANHUL, 0TOMPatoT BbIGOPKY A8 UCCNefoBaHNA Ha
COOTBETCTBME TPE6OBaAHNAM AOKYMEHTA, B COOTBETCTBUM C KOTOPbIM M3rOTOB/IEHO NNeKapCTBEHHOE CPeLCTBO,
no rnokasartesnsiM kayecTsa B KO/IMYECTBE, HEOOXOAMMOM ANA NPOBEAEHUs YeTbipeX MOJHbIX aHanu3os, 1
CTO/IbKO Xe — A/15 CO3[aHnsA apXmMBHbIX 06pasLoB.

5.2.2 OT60p npo6 NnekapCcTBEHHbIX CPeACTB B KPYMHOW pacdacoBke, npefHa3HavyeHHoOW Ans
nocneaywueii pacacoBku UM N3roTOBAEHUS NeKapCTBEHHbIX (DOpM

Mpob6a nekapcTBEHHbIX CPEACTB U3 KPYNHOI pactacoBku, NnpeAHa3HavyeHHo AN nocneaytoweii pacda-
COBKW NN N3TOTOB/IEHUS NIEKAPCTBEHHbLIX (DOPM, A0/DKHA NPeACcTaBNsATb CO60i 06beAHEHHbIE MTHOBEHHbIE
npooGbl.

5.2.2.1 OT60p MFHOBEHHbIX NPO6

MrHoBeHHble NPo6bLl 0T6MPAIOT U3 BEPXHETO, CPEAHET0 U HAXHETO CI0EB KaX A0V yNakoBOYHOW eUHULbI,
nonasLleii B BbIGOPKY, paBHOe uucsio pas (2—3 npobbl), YTOGLI 06ecnevnTb Maccy 06beAMHEHHOl npo-
6bl B COOTBETCTBUM C TPeOOBAHUAMMN JOKYMEHTA, B COOTBETCTBUW C KOTOPbIM U3rOTOB/IEHO NIEKAPCTBEHHOE
CpefcTBo.

5.2.2.2 MrHoBeHHble NPobbl NacToo6pasHbIX NPOAYKTOB OTOMPAOT CTEKNAHHOW WAn MeTananyeckon
Tpy6KoWi AnameTpom 15—20 MM C NOpLIHEM AN BblAABNAVBAHUS NacTbl. TPYGKy NOrpyxarT Ha IHO EMKOCTU C
nacToli BepTukanbHo. MopLueHb Npy 3TOM AO/HKEH ObiTb OMYLLEH.

5.2.2.3 OT60p MIHOBEHHbIX NPO6 XWUAKNX MPOAYKTOB NPOBOAAT C MOMOLL b0 TO/ICTOCTEHHOW CTEK/IAHHON
TPYOKM MW TPafyMpoBaHHOW NMNETKM CO BCacblBaOLWMM YCTPONCTBOM (rpyleit). Mepeg B3ATMEM NpoayKTa
XWUAKOCTb TWaTe/IbHO nepemMeLunsatoT.

5.2.2.4 Ecnv nepemMelunBaHne XULKocTn 3aTpygHEHO, MTHOBEHHbIE NPO6bI XNAKMX NPOAYKTOB OT6Mpa-
10T 6e3 nepemMelUVBaHNA U3 PasHbIX COEB.

5.2.2.5 MrHoBeHHble MPO6bI MOPOLIKOO6GPA3HbIX MPOAYKTOB OT6MPalT aBToMaTnyeckum npo6ooT6op-
HVKOM WU LLYyNOM, NOrpyxas ero no BepTukasbHOW OCU Ha BCH rNy6GUHY yNakoBOYHOW efuHMULbI.
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5.2.2.6 Mpy oT60pe Mpob6 TBEpPAbIX MPOAYKTOB (FPaHy/IMpPOBaHHbIX) MAcCOi MrTHOBEHHOW Mpo6bl He
6onee 0,5 kr gonyckaeTcs B kKauecTse nNpo600T6OPHMKA NCNOML30BaTL COBOK.

5.2.3 CocTaBfieHue 06beaMHEHHOI NPO6bI

5.2.3.1 [ina coctaBneHus 06beAnHeHHol Npo6bl MTHOBEHHbIE NPO6LI MOMELLLAIOT B UNCTYH0 CyXYH0 6aHKy
(815 XKNAKNX M NacToo6pasHbIX YOPM) UM Ha NOAHOC (4717 ChiNyunX (YOPM) 1 TLLLATEbHO NepeMeLlnBatoT npu
MOMOLLM CTEKNAHHOW Nanoykn (Kuakue npoaykTbl) AW WNaTens.

