0 ¢

E¢ 2—

®ENEPANBHOE AFEHTCTBO

MO TEXHNWYECKOMY PEFYMPOBAHUNIO N METPOIOIr A

HALUMWOHANDBbHDLBIN FrTOCTP
CTAHOAPT
POCCUWNCKOMN 52684
PELJEPALUMN 2006

CPEACTBA JIEKAPCTBEHHbIE
ONA XKNBOTHbBIX

MpaBuna npuemMku, meToabl otéopa nNpob

N3paHue oguumansHoe

CwuyTndgopm
TT


https://meganorm.ru/list2/64419-0.htm

FOCT P 52684—2006

Mpepgucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bps 2002 r. Ne 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NPpUMEHEHNs HauUoHabHbIX
cTaHfapToB Poccuiickoii ®epepauyun — FOCT P 1.0— 2004 «CTtaHgapTusaumsa B Poccuiickoin depepavun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PA3PABOTAH ®epgepanbHbiM rocyAapCTBEHHbIM yupexaeHneM «Bcepoccuiickuii rocysapcTBeHHbIl
LleHTp kauecTBa 1 cTaHgapTU3aLNN NEKAPCTBEHHbIX CPEACTB A1 XXUBOTHbIX U KOPMOB» (PIY «BIHK»)

2 BHECEH TexHuyeckum KomutetoM no ctaHgaptusauum TK 454 «OxpaHa Xu3HWU, 300POBbSA XUBOT-
HbIX 1 BETEPUHAPHO-CaHUTapHasa 6e30NacHOCTb MPOAYKTOB XUBOTHOIO NPOUCXOXAEHNSA 1 KOPMOB»

3 YTBEPXJEH W BBEAEH B JENCTBUE [MMpukasom ®efepansHOro areHTcTsa No TEXHUYECKOMY
perynupoBaHuio n MeTposorum ot 27 gekabps 2006 r. No455-ct

4 BBEJEH BMNEPBbIE

MHdopmauns 06 M3MeHeHNsaxX K HacTosiIeMy cTaHgapTy nybnvkyeTcs B €XerogHo nsgasaemom
MHopMaLnoHHOMYKa3aTene «HauvoHanbHble CTaHAapThi», @ TEKCT U3MEHEHU MMONPaBOK — B eXeMe-
CAYHO M3AaBaeMbIX MHPOPMAaLMOHHbIX yKa3aTensx «HauvoHanbHble cTaHAapThi». B cnyyas nepecmoTpa
(3aMeHbl) U 0T MEeHbI HACT 0ALLero cTaHjapTa cooTBeTCTBYLee yBejoMmeHne 6yjeT ony61KoBaHo
B ©XeMeCcs4YHO n3faBaemMoM MHhopMaLMOHHOM yKasaTene «HaunoHanbHble cTaHgapThi». CooTBeTCT-
BylOLLLaA MHhopmaLus, yBeoMIeHe U TeKCT bl pasMeLLan T csl Takxke B MHpopMaLMoHHOM cucTeme obLue-
rononb3oBaHusA — Ha ouuManbHOM caiiTe PefepanbHOro areH TCTBa N0 TeXHUYeCKOMY Peryn1mpoBaHuio
MMeTponorMmBe ceTuHTepHeT

©CrtaHgapTuHpopm. 2007

HacTosiuii cTaHAapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLmanbHOro nsganus 6e3 paspelleHus ®efepasbHOrO areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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MNonpaska kK FTOCT P 52684—2006 CpeAcTBa /IeKapPCTBEHHbIE NS XXUBOTHbIX.
MpaBuna npreMku, MeToabl 0T6opa Npob

B KMKOM MecTe

HavmeHoBaHuWe cTaH-
fapra

HavmeHoBaHuWe cTaH-
fapTa Ha aHranickom
A3bIKe

Pasgen 1

Pasgen 4 (aBeHaguaTtb
pas), NyHKT 5.2, nog-
nyHKTbI 5.2.1 (aBa pasa).
5.2.2 (pgBa pasa), 5.2.4
(Tpu pasa), 5.3.1 (gBa
pasa), 5.3.2. NyHKTbI 6.1
(4eTblpe pasa), 6.3. 616-
nuorpauyeckne faH-
Hble

MuuneuataHo

XWUBOTHbIX

animals

ANA XUBOTHbIX

ANna XWUBOTHbIX

(MYC Ne 3 2013 1)

NONXHO 6bITb

BETEPMHAPHOIO  HPUMEHe-
MnHs
veterinary use

[ONA BETepPUHAPHOro npumMe-
HeHus (fanee — nekap-
CTBEHHblE CPeAcTBa)
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

CPEACTBA TEKAPCTBEHHDbIE 1A XNBOTHbIX
MpaBuna npuemMku, MeToAbl 0T60pa Npob

Medicine remedies for animals.
Acceptance rules, methods of sampling

Nata BBegeHnsa — 2008—01—01

1 O6nacTb NpUMeHeHus

HacTosawuii ctaHgapT pacnpocTpaHsieTcs Ha dpapmakosornyeckme, 6Uonornyeckme, UMMyHosIormyec-
Kne, roMeonaTuyeckue ekapCTBEHHbIE CPEACTBA /151 KMBOTHBIX, le4e6HbIE KOPMOBLIE f,06aBKM MyCcTaHaB/ -
BaeT Tpe60oBaHus K NpaBuIamM NpUemMkn U MetTogam oT6opa npo6.

CTaHJapT He pacnpocTpaHseTcs Ha NPoAyKUUI MUKPOGUOMOrMYECKOK NPOMBILLIEHHOCTH, (DEPMEHT-
Hble npenapaTbl, KOpMa 1 KOPMOBbIE [06ABKY.

2 HopmaTuBHbIE CCbI/IKU

B HacTofiLem cTaHfgapTe UCNOIb30BaHbl CCbISIKU HAa CrieayloLne cTaHAapTbl:

FOCT P 50779.10—2000 (MCO 3534.1—93) CtatucTnyeckme metoabl. BepoATHOCTb 1 OCHOBLI CTaTUC-
TUKU. TEPMUHBI Y onpeaeneHmns

FOCT P 50779.11—2000 (MCO 3534.2—93) Ctatuctuyeckme metoabl. CTatuctmyeckoe ynpasneHve
KayecTBOM. TepMUHbI 1 onpeAenerHuns

FOCT 12.1.007—76 Cuctema ctaHfapToB 6e3onacHocTu Tpyfa. BpegHble Belectsa. Knaccudukauuns
1 o6ume TpeboBaHNA 6e30nacHOCTU

FOCT 12.4.011—89 Cuctema cTaHAapToB 6e3onacHocTu Tpyga. CpefcTBa 3awjutbl paboTalolmX.
O6uwue TpeboBaHuA U knaccndukauus

FOCT 10354—82 lNneHka nonnatuieHoBas. TexHUYeckre ycnosus

FOCT 17527—2003 YnakoBka. TepMUHbI M onpeaeneHms

FOCT 29227—91 (MCO 835-1—81) MNocyaa nabopaTtopHasa cTeknsHHasA. MNuneTkn rpagyvpoBaHHbIe.
YacTb 1. Obwue TpeboBaHus

NMpumeuvaHune — MNpn NONb30BAHUN HACTOSALLUM CTAHAAPTOM LE1ECO06PA3HO NPOBEPUTL 4ENCTBME CCbINIOY-
HbIX CTaH4apTOB B WMH(POPMALMOHHON cucTeme O06Lero nofb3oBaHUs — Ha oduunanbHOM caiite ®egepanbHOro
areHTCTBa N0 TEXHUYECKOMY PeryimpoBaHuio U MeTPOIOrMu B CETU VIHTEPHET WK MO eXEerogHo n3gasaeMomy uHgopma-
LMOHHOMY yKa3aTesnto «HaunoHanbHble CTaH4apPTbi», KOTOPbI/ 0NY6ANKOBAH MO COCTOSIHUIO HA 1siHBaps TEKyL ero roaa, u
N0 COOTBETCTBYIOL UM EXEro4HO n3gaBaeMbliM UHPOPMALMOHHLIM yKasaTensM, ony6/1MKOBaHHbLIM B TEKYLeM rogy. Ecau
CCbIIOYHbIV CTaHAaAPT 3aMeHeH (M3MEHEH), TO NpW NOMb30BaHUN HACTOSAWMM CTAHAAPTOM CrefyeT PyKOBOACTBOBAThLCS
3aMeHsAIWNM (M3MEHEHHbIM) CTAaHAAPTOM. EC/IN CChIIOUHbIN CTAHA4APT OTMEHEH 6€3 3aMeHbl, TO NOJIOKEHWNE, B KOTOPOM
faHa ccbifika Ha Hero, MPUMEeHseTCs B 4acTu, He 3aTparuBalow el aTy CCbifKy.

N3paHne opuymnansHoe
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3 TepMuHbI 1 onpeneneHns

B HacTosALeM cTaHAapTe npuMeHeHbl TepMuHbl o FOCT P 50779.10, TOCT P 50779.11. TOCT 17527 co
crefyoLwmnm AoMNoSTHEHNEM:

3.1 cpegHas npoba: Npoba, nonyyeHHas 13 06beANHEHHO NPO6bI B KONMYECTBE, 06ecneynsatoL,em
nposefieHne aHasiM30B 1 Co3aHne apXuBHbIX 06pasLioB.

4 lMpaBuna npuemku

4.1 NekapcTBeHHble CpeAcTBa A/15 XXUBOTHbIX NPUHUMAIOT cepuammn (418 nevyebHbIX KOPMOBbIX Ao6a-
BOK — napTtuamun). Cepuein (naptueid) cuntaioT onpepesieHHoe KOMYecTBO OAHOPOAHOIO /IeKapCTBEHHOro
cpefcTBa A5 XMBOTHbIX, MOMYYEHHOTO B pe3y/nbTaTe OA4HOro TEXHOMOrMYEeCcKOro uukna u ohopMaeHHoe
OAHVM [OKYMEHTOM O KayecTse.

Mpw BbINyCcKke NeKapCTBEHHOTO CPeACTBa 4151 XKMBOTHbIX B Ha6ope (ANarHoCTUKYMOB, CbIBOPOTOK, aHTU-
6UOTUKOB C pacTBOpuTENeM W ApYyrux) cepuei (mapTuei) cunTaloT onpegefieHHoe KOMM4ecTBo Habopos,
MONHOCTbI0 YKOMMNIEKTOBAHHbLIX KOMMNOHEHTaMMU.

Mpu HenpepbIBHOM cnoco6e NpPoM3BOACTBA NIEKAPCTBEHHbIX CPEACTB A5 XUBOTHbIX cepueit (napTueil)
cunTatoT 1to60e KomyecTBo (HO He 6onee CyTOYHOI BbIpaboTkN) OAHOPOAHOM NO CBOMM NoKa3aTensiM kavyecT-
Ba NPOAYKL MK, CONPOBOXAAEMOE OHUM AOKYMEHTOM O Ka4yecTBe.

4.2 BpoOKyMeHTe 0 KayecTBe yKa3blBatoT:

- HaumeHoBaHVe 1 agpec opraHn3aln-Nnpon3BoauTens.

- HasBaHVe /IeKkapCTBEHHOIO CPesCcTBa A5 XNBOTHBIX;

- HOMep cepun (NapTumn);

- obbem cepun (Naptun) (B e4MHULLAX MACCbl, 06bema Uin WTyKax):

- [aTy U3roTtoBsieHus (Mecs, rog);

- pe3ynbTaTbl aHa/M3a No nokasaTensm KayecTsa;

- cpokrogHocTu (Mecsu, rog);
0603HayYeHne JOKYMEHTa, B COOTBETCTBMM C KOTOPbIM W3rOTOB/IEHO SIeKAPCTBEHHOE CPEeACTBO AN
XUBOTHbIX;

- HOMep [OKyMeHTa O KayecTBe naaTy ero Bblgayu;

- NOANWCb YNOTHOMOYEHHOTO LA OpraHn3aunm-npon3BoanTens.

4.3 [lnA npoBepkn kayecTBa /1eKapCTBEHHbIX CPeACTB /15 XMBOTHbIX OT cepun (NapTumn) MeTohoMm Ciy-
yaliHoro oT60opa oTbupatoT Npoby (Bbi6opKy). OT60pP NPo6 (BbIGOPOK) NPOBOAAT NOC/E MPOBEPKM KayecTBa yna-
KOBKW. MapKMPOBKM 1 BHELLHEro BUAa flIekapCTBEHHOIO CpefcTBa A5 XMBOTHBIX. [po6bl (BbIGOPKK) OTOMpatOT
TOJ/IbKO U3 HEMOBPEXAEHHBIX, YKYMOPEHHbIX N YNAaKOBaHHbLIX COr/TacHO fOKYMEHTY, B COOTBETCTBUU C KOTOPbLIM
OHM U3rOTOB/IEHbI, YNAKOBOUYHbIX €ANHULL.

B npo6y (BbI6OpKY), 0TOMpaemyto AN UCMbITAHWIA, BK/IOYAIOT apXMBHble 06pasLibl B TAaKOM Xe KOJIMYecT-
BE. Kak N5 NpoBeAeHNs KOHTPObHbIX NCMbITaHWIA.

4.4 MHorocTyneHuyaTblli 0T6Op

4.4.1 Tlpu MHOrocTyneHyaTom oT6ope Npoby (BbIGOPKY) 06pa3ytoT No CTyNeHsAM U IekapCTBEHHOE cpes-
CTBO /151 XKMBOTHbIX B K&XXJ0W CTyneHn oTémpatoT ciyyaiiHbiM 06pasoM B NPOMNopLMOHasbHbIX KOSIMYeCTBax n3
eAnHuUL, 0TobpaHHbIX B NpeAblayLLei cTyneHn. Yucno ctyneHeii onpegenseTcs BUAOM YNaKkoBKK:

I cTyneHb: 0T60p enHNL, TPRHCNOPTHOW Tapbl (ALWMWKOB, KOPOOOK, MELLKOB 1 APYTUX);

Il cTyneHb: 0T60OP yNnakoBOYHbIX eAMHUL, HaxOoA4ALWMUXCA B TPAHCNOPTHON Tape (kopobok, th/iakoHOB,
6aHOK 1 Apyrux);

Il ctyneHb: oT60p NpoaykuMu B NoTpebutenbckoii Tape (mavek, h1akoHOB, Ty6. KOHTYPHbIX yNakoBOK 1

[pyrux).
4.4.2 O61BbeM Npobbl (BbIGOPKM) HA KaXKA0M CTYNEHN N BbIYMC/IAT N0 hopmysie

n = 04Y7 1)

rae N — KonnyecTBO YNakoBOYHbIX eANHUL, HA AHHOW CTYNEHN.

4.4.3 Ecnu B pe3ynbTaTte BblumcaeHus no (1) nonyyaerca gpo6HOE YMC0, TO €r0 OKPYI/IST B CTOPOHY
yBEe/TMYEHNA [0 LLes1I0ro Yncna, KoTopoe A0/HKHO ObITh HE MeHee He06X0AMMOr0 KOIMYeCTBa YNakoBOYHbIX 4 u-
HWL, NICNO/b3YEMOro /151 KOHTPOJIS KAaYeCcTBa /1IEKAPCTBEHHOTO CPeACTBA /19 KMBOTHbIX U CO3aHNSA apXMBHbIX
06pasLoB.

4.4.4 B Heob6xoauMbIX criyvasx npoby (BbI6OpKy) /iekapCTBEHHbIX CPeAcTB AN XUBOTHLIX OTOMparoT
MeToZ0M cfyyaiiHoro ot6opa no Tabnuue 1.

2
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Ta6nuuya 1 B wTykax
KonnuecTBo ynakoBOUYHbIX e4UHUL, B cepumn (napTum) O61beM BbIGOPKM (YNAKOBOYHbIX €4UHULL)
1—3 1
4—15 3
16-25 4
26-40 5
41—65 7
66— 110 10
111—180 15
181— 300 20
301—500 25
501—800 30
801— 1300 35
1301— 3200 40
3201—8000 45

4.5 Tlpv NosyYeHnn HeyA0BNETBOPUTENbHLIX Pe3YNbTaTOB UCMbITaHWA XOTSA 6bl MO OAHOMY U3 NOKa3are-
neli N0 HeMy NPOBOAAT NOBTOPHbIE UCMbITAHUS NPO6bI, 0TOGPAHHOM OT YBOEHHOr0 Ko/MyecTBa eAuHUL, npo-
AyKuWmn TO xe cepun (naptun).

Pe3synbTaTbl NOBTOPHbIX UCMbITAHWIA ABNAOTCA OKOHYATENbHLIMU, UX PACMPOCTPAHSAIOT HA BCI CEpUI0
(napTunio).

4.6 B cnyyae nonyyvyeHnss HeyJ0BNEeTBOPUTESbHbLIX Pe3y/1bTaToB UCMbITaHWA NPY NOBTOPHOM KOHTpO/ie
ceputo (NapTuUo) CUMTAIOT HE COOTBETCTBYIOLLEl TpeboBaHUAM JOKYMEHTa, B COOTBETCTBMMU C KOTOPbLIM U3T0-
TOBJ/IEHO leKapCTBEHHOE CPOACTBO 4151 XMBOTHbIX, N GpakyioT.

5 MeToabl oT60opa npobd (BbIGOPOK)

5.1 O6opyfoBaHue n Mmatepuansl

Mpo600T6OPHNK aBTOMATUYECKNIA.

LLlyn MeLoYHbI nav Wwyn ambapHbIiii KOHYCHBIA WM aHaN0TMYHbIX TUMNOB, NO3BOISAOLWMI 0TO6paTh NPo6y
maccoli He 6onee 100 T.

Tpy6ka cTeknsiHHaa anameTpom 15—20 MM € NOpLUHEM A1 BblAaBANBaHNA NacThbl.

MuneTka rpagyvpoBaHHas no FOCT 29227 co BcacbiBaKLLMM YCTPONCTBOM (rpyLUEi).

KoBL MeTannunyecknii BMectumocTbto 0.2—0.6 am3.

MoAHOC AepeBSAHHbIN NN MeTananyeckuii.

Wnartensb.

MnaHkn epeBsAHHbIE CO CKOLLIEHHbIM HVXXHUM pebpomM.

BaHkn cTeknaHHbIe C NPUTEPTLIMU NpobkaMn BMeCTUMOCTbI0 0.5—1.0 Am3.

BaHkvn ANA XMMUYECKNX peakTMBOB C BUHTOBOW FOP/IOBMHON, NPOKNAAKON U KPbIWKOW WAN NpUTEpTOi
nNpo6KoA.

MakeTbl M3 NONN3TUNEHOBOW NneHkn no FTOCT 10354.

BaHkn nonmatuneHossble.

Oenutens A3K-1.

5.2 OT60p Npob6

[na otéopa npob nekapcTBEHHbIX CPEACTB A/19 XXUBOTHBLIX NMPUMEHSIOT NPO0600TO0PHNKM, BbiOpaHHbIE
TakMMm 06pas3om, YTO6bl OHM COOTBETCTBOBA/IM (DU3MYECKOMY COCTOSHMIO NPOAYKTa U BUAY YNakoBkuW, Obin
N3roTOBJ/IEHbI U3 HETpasibHOro MaTtepuana 41 NpoAyKTa AaHHOro BuAa.

Mpo6bl OoT6GUpadT C COGNIAEHMEM CaHWUTAPHbIX HOPM W MpaBu/a TEXHWKM 6e30nacHOCTU Mo
[OCT 12.1.007. ucnosb3ys npu HEOH6XOAMMOCTU nepyaTtku, apTyku, OUKM, pecnupaTopbl napyrue cpeacrsa
no FOCT 12.4.011.

5.2.1 OT60p BbIGOPOK FOTOBbIX IEKAPCTBEHHbIX CPEACTB AJ151 UBOTHbIX (LUTYYHON NPOAYKLUK)

M3 0To6GpaHHbIX Ha NocneAHeR CTyneHn ynakoBOYHbIX e4UHUL, 0TOMpatoT BbIGOPKY 415 UCCNef0BaHMA Ha
cooTBeTCTBME TPebOBaHUAM [OKYMEHTA, B COOTBETCTBUM C KOTOPbIM M3rOTOB/IEHO NIEKAPCTBEHHOE CPeACTBO
ONS XUBOTHBIX, NO NokasaTensm KayecTBa B KONMYecTBe, HE0H6X0AVMOM A1 NPOBEAEHUS YeTbIpeXx MNOSHbIX
aHann30B, 1 CTOJIbKO Xe — /19 CO3[aHus apXMBHbIX 06pasL,0B.
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5.2.2 OT60p Npo6 NeKapCcTBEHHbIX CPefCTB A1 XUBOTHbIX B KPYNHOM pactacoBke, npefHasHa-
YeHHOI aNA nocneayoLein pacacoBky UM N3TOTOBIEHUA TEKAPCTBEHHbLIX hOPM

Mpo6a nekapCcTBEHHbIX CPEACTB /15 XMBOTHbIX U3 KPYNHOW pactacoBku, NpefHa3HaYeHHol ANns nocne-
aywoueli pacacoBku WU M3TOTOB/IEHUS IeKapCTBEHHbIX DOPM, J0/KHA NpeAcTaBnsaTb c060i 06begnHEeH-
Hble MTHOBEHHbIE Mpo6bl.

5.2.2.1 OT60p MrHOBEHHbIX NPO6

MrHOBeHHble NPo6bl 0OTOMPAIOT U3 BEPXHET0, CPEAHEr0 N HUXKHETO CNI0EB KaXKAO0N YNakoBOYHOW e ANHULbI,
nonasLleli B BbIGOPKY, paBHOE uncno pas (2—3 npobbl), 4TO6bl 06ecneynTb Maccy 06beANHEHHOR Npobbl O
COOTBETCTBMM C TpebOBaHNAMYU [OKYMEHTa, B COOTBETCTBUM C KOTOPbLIM U3roTOB/IEHO NNeKapCTBEHHOE cped-
CTBO.

5.2.2.2 MrHoBeHHble Npobbl MacTo06pasHbIX NPOAYKTOB OTOMPAIOT CTEKNAHHON W MeTanInyeckoin
Tpy6Koi gnameTpom 15—20 MM C NOpLUHEM AN BblAaBAMBaHWA NacTbl. Tpy6OKy NOrpyXatoT Ha fHO EMKOCTM C
nacToli BepTuKasibHO. MNopLueHb NPy 3TOM A0/KEH GbiTb OMYyLLEH.

5.2.2.3 OT60p MTHOBEHHbIX MPOG6 XUAKUX MPOAYKTOB MPOBOAST C MOMOLLbI TO/ICTOCTEHHOW CTEKTAHHOM
TPYOKM WM rpagyupoBaHHON NMNETKM CO BCACbIBAOLWMM YCTPOCTBOM (rpyLueit). Mepes B3ATUEM NpoaykTa
XWUAKOCTb Tl aTeIbHO NepeMeLLmnBaloT.

5.2.2.4 Ecnv nepemelunBaHne XNAKOCTY 3aTPYyAHEHO, MTHOBEHHbIE NPOObI XNAKNX NPOAYKTOB 0T6upa-
0T 63 nepemeLlunBaHna 13 pasHbliX C/I0EB.

5.2.2.5 MrHoBeHHble NpPo6bl MOPOLIKOO6GPAa3HbIX MPOAYKTOB 0TOMpalOT aBToMaTuyecknm npo6ooT6op-
HVKOM WU LLYNOM, NOrpyXas ero no BepTUKasbHON OCU Ha BCIO I1yOUHY YNakoBOUYHON eAnHNLbI.

5.2.2.6 Mpu oT6ope Npo6 TBEPAbIX NPOAYKTOB (rPaHy/IMPOBaHