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MpeaucnoBue

Lienu, ocHoBHbIe MPUHLMNGI 1 OCHOBHOW NOPSAOK NpoBeAeHUs paboT No MeXrocyaapcTBeHHOW cTaH-
AapTtusauun yctaHosneHsl TOCT 1.0—92 «MexrocygapcTBeHHass cucTema ctaHgapTusauun. OcCHOBHble
nonoxeHusi» MTOCT 1.2—2009 «MexrocynapcTseHHast cuctema ctaHgapTusaumn. CTaHgapTbl Mexrocyaap-
CTBEHHblE, MPaBua U pekoMeHaaLmn No MexrocyaapcTBeHHoN cTangapTusaumu. Mpaeuna paspa6oTku, npu-
HATWUSA, NPUMEHEeHNsi, OBHOBMEHWS U OTMEHbI»

CBepeHus o cTaHaapTe

1 NMOArOTOBNEH ®egepanbHbiM rocygapcTBeHHbIM BHO4KEeTHBIM yupexaeHuem «Bcepoccuinckuin
rocyaapcTBeHHbIN LIeHTp KavecTBa 1 cTaH4apTU3aLmnm NeKkapcTBEHHbIX CPEACTB A XKUBOTHBIX U KOPMOB»
(PIrBY «BrHKN»)

2 BHECEH ®eaepanbHeIM areHTCTBOM M0 TEXHUHECKOMY PerynMpoBaHuto uMeTposorni (PocctanaapT)

3 MPUHAT MexrocyaapcTBeHHLIM COBETOM NO CTaHAAPTU3ALMW, MeTPOorum U cepTudukalmum (npo-
Tokon oT 7 uoHa 2013 . Ne 43)

3a NPUHATUE Nporonocosann:

KpaTkoe HaumeHoBaHue cTpaHbl Kon ctpaHbl no CokpallieHHOE HaMEeHOBaHMWEe HaLMOHANbHOTO opraHa
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 no cTaHgapTvaaumm
Benapyce BY locctanpgapT Pecny6rnvku Benapycb
KazaxcTtaH KZ locctanpgapT Pecny6nuku KasaxcraH
Kupruaums KG KblpreiactrangapT
Poceus RU Poccrangapt
TapXukncTaH TJ TamxukcTanaapT
YabekncTaH uz YactraHgapTt

4 lMpukasom PefepanbHOro areHTCTea Mo TEXHUYECKOMY perynMpoBaHuio U MeTPOSoruu oT 27 UIoHS
2013 r. Ne 244-ct mexxrocynapcTeeHHbl ctaHaapT FOCT 31929—2013 BBeAeH B 4eCTBME B Ka4eCTBe Hauuo-
HanbHoro ctangapta Poccuitickon ®eaepaunn ¢ 1 uona 2014 roga.

5 Hactosiuuin ctaHgapt noarotoeneH Ha ocHose npumeHeHua MOCT P 52684—2006 ¢ nonpaBkoi
(NyC 3 —2013r.)

6 BBEJEH BINEPBbLIE

UHgbopmauust 06 usmeHeHUsIX K Hacmosiwemy cmaHdapmy rybriukyemcs 8 exe200HOM UHGhOPMayUOH-
HoM yKazamerie « HayuoHarnbHble cmaHOapmbi», @ MEKCM U3MEHEHUU U NOMNpagoK — 8 exXxemMeCSYHOM UHGOop-
MalyUoHHOM yKasameiie «HauyuoHanbHbie cmaHOapmel». B criydae nepecmompa (3ameHbl) Uiu OMMEeHbI
Hacmosiyeao cmaHOapma coomeemcmsyoujee ysedomneHue 6ydem orybruKogaHo & exemMecCA4YHOM
UHhopMayUOHHOM yKa3zamerne «HauyuoHanbHble cmaHOapmbl». Coomeemcemesytowas uUHgopmauus, yse-
domrieHue umeKcmbl pasmeu,aromesi makike 6 UHGhopMauuoHHoOU cucmeme obue2o nonb3oeaHus — Ha oghu-
yuanebHoM calime ®edepalnibHO20 azeHmMCmea o MEeXHUYECKOMY pea2ynuposaHulo U Memporsnoauu 8 cemu
UHmepHem

© CraHagapTuHopopm, 2014

B Poccuiickoin Pegepaummn HacToALWMIA cTaHAapT HE MOXeT BbITb NOMHOCTbIO UMW YaCTUYHO BOCNPOU3Be-
AeH, TUpaxvupoBsaH U pacnpocTpaHeH B kayecTBe oduumnanbHoro nusgaHns 6es paspelueHus ®egepanbHoro
areHTCTBa No TEXHUYECKOMY perynupoBaHuio 1 MeTposiorum
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M E XTT OCUYAAUPU CTH BETUHHUB # C TAHAAPT

CPEQCTBA NEKAPCTBEHHbBIE Ansi BETEPUHAPHOIO NPUMEHEHUA
MpaBuna npueMku, MeToabl oT6opa Npo6

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

DaTta BBegeHna — 2014—07—01

1 O6nacTb NnpuUMeHeHunA

Hacrosawuin ctaHgapT pacnpocTpaHaeTca Ha chapmakornormieckune, buonoruieckue, UMMyHonoru4ec-
Kue, roMmeonaTuieckue nekapcTBeHHbIe cpeacTBa ANns BeTepUHapHOro NpUMeHeHns (nanee — fekapcTBeH-
Hble cpeacTBa), nevebHble KopMoBble A0GaBKM U yCcTaHaBNMBaeT Tpe6oBaHWs K NpaBunam NpueMK4 u Metoaam
oT6opa npob.

CraHaapT He pacnpocTpaHAeTCcs Ha NPOAYKLUIO MUKPOBUONOrUYECKON NPOMBILNEHHOCTU, (PepMeHT-
Hble NpenapaTkl, kopmMa 1 KOpMoBble 406aBKN.

2 HopmaTuBHbIE CCbINKN

B HacTosiLem cTaHaapTe UCMONb30BaHbl HOPMATUBHbBIE CChINIKM Ha CrieAyoLne MeXrocyaapcTBeHHbIe
cTaHaapThl:

FOCT 12.1.007—76 Cuctema ctaHaapTos 6e3onacHocTn Tpyaa. BpeaHble Bewectsa. Knaccudukauuna
1 obwme TpebosaHua GesonacHOCTU

FOCT 12.4.011—89 Cuctema ctanaapToB 6eszonacHocTu Tpyada. CpeacTBa 3awuThl paboTarowmx.
Obwume TpeboBaHMsa 1 kKnaccudrKauus

FOCT 10354—82 lNneHka nonuaTuneHoBas. TeXHUYeckne ycnoBus

FOCT 17527—2003 YnakoBka. TepMUHbI 1 onpegeneHus

FOCT 29227—91 (MCO 835-1—81) MNocyaa nabopaTopHaa cTeknsAHHas. MuneTkn rpagyMpoBaHHbIe.
YacTb 1. O6wme TpeboBaHus

MpumMmeyaHune— lpy NONb30BAHUM HACTOSILLUM CTAHAAPTOM LienecoobpasHo NPoBepUTL AENCTBUE CCbINOY-
HbIX CTaHAApPTOB B UH(MOPMaLMOHHON cucTeme oOLWEero nonb3oBaHnsa — Ha oduumnansHoMm canTte PegepanbHOro areHT-
CTBa N0 TEXHUYECKOMY PETYNMPOBaHMNIO U METPOIOMU B ceTu VHTEPHET nnu no exerogHoMy MHpopMaLmMoHHOMY yKa3are-
no «HauuoHanbHble cTaHAaPTbI», KOTOPbLIN ONybnMkoBaH NO COCTOAHMIO HA 1 AHBaps TEKYLLEro roga, U rno BbiycKam
exeMecsIHHOro MHOPMaLMOHHOTO ykasaTens « HaumornanbHble CTaHaapTe» 3a Tekywmn roq. Ecnun cebinoynbii cranpapr
3aMeHeH (U3MeHEH), TO MPU NoSIb30BaHUM HACTOALWMM CTAHAAPTOM cnegyeT PyKOBOACTBOBATLCH 3aMEHSIIOLMM (M3MEHEH-
HbIM) cTaHAapToM. Ecnn ccbinoyHbi craHaapT oTMeHeH 6e3 3aMeHbl, TO MONoXeHne, B KOTOPOM [laHa CCbINKa Ha Hero,
NPVMMEHSIETCA B YaCTW, He 3aTparvBatoLlen 3Ty CCbIMKY.

3 TepMuHbI 1 onpeaeneHus

B HacToswweM cTaHAapTe npuMeHeHbl TepMuHbl o FOCT 17527, [1] (2] co cnegyowmm gononHeHNem:
3.1 cpepHaa npo6a: Mpob6a, nonyveHHas us 06veAMHEHHON Npobbl B koNMYecTBe, obecneumBatoLlem
npoBefeHne aHann3oB U co3aHue apXuBHbIX 06pa3sLoB.

4 TpaBuna NnpMemkKn

4.1 NekapcTBeHHble cpeAcTBa NPUHUMAOT cepuamMn (ans nevebHbIX KOPMOBLIX 406aBOK — NapTUAMN).
Cepuen (napTuen) cuuTaloT onpegenieHHoe KONMYeCTBO OAHOPOAHOrO NeKapCcTBEHHOro CpeacTBa, Nony4veH-
HOro B pesynbTaTe 0AHOro TEXHOMOINMYECKOro umkna u oopMeHHoe oaHUM AOKYMEHTOM O KavecTBe.

Uspaune opmunanbHoe
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Mpu BbINyCKe NekapcTBEHHOro cpeacTBa B Habope (AnarHOCTUKYMOB, CbIBOPOTOK, aHTUOMOTUKOB C pac-
TBOpUTENEM U APYr1X) cepuelt (NapTueit) cunTaroT onpeaeneHHoe KonmyecTso Habopos, MNOMHOCTEH YKOM-
NNeKTOBAHHBLIX KOMMOHEHTaMN.

Mpw HenpepbIBHOM cnocobe Npon3BoACTBa NeKapCTBEHHbIX CPEACTB cepuen (napTuein) cumtatoT nroboe
konunuecTBo (HO He Bonee CyToYHONM BbIpaboTKWM) O4HOPOAHOW MO CBOMM MoKasaTensiM KavyecTBa NPoAyKLUMK,
conpoBoXJaeMoe OAHVM JAOKYMEHTOM O KayecTBe.

4.2 B poKyMeHTe O KayecTBe yKasblBaloT:

- HanMeHOoBaHWe U agpec opraHU3aunn-NPonU3BOaUTENS;

- Ha3BaHuWe J1eKapCTBEHHOro CPeacTBa;

- Homep cepun (napTun);

- obbem cepun (NapTun) (B eanHMLAxX Macchl, 06bema Unu LWTyKax);

- paTy U3roToBrneHus (MecsL, roa);

- pesynbTaThl aHanusa no nokasaTensaM ka4ecTsa;

- CpokK rogHocTn (Mecau, rog);

- obo3HaveHVe JOKYMeHTa, B COOTBETCTBMMN C KOTOPBIM M3TOTOBIIEHO NlekapCTBEHHOE CPeACTBO;

- HOMep AOKYMEHTa O KavyecTBe M AaTy ero Bblgayu;

- MoAnnchb YNOHOMOYEHHOro nuua opraHusauM-nponssoanTens.

4.3 na npoBepKku Ka4ecTBa NekapCTBEHHBIX CPeACTB OT cepuu (MapTumn) MeTo40M criydaiHoro otbopa
oTbuparoT npoby (BbIGopky). OTOOP Npob (BLIOOPOK) NPOBOAAT NOCNe NPOBEPKM Ka4ecTBa YNaKoBKU, MapKu-
POBKM 1 BHELLUHEro BMAa NekapcTBeHHOro cpeactsa. Mpobel (BeIGOPKN) OTOMPAIOT TOMNLKO U3 HEMOBPEXAEH-
HbIX, YKYMOPEHHBIX M ynaKkoBaHHbLIX COTNMacHo AOKYMEHTY, B COOTBETCTBUM C KOTOPbIM OHW W3rOTOBMEHBI,
yMakoBOYHbIX eAUHUL,.

B npoby (BbIGOpPKY), 0TBMpaemyto AN UCMbITaHUIA, BKNOYAOT apXMBHblEe 06pasLibl B TAKOM Xe KonMyec-
TBE, KaK U AN NPoBeAEHUS KOHTPObHBIX UCTIBITAHWUNA.

4.4 MHorocTyneH4aTbi oT6op

4.4.1 TMpu MHorocTyneH4aTtom oT6ope Npoby (BbIBOpKY) 0bpasyoT No CTyNeHAM 1 NekapCTBEHHOE cpe-
[ACTBO B KXo cTyneHun oTéupatoT crydaiHbiM 06pasom B NPONopLMOHANbHBIX KONMMYECTBaX U3 €4UHULL, OTO-
6paHHbIX B NpeablayLlei ctyneHn. Yiucno ctyneHen onpeaenseTcs BUAOM YNakoBKU:

| cTyneHb: oT6op eanHIML, TPAHCNOPTHON Taphbl (SILLWKOB, KOPOBOK, MELLKOB U ApYruX);

Il cTyneHb: oT6OP yNakoBOYHbIX eAUHUL, HaXOOAWMXCS B TPaHCMOPTHON Tape (kopobok, chnakoHoB,
6aHoK 1 apyrux);

Il ctyneHb: oTOOP Npoaykuumn B noTpebutenbckon Tape (nayek, (hnakoHoB, Ty6, KOHTYPHBIX YNaKOBOK W

ApYruXx).
4.4.2 O6bem npobbl (BbIOOPKN) Ha KaXXAOWN CTYNEHU N BbIMUCAAIOT No dopmyne

n=04JN, (1

rae N — KonuM4ecTBO YNakoBOYHbBIX €AVHNL, Ha AaHHON CTYNeHW.

4.4.3 Ecnu B pesynbTaTe BblYMceHUs no (1) nonyyaetca ApobHoe YUCo, TO ero OKpYrisioT B CTOPOHY
yBenMYeHns 40 LLenoroYncna, kKoTopoe AoMKHO BbITb He MeHee HeobX04MMOro KoNM4ecTBa yNakoBOYHbIX e4un-
HULL, UCTIOSb3YEMOro AR KOHTPOSIS KauecTBa NekapCTBEHHOTo CPeACcTBa U CO3AaHuUsi apXUBHbIX 06pasLoB.

4.4.4 B Heobxoaumbix criydasx npoby (BbIBOPKY) NnekapcTBEHHbIX CpeACcTB 0TOUPaoT MeToA0OM Cny4ait-
Horo oTbopa no Tabnuue 1.

Tabnuua 1
Konu4ecTeo ynakoBouHbIX O6bem BbIBOPKU Konuuecrso ynakoBo4HbIX 0O6bem BbIGOpKM
euHUL, B cepum (naptuu) (ynakoBO4HbIX €AMHULL) eauHuL, B cepuu (napTum) (ynakoBOYHbIX eAnHULL)
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 Tpunony4yeHun HeyAOBNETBOPUTENbHBIX PE3YNbTATOB UCMLITAHUI XOTA Bbl NO OAHOMY U3 NoKasaTe-
nei no Hemy NPOBOAAT MOBTOPHBIE UCMbITAHUA NPOBLI, OTOBPaHHON OT YABOEHHOIO KONUYECTBa eANHUL, NPo-
AYKLUN TOW Xe cepum (napTum).

2
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PesynbTaThl MOBTOPHLIX UCMILITAHUIA SIBAAIOTCA OKOHYATENbHBIMWA, UX PACNPOCTPaHAIOT Ha BCIO CEpUio
(napTnio).

4.6 B cnydae nonyvyeHns HeyaoBNeTBOPUTESIbHBIX Pe3yNbTaToB UCMbITAHUA MPU NOBTOPHOM KOHTPOJIE
cepuio (NapTUIo) CHUUTAIOT HE COOTBETCTBYIOLLEN TpeboBaHWUAM AOKYMEHTA, B COOTBETCTBUN C KOTOPbLIM U3ro-
TOBMEHO NekapcTBeHHOE CpeacTBO, U bpakyioT.

5 MeToabl oT6opa Npo6 (BLIGOPOK)

5.1 O6opyaoBaHue u Matepuanbl

Mpo600T60pHUK aBTOMATUYECKUIA.

LLlyn MeLwoyH b Unu Wwyn am6apHbIA KOHYCHBIA UMW aHaNorMMYHBIX TUMOB, NO3BONALWWIA 0ToBpaTh Npoby
maccoit He 6onee 100 .

Tpy6bka cteknaHHasa gnameTpom 15—20 MM C NOpLUIHEM ANS BblAAaBNUBAHUSA NACThI.

MuneTka rpagynposaHHana no MOCT 29227 co BcacbiBaloWMM YCTPONCTBOM (rpyLUei).

KoBw meTannuueckuit BMectumocTbio 0,2—0,6 am3.

MoaHoc AepeBsAHHbLIN N MeTanIUYEeCKNiA.

WnaTtens.

MnaHkn aepeBsiHHbIE CO CKOLUEHHBIM HUXKHUM peBpom.

BaHKW CTeknsHHbIe ¢ NPUTEPTLIMKA NPoBkaMi BMecTUMOCTbIO 0,5—1,0 am3.

BaHk1 4ns XMMu4ecknx peakTMBOB C BUHTOBOM FrOPAOBUHOW, NPOKNAAKOW 1 KPbILLKOW U NPUTEPTON Npo-
6KoM.

MakeTbl N3 nonuatunexHoson nneHkn no FOCT 10354.

BaHku nonuaTuneHoBble.

Oenutens A3K-I1.

5.2 Ot60p nNpob

Ona ot6opa npob nekapcTBeHHbIX CPEACTB NPUMEHSAIOT NPOGOOTGOPHMKM, BbIGPaHHbIE Takum 06pasom,
4YTOObl OH COOTBETCTBOBANN (PU3NYECKOMY COCTOAHUIO NPOAYKTA U BUAY YAKOBKW, ObINI N3roToBMEHb! U3 Hel-
TpanbHOro matepuana Ana npodykra gaHHoro suaa.

Mpobbl oTGUpatoT ¢ cobniogeHNeM caHWTapHbIX HOPM M NpaBun TexXHUKU BesonacHocTu no
FOCT 12.1.007, ncnonb3aysi Npy1 HeoBXOANMOCTI NepyaTkn, hapTyKM, O4KW, pecnupaTopsbl 1 Apyrine cpeacTsa
no OCT 12.4.011.

5.2.1 OTGop BLIGOPOK FOTOBbLIX NIEKapCTBEHHbIX CpeAcTB (LWTYYHON NpoayKuuK)

M3 oToGpaHHbIX Ha NocneaHen CTyNeHn ynakoBOYHbIX eAMHIL, 0TOMpatoT BbIGOPKY AN nccneaoBaHUs Ha
cooTBeTCTBME TPeboBaHUAM JOKYMEHTA, B COOTBETCTBUN C KOTOPLIM U3rOTOBIIEHO feKapCTBEeHHOe CPEACTBRO,
Mo nokasaTensiM KayecTBa B KOMMYECTBE, HEOOXOAMMOM A1 NPOBeAeHNs YeTbipeX NOMHbIX aHanMsos, U
CTOMbKO XXe — ANs co3aHUsA apXMBHbIX 06pasLoB.

5.2.2 OT6op Npo6 nekapcTBeHHbIX CpPeacTB B KpynHoW pacdiacoBke, npegHasHavyeHHOW Ans
nocneayrliei pacdacoBKA UMM U3FOTOBNEHUA NeKapcTBEHHbIX hopM

Mpoba nekapCcTBEHHbIX CPEACTB U3 KPYMHON pacdacoBKy, NpegHasHavYeHHOW Ans nocnegyowen pacda-
COBKM UM U3rOTOBIEHNA NeKapCTBEHHbIX (POpM, AOMKHA NpeacTaBnsaTb coboi 06beanHeHHbIe MIHOBEHHbIE
npo6bl.

5.2.2.1 OT60p MrHOBEHHbLIX NPob

MrHoBeHHble Npobbl 0TEUPAaKT N3 BEPXHEro, CPeAHEro U HMKHEro CNoeB KaXaon ynakoBOYHOW e ANHNLbI,
nonasLlei B BbIOOPKY, paBHoe YMcno pas (2—3 npobkl), 4To6bl obecneunTe Maccy obbeAnHeHHoN npo-
6bl B COOTBETCTBUN C TPEBOBaHUAMN JOKYMEHTa, B COOTBETCTBUM C KOTOPLIM U3rOTOBMEHO NeKapCcTBEHHOe
cpeacTBo.

5.2.2.2 MrHoBeHHble Npobbl NacToobpasHbIX NPOAYKTOB 0TOMPAtOT CTEKSHHOW MM MeTannm4eckomn
Tpy6Koi anameTpom 15—20 MM € NOpLUHEM ANA BblAaBNMBaHMs nacTbl. TpybKy NorpyxatoT Ha AHO EMKOCTU C
nacTon BepTUKanbHo. MopLueHb Npu 3TOM A0MKEH GbITb OMyLLEH.

5.2.2.3 OT60p MrHOBEHHbIX MPOB6 XNUOKNX NPOAYKTOB NPOBOAAT C NMOMOLLbIO TONICTOCTEHHOMN CTEKISHHOM
TPYOKM NNK rpagynpoBaHHON NUMNETKU CO BCachiBaloLLMM YCTPOWUCTBOM (rpyLueit). MNepen B3ATMEM NpoayKTa
XNAKOCTb TLAaTeNbHO NepeMeLlnBaroT.

5.2.2.4 EcnunepeMeLuBaHWe XUAKOCTM 3aTpyaHEHO, MTHOBEHHbIE NPOoBbl XKMAKUX NPoAYKTOB 0TOupa-
toT 6e3 nepemMeLUMBaHNS U3 pasHbIX CHOEB.

5.2.2.5 MrHoBeHHble Npo6bl NopoLIKooBpasHbIX MPOAYKTOB OTOMPaT aBTOMaTMYecknM npobootoop-
HUKOM MNN LLYTOM, NOrpyXas ero no BepTUKanbHOW OCU Ha BCto ryBUHY YNakoBOYHOW eANHMLbI.
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5.2.2.6 MNpu ot6ope Npo6 TBepaAbIX NPOAYKTOB (rpaHynMpOBaHHbLIX) Maccoid MrHOBEHHOW Npobbl He
6onee 0,5 kr gonyckaeTcs B KauecTse NpobooTOOpHMKa UCTIONb30BaTb COBOK.

5.2.3 CoctaBneHue o6 begUHEeHHOU NpoOGbI

5.2.3.1 [nAcocTasneHus o6beauHeHHon Npo6 bl MrHOBEHHbIE NPOGLI MOMELLAtoT B YUCTYIO cyXyto GaHky
(ans xuaknx 1 nactoobpasHbIX hopM) UK Ha NoAHOC (AN Cbiny4nx hopm) N TIaTENbHO NepeMeLLInBatoT Npu
MOMOLLM CTEKNISIHHOWN NafoYvkun (Knakue nNpoAyKTbl) UMK WnaTens.

5.2.4 BbigeneHue cpegHel Npoobl

5.2.4.1 Ananopowkoo6pasHbIX U rpaHynpoBaHHbIX (GOpM SIeKapCTBEHHBIX CPeACTB U3 06beUHEHHON
npo6bl BbiaensaoT cpeaHioto Npoby ¢ nomoubio aenutens A3K-1 unv Bpy4Hyro nyTeMm KBapToBaHUS.

[na sblaeneHna cpegHel Npobbl o6beaMHeHHyo Npoby TwaTenbHO NepemMeLluInBaloT, pacnpeaensioT
POBHbLIM CMOEM MO NOBEPXHOCTU NoAHOCA B BUAE KBaapaTta U NPy MOMOLLU NNAaHKN CO CKOLLEHHBIM HXHUM peb-
poM AenAT No AuaroHany Ha YeTblpe TPeyronbHUKa.

W3 aByx NPOTUBONOJIOXKHBIX TPEYTONbHUKOB Npenapar yaarnsitoT, a U3 ABYX OCTaBLUMXCA cobupatoT BMmec-
Te. [leneHne NpoBoAAT A0 NOy4eHUst Macchl cpeHei Npobbl, ycTaHOBEHHOW B AOKYyMEHTE, B COOTBETCTBUN C
KOTOPBIM U3rOTOBNEHO fleKapcTBEHHOe CPeaCcTBO.

5.2.4.2 CpegHioto Npoby AensT nononamM U noMeLLaoT B IBE CyX1e YNCTbie GaHKK ¢ NpUTepThIMU Npobka-
MW UK NONN3TUNEHOBLIE NakeThl. MOXHO UCMONb30BaTh Takke NONN3TUIIeHoBbIE 6aHKN C BUHTOBOW ropnosu-
HOW U 3aBUHYNBAIOLLIMMUCSA KPbILLKAMU.

O6e 6aHkn unun oba nakeTa ¢ NekapcTBEHHbIM CPeACTBOM HanpaBsnAloT B 0TAeN OpraHn3aummn-npousso-
AnTens, ocywWwecTBNALWMIA KOHTPOSb FOTOBOW NPOAYKLUW.

OpHy 6aHKy Unu nakeT UCNOSb3yIoT AN NPOBeAEHUs UCMIbITAHUA, TOPMOBUHY ApYroi napaduHUpyIoT, a
nakeT 3anaunsatoT. Macca kaxaom us npob AormkHa B YeTbipe pasa npesblLlaTb Maccy NpoaykTa, Heobxoammoro
Ana npoBeAeHUa 0AHOTO NOMHOro aHanusa.

5.3 Mopapok xpaHeHUA apXUBHbIX 06pa3LoB

5.3.1 O6pasubl NekapCcTBEHHbIX CPeACTB XPaHAT B apXvuBe oTAeNa opraHu3auuu-nponusBoaunTens, ocy-
LLeCTBMAOLLEro KOHTPOb rOTOBOM NPOAYKLMM, Ha Criyyain apBUTPaxHOro KOHTPONS NPY pa3HOrNacuUNAX B OLEH-
ke KadvecTBa. ApxvBHble oOpasubl onevaTbiBaloT (NAIOMGUPYIOT) U XpPaHAT B 3aKpbIThIX LWKadax
(xonoannbHUKax), cobrnoaas yernoBus XpaHeHUs, 3NoXKeHHble B JOKYMEHTE, B COOTBETCTBUM C KOTOPbIM U3rO-
TOBEHO fekapcTBeHHOe cpecTBO. CpoK XpaHeHUs apXMBHbIX 06pas3LOoB paBeH CPOKY FOAHOCTM NleKapCTBEH-
HOro cpeacTBa.

5.3.2 JlekapcTBeHHble cpedcTBa cnuckoB A 1 b nognexart xpaHeHuto B cneumnanbHo 060pyaoBaHHbIX
ANsa 3TUX Lenern NoMeLeHnaxX unn cerndax, metannuyecknx Wwkadax uiu awmkax nogd samkom. fllekapcTseH-
Hble cpeacTBa cnMckoB A U B XpaHaT TOMbKO B YakoBKe opraHnsauumM-npoussogntens. Ans xpaHeHns nekap-
CTBEHHBIX CPeAcTB cnUckoB A U B fomkHbl BbITb CO3AaHbI YCMOBWS, UCKMOYatoLLMe BOSMOXHOCTb XULLIEHUS.

6 MapkupoBka npo6

6.1 Ha aTnkeTke Unn HENocpeaCTBEHHO Ha Tape ¢ 0ToBpaHHBIMKU NPobamn JoMKHBI BbITb YKasaHbl:

- HauMMeHOBaHWE U aapec opraHM3aLnn-NPOMN3BOANTENS;

- HasBaHue NnekapcTBEHHOro cpeacTsa;

- KONMYecTBO IEKapCTBEHHOro CPEeACTBa B YMakoBOYHOW eanHuLe (B egMHMLAxX Macchl, o6bemMa unu
LUTYKax);

- KonuM4ecTBo 0TOBPaHHOro NekapcTBEHHOro cpecTBa (B eAMHMLax Macchl, o6bema Unn LWTyKax);

- KOHLEeHTpauusa Uru cogepxaHune aencTeytollero(ux) sewectsa(s) (B eanHMLax Macchl, obbema unm
OTHOCUTENbHBIX BEMNYNHAX);

- aKTUBHOCTb feKapcTBEHHOro cpeacTsa (B eanHULax AencTBus);

- JaTa U3roToBneHus (Mecsy, roa);

- HOMep cepuu (napTum);

- macca (06bem) HeTTo cepum (napTun);

- CPOK rogHocTu (Mecsil, roa);

- Mepbl NPeJoCTOPOXHOCTH NPY NMPUMEHEHNN NeKapCTBEHHOIO CpeacTBa;

- paTa oTbopa nNpobbl;

- YCNOBUS XpaHeHuUs;

- cnocob npumeHeHus;
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- OOIMKHOCTb W NoAnuck nuua, otobpasiuero npoby;

- obo3HaveHne JOKyMeHTa, B COOTBETCTBUM C KOTOPBLIM M3rOTOBIIEHO NEKapCTBEHHOE CPEACTRO.

Ha aTukeTKy cTaBaT WTamn «ApxXuns».

6.2 Mpu MapKUpoBKe MEeSKOM LUTYYHOW NPOoAYyKLUN MHOPMaLIMID HaHOCAT Ha KOpOOKy.

6.3 Mapk1poBka 06pasLoB SA0BUTHIX U CUNBHOAENCTBYHOLLUMX NeKapCTBEHHBLIX CPEACTB AOIIKHA A0NON-
HUTENbLHO coaepXaTb:

OnNs A00BUTBIX — OTTUCK YePHOM TyLUblo BYKBbI A, a ANst NeKapcTB, COAEPKALLMX CUIbHOAENCTBYOLINE
BelllecTBa, — KpacHol TyLwbto 6ykebl B. KpoMe Toro, Ha ynakoBKy € 540BUTLIMU NleKapCTBEHHLIMK CpeacTBaMu
HaKenBalT NnevyaTHbIe ATUKETKM C N30bpakeHneM Yyepena v cKpeLleHHbIX KOCTen ¢ Hagnuebio «Aa!» u «Obpa-
LaTbCH C OCTOPOXKHOCTLIOY.

6.4 [BmxeHne apxMBHbIX 06pasLIOB OTPaXatoT B crielManbHbIX KypHanax, npuydem Ans yuerta ABMKeH s
apXMBHBIX 06pa3LOB SA0BUTBIX 1 CUNIBHOAENCTBYOLWMX fTIEKAapPCTBEHHBIX CPeACTB UCMOb3YoT crneLuarnbHbIni
XypHan.
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[1] 1SO 3534-1:2006

[2] 1SO 3534-2:2006

Bu6nuorpadusn

Statistics — Vocabulary and symbols — Part 1: General statistical terms and terms used in
probability (Ctatuctuka. Cnoeapb 1 ycnoeHbele 0603HaveHus. Yactb 1. Obwme cratmctmyeckme
TEPMVHbBI U TEPMUHbI, UCMONb3yEMbIE B TEOPUU BEPOSTHOCTH)

Statistics — Vocabulary and symbols — Part 2: Applied statistics (Ctatuctuka. Cnosapb 1 ycnos-
Hble 0603Ha4veHus. YacTb 2. MNpuknagHas ctaTncTuka)
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M3MEHEHWUA, NPUHATDBIE K MEXXTOCYOAAPCTBEHHbIM CTAHOAPTAM

11 3APABOOXPAHEHME
MKC 11.220

U3menenue Ne 1 FTOCT 31929—2013 CpeacTBa neKapcTBeHHble ANA BETEPUHAPHOIO NMPUMEHEHMUS.
MpaBuna npueMku, MeToabl OTOOpa NPo6

Mpunato MexrocygapcTBeHHbIM COBETOM MO CTaHA4ApPTUM3auuMu, METPONOrum n ceptudukauumn (npo-
Tokon Ne 51-2017 ot 01.06.2017)

3apeructpupoaHo Bropo no crangapram MIFC Ne 13271

3a npuHATUE M3MEHEHUA MPOrosiocoBariM HauMOHasIbHbIe OpraHbl MO CTaHAApPTU3aLUKU criegyrowux
rocynapctB: BY, KG, RU, TJ, UZ, UA [koabl anbda-2 no MK (MCO 3166) 004]

[aty BBeieHUsi B e iCTBUE HACTOSALLEro M3MEeHeHUsl YCTaHABIMBAKOT YKa3aHHbIe HALMOHANbHbIE
opraHbl N0 cTaHAapTU3aLuu*

Pasgen 2. 3aMEHUTb CCbISKY:

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

MyHKT 4.4.1. 3amMeHUTb CNOBO: «Tapay Ha «ynakoBkay (3 pasa).

MyHKT 4.4.3 N3NOXUTb B HOBOW peaakLuu:

«4.4.3 Ecnu B pesynbrarte BbluMCneHns no coopmyne (1) nony4aercs ApobHOE YMCIO, TO €ro OKPYrnsAT
B CTOPOHY YBENMUYEHNUA A0 LLENOro Yncna, Kotopoe A0mkHO ObiTk He MeHee 3 u He Gonee 30. B cnyyae Hepo-
CTaTOYHOro KONMYeCTBa YNakoBOYHbLIX €4WHUL, ANA NPOBEAEHUSA UCMbITAHUS MOBTOPHO OTOMPAIOT YNakoBOY-
Hbl€ €4MHULLI O TOMN XKE CXEME.

M3 otobpaHHbIX HA NMOCNEeAHEN CTyNeHW YNakoBOYHbIX €AMHUL, MOCMNE KOHTPONS BHELUHEro Buga oT-
Gupatot npoby (BbIGOPKY) ANst MCCNeAOBaHMA NEKapPCTBEHHLIX CPeACTB HA COOTBETCTBUE TPeBOBaHUAM HOP-
MaTUBHbIX 4OKYMEHTOB B KONIMYECTBE, HEOOXOAUMOM ANA NPOBEAEHUS ONpedeneHHbIX UCNIbITAHUIA (C y4eTOM
UCMbITAHUIA HA MUKPOBMONOrMYECKYI0 YUCTOTY, CTEPUNBHOCTb, 8 MapeHTEpanbHbiX U 0TaNbMONOTMYECKUX
pacTBOPOB HA MEXaHUYECKUEe BKMIOYEHUS).

MpumedaHune — [na TBepabiX J03UPOBAHHLIX JIeKapCTBEHHBIX CPEACTB KOSIMYECTBO Npob ANs npoBegeHnA
MUKPOGUOIOrMUECKOro KOHTPOIS paccuUTLIBaOT NyTeM AeneHus TpeGyemoro kornuyecTsa o6pasLa () Ha cpefHiolo Maccy
TabneTku (Apaxe, Kancynbl, Cynno3uTOpUs)».

MyHkT 5.3.1. 3amMeHUTbL CNoBa: «ApxuBHble 006pas3Lbl OneyarbiBaloT (NOMOUPYIOT) U XPaHAT B 3aKpbl-
ThiX Wkadax (xonoaunbHUKax), coobnoaasa ycrnoBusi XpPaHEHUs, U3NOKEHHbIE B JOKYMEHTE, B COOTBETCTBUU
C KOTOPbIM U3rOTOBMIEHO NEeKapCTBEHHOE cpeAcTBO. CPOK XpaHEHMs1 apxMBHbLIX 00pa3LiOB paBeH CPOKY roa-
HOCTW NEKAPCTBEHHOTO CPEACTBA» HA «APXMBHbIE NPOObLI XPAHAT B 3aKPbIThIX (OMeYaTaHHbIX) wkadax unu
XONoAuUIbHUKaX, cobnoaas ycrnoBusa XpaHEHUs!, U3MOKEHHbIE B HOPMATUBHOM JOKYMEHTE HA NEKapCTBEHHOE
cpencTBo. Cpok xpaHeHus Npob B apxuBe paBeH CPOKY rOHOCTU NeKapCTBEHHOTO CPEACTBA, €CNU He YKa3aHo
WHbIX YCIOBUIA B HOPMATMBHOM JOKYMEHTE HA KOHKPETHOE NEeKapCTBEHHOE CPEACTBOY.

MyHKT 6.1 M3NOXMTb B HOBOM peaakuuun:

«6.1 Ha atukeTkax apxmBHbIX Npo6 yKa3biBaloT:

- HaMMEeHOBaHue, aapec ¥ TOBaPHbIN 3HAK OPraHM3aLMu-NPON3BOAMUTENS;

- HAUMEHOBaHMe NeKapCTBEHHOro CPeACTBa;

- HOMEp cepuu;

- party Bbinycka (Mnu aaty npou3BOACTBA);

- pary otbopa npoo;

- 06bem cepuu (B eamHuLax 06bema, MacCbl UIU LUTYKAaX);

- 4ynucno oTobpaHHbIX NPO6 nnuM Maccy NpoObl (ANs HELLUTYYHOM NPOAYKLUMK);

- CPOK roAHOCTH;

- 0603Ha4YeHne HOPMATUBHOIO [JOKYMEHTA, B COOTBETCTBUM C KOTOPbIM W3rOTOBMNEHO NeKapCTBEHHOE
CpPeacTBO;

- YCIOBMS XpaHeHusi Npoo;

- JOIMKHOCTb M MOANKUCH Nuua, oTOGpaBLUEro Npobbiy.

(UYC Ne 10 2017 1)

* [aTta BBeeHWA B JeACTBUE Ha TeppuTopum Poccuiickoih Pegepavuumn — 2018—07—01.
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