5.2.4 BbigeneHune cpefHeit Nnpoobbl

5.2.4.1 [ns nopoLwwkoobpasHblX 1 rpaHyIMpoBaHHbIX QOPM NEKAPCTBEHHbIX CPEACTB 13 06beJUHEHHOW
npo6bl BbIAENAT CpefHio Npoby ¢ nomolbio genutens A3K-1 unv BpyyHyto nyTeM KBapTOBaHUS.

[Ona BbigeneHns cpefHeli npobbl 06beAMHEHHYO NPObY T aTeNnbHO NepemeLwlnBatoT, pacnpegensatoTt
POBHbLIM C/TOEM MO NOBEPXHOCTM NOJHOCA B BUAE KBagpaTa v npy NOMOLLM NAAHKN CO CKOLLUEHHbIM HUKHUM peb-
poM AenaT No guaroHann Ha YyeTbipe TpeyrosbHuKa.

M3 ABYX NPOTUBOMONOXHbIX TPEYrO/bHUKOB Npenapar yAansoT, a3 4ByX 0CTaBLUMXCA cobupatoT BMec-
Te. leneHne NpoBOAAT [0 NONYYEHNA MacCbl CpefHeli NPo6bl, yCTAHOBMEHHO B JOKYMEHTE, B COOTBETCTBUN C
KOTOPbLIM U3rOTOBJ/IEHO /IeKapCTBEHHOE CPe/CTBO.

5.2.4.2 CpepgHiolo npoby AensaTt nononam v noMeLLarTB Be Cyxve YNCTble 6aHKv C NPUTEPTLIMU NPO6Ka-
MV UK NONNITUNEHOBbIE NakeTbl. MOXHO UCMONb30BaTh Takke NoNnaTUIeHOBble 6aHKW C BUHTOBOI rop/ioBu-
HOW 1 3aBUHYMBAIOLLUMUCS KPbILLKAMU.

O6e 6aHkn Ny oba nakeTa ¢ 1eKapcTBEHHbIM CPEACTBOM HanNpaBAaloT B OTAeN OpraHnsaunun-nponsBo-
AVTens. oCyLeCcTBAAIOWMNA KOHTPOb TOTOBOIN NPOAYKLMN.

OpHy 6aHKy UM nNakeT UCMONb3YIT A1 NMPOBEAEHNSA UCTbITAHWI, TOPNOBUHY APYroi NapatuHUPYOT, a
nakeT 3ananBatoT. Macca Kaxfoii 13 npo6 Ao/HKHA BYeTbIpe pasa npeBbiwaTh Maccy Npoaykra, Heo6xo4Mmoro
NS NpoBefeHnsa OAHOro NOJIHOrO aHasIm3a.

5.3 Mopafok xpaHeHNs apxXxMBHbIX 06pa3LoB

5.3.1 O6pasubl NeKapCTBEHHbIX CPEACTB XPaHAT B apxunBe OTAes1a opraHm3almm-npon3BoauTens, ocy-
LLLeCTBNSAOLLLEro KOHTPO/b FOTOBOW NPOAYKLMM, Ha Cly4aii apbuTPaxHOro KOHTPO/IA NPYU Pa3HOTIACUSIX B OLLEH-
Ke KayecTBa. ApXvBHble 06pasubl onevatbiBalOT (MOMOUPYIOT) M XpPaHAT B 3aKPbITbIX LIKagax
(xonoaunbHuKax), cobngasn ycnoBus XpaHeHus, U3fI0XKeHHbIe B4OKYMEHTE, BCOOTBETCTBUU C KOTOPbIM U3rO-
TOBJIEHO NleKapCTBEHHOE CPpefcTBO. CPOK XpaHEHUS apX1BHbIX 06pa3L0B paBeH CPOKY rofHOCTU 1eKapCTBEH-
Horo cpefcrsa.

5.3.2 JlekapcTBeHHble cpeAcTBa cnnckos A 1 b nognexar XpaHeHuto B cneluanbHo 060pyA0BaHHbIX
ANA 3TUX Leneil noMeLeHnax nnu ceidax, MeTanImyecknx Lwkadgax nam swmkax nog 3aMkom. JlekapcTBeH-
Hble cpeCcTBa CMUCKOB A 1 b XpaHAT TO/LKO B yNakoBKe opraHusauuu-nponssoguTens. [1nsa xpaHeHus nexkap-
CTBEHHbIX CPeACTB CNMCKOB A 1 B AO/MKHBI 6bITb CO3A4aHbI YCIOBUSA, UCKNOYAKOLLMEe BO3MOXHOCTb XULLEHNS.

6 MapknpoBka npo6

6.1 Ha aTukeTke UM HenocpeaCcTBEHHO Ha Tape ¢ 0To6paHHbIMKM NPo6amu JOMKHbI ObITb YKasaHbl:

- HavMeHOoBaHWe v afpec opraHu3ayMn-Nnpon3BoanTens;

- HasBaHWe NeKapCTBEHHOrO CpeAcTBa:

- KONMYecTBO NEKapCTBEHHOro CpeAcTBa B yNakOBOYHOW eAuHuLe (B egUHMLAxX Maccbl, 06bema umm
LITYyKax);

- KO/IMYecTBO OTOBpPaHHOro nekapcTBEHHOro cpeacTea (B efMHMLax Maccbl, 06bemMa uam wrykax);

- KOHLEHTpauus nnn cofepxaHue geicteyrowero(ux) sewectsa(8) (B eanMHMLax Macchl, o6bema nnm
OTHOCUTENbHbIX BENNYNHAX);

- aKTMBHOCTb /IeKapCTBEHHOr0 cpeAcTBa (B efnHuULax AeicTBus);

- [aTta usroTtoBneHus (Mecsu, roa);

- HOMep cepumn (napTun);

- macca (06bem) HeTTo cepun (NapTum);

- CpOK rogHocTtn (Mecsiu, rog);

- Mepbl NPeAOCTOPOXHOCTY NMPY NPUMEHEHNUN NeKapCTBEHHOIO CPeACTBa;

- parta otb6opa npobbl;

- YCNOBWSA XpaHeHus;
Ccnoco6 NpMMeHeHus;
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- BO/MHKHOCTb M NOAMUCH NnLa, 0To6paBLLIero npooy;

- 0603HayYeHNe AOKYMEHTA, B COOTBETCTBUM C KOTOPLIM U3rOTOB/IEHO IEKAPCTBEHHOE CPEACTBO.

Ha aTuKeTKy CTaBAT WTamMn «ApXUB».

6.2 TMpu Mapk1UpoBKe MenKol WTYYHOW NPOAYKUMM MHOPMALIMI0 HAHOCST Ha KOPOOKY.

6.3 MapkupoBka 06pa3L0B A40BUTbIX U CUTbHOAENCTBYOLMX NEKAPCTBEHHbIX CPEACTB A0/KHA AOMNO0-
HUTENBLHO coaepXaTb;

NS A00BUTbIX — OTTUCK YEPHOI TyLbIO GYKBbI A. @ [i/151 TIeKapcTB, COAEPXaLLMX CUTbHOAECTBYOLWME
BellecTBa, — KpacHO TyLwbio 6ykBbl 5. Kpome TOro, Ha ynakoBKy C i40BUTLIMU TEKAPCTBEHHBIMY CPeACTBaMM
HaKneuBaloT nevaTHble ATUKETKN C U306paXEHNEM YEpPENA U CKPeLLEHHbIX KOCTel ¢ HaAnNuCbio «Aa!» n «O6pa-
LATbCSI C OCTOPOXHOCTbIO».

6.4 [IBUXEHWE apXMBHbIX 06Pa3L,0B 0TPAXatoT B CnelnasibHbIX XypHanax, NpuyeM 411 yyeTa ABUXEHUS
apXUBHbIX 06pa3L0B AA0BUTLIX Y CUNbHOAEKCTBYIOLWMUX NIEKAPCTBEHHbIX CPEACTB UCNOb3YI0T CneLuanbHblii
XypHar.
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M3meHeHne Ne 1 NOCT 31929—2013 CpepactBa fieKkapCTBEHHble A/ BETEPUHAPHOTO MPUMEHEHUS.
MpaBuna npuemkun, metoabl otbéopa nNpob

MpuHATO MexrocyaapcTBEHHbIM COBETOM MO CTaHAapTu3auuu, MeTposiorum u ceptudukaymm (npo-
Tokon Ne 51-2017 ot 01.06.2017)

3aperncTtpuposaHo Biopo no ctaHgaptam MIC Ne 13271

3a NPUHATME M3MEHEHWA MPOroJIoCOBaNIM HaLMOHa/lbHble OpraHbl Mo cTaHjapTu3auuy cnepyoLmx
rocygapcts: BY, KG. RU, TJ. UZ. UA (kogbl anba-2 no MK (MCO 3166) 004]

JaTy BBefleHUA B fleliCTBME HACTOSALWEro M3MOHOHNA YCTaHaBMBAIOT yKa3aHHble HaluoHasbHble
opraHbl No cTaHAapTusauum*

Pa3gen 2. 3aMeHUTbL CCbIKY:

FOCT 17527—2003 Ha FOCT 17527—2014 (ISO 21067:2007).

MyHKT 4.4.1. 3amMeHNTb C/I0BO: «Tapa» Ha «ynakoBka» (3 pasa).

MyHKT 4.4.3 N3N10XNTb B HOBOW peaakuuu.

«4.4.3 Ecnu B pe3ynbTaTe BbluncaeHns no popmyne (1) nonyyaeTrcs ApobHOE YNCNO, TO ero OKpYrIsT
B CTOPOHY YBENMYEHUS [0 Lies1oro Yncna, KoTopoe A0/MKHO ObiTb He MeHee 3 u He 6onee 30. B cnyyae Hego-
CTaTOYHOrO KOMIMYECTBA YNaKoBOYHbIX eAUHUL, AN1A NPOBEeAEeHUA UCMbITaHUS NOBTOPHO OTOMPAlOT ynakoBoY-
Hble eAnHNLbI MO TOW Xe Cxeme.

N3 oTo6bpaHHbIX Ha nocnefHei CTyneHW YnakoBOYHbIX eAWHWL, MOCMe KOHTPONS BHELHero Buga oT-
6upaloT Npoby (BbIGOPKY) AN UCCef0BaHNSA TEKAPCTBEHHbIX CPEeCTB HA COOTBETCTBME TPebOBaHUSAM HOp-
MaTUBHbIX [JOKYMEHTOB B KO/IMYECTBE, HEOOXOAMMOM AN1A MPOBEAEHNS onpefeneHHbIX UCTbITaHni (C yveTom
MCMbITAHUIA Ha MWUKPOGMOMOTMYECKYIO YUCTOTY, CTEPUIBHOCTb, & NapeHTepasbHbIX 1 0hTabMOMOTMYECKNX
pacTBOPOB Ha MexaHW4Yeckue BK/IIOYEHUS).

MpumeyaHue — [ns TBepAbIX [03MPOBAHHbIX SIEKAPCTBEHHbIX CPEACTB KOMMYECTBO Npo6 AN1s NpoBefeHus
MUKPOBUONOTMYECKOrO KOHTPOIA PaCcCUUTLIBAOT MNyTeM AeneHns TpeGyemMoro konnyecTsa o6pasua (r) Ha cpesHio Maccy
Tabnetkn (gpaxe, Kancynbl, Cynno3nTopus)».

MyHKT 5.3.1. 3aMeHNTb cnoBa: «ApxmBHble 06pa3Libl OneYaTbiBaloT (NI0MOMPYIOT) U XPaHAT B 3aKpbl-
ThIX WKahax (xonoaunbHukax), cobniogas yCnoBus XpaHeHUs, N3M0XeHHbIe B [LOKYMEHTE, B COOTBETCTBUM
C KOTOPbIM U3rOTOBJIEHO /IEKApCTBEHHOE cpeficTBO. CPOK XpaHeHUs apxuBHbIX 06pasL 0B paBeH CPOKYy rof-
HOCTW NekapCTBEHHOro cpeAcTBa» Ha «ApXMBHble NPOObLI XPaHAT B 3aKPbITbIX (OMevaTaHHbIX) Lwkadax wam
X0N10AUbHNKaX, cO604asn YyCNoBUSA XPaHEHNS, 3/I0XKEHHbIE B HOPMATUBHOM [OKYMEHTE Ha SlekapCTBEHHOE
cpeacTBo. Cpok XxpaHeHus Npob B apxvBe paBeH CPOKY rofHOCTY NIEKapCTBEHHOI0 CPeACTBa, ec/v He yka3aHo
WHBIX YC/TOBWI B HOPMATUBHOM [JOKYMEHTE Ha KOHKPeTHOe NiekapCTBEHHOE CPeACTBO».

MyHKT 6.1 N3N10XUTb B HOBOW peaakuuu:

«6.1 Ha aTukeTKax apX1BHbIX NP0O6 yKa3biBaloT:

- HaVMeHoBaHve, aipec 1 TOBapHbI 3HaK OpraHn3auun-Npon3BoanTenNs;

- HaMMeHoBaHWe flekapCTBEHHOr0 CPefCTBa,;

- HoMep cepuu;

- faTy Bbinycka (Mnu gaty npov3BoACTBa);

- faty otbopa npoo;

- 06bem cepum (B eguHMLax o6bema, Maccbl UK LITYKax);

- 4ncno oTobpaHHbIX NPO6 MM Maccy NPo6bl (418 HELTYYHOW NPOAYKLUN);

- CPOK rofiHoCTW;

- 0603HaYeHNe HOPMATUBHOIO AOKYMEHTAa, B COOTBETCTBMM C KOTOPbIM W3rOTOB/IEHO JleKapCTBEHHOEe
CpefacTBo;

- YCNOBMWSA XpaHeHUs npoo;

- [O/MKHOCTb M NMOANUCH NnLa, oTobpasLLero Npobbi».

(MYC Ne 10 2017 1)

* [laTa BBEJEHUS B AeiCTBNE Ha TeppuTopmmn Poccuiickoin ®epepauymm — 2018—07—01.
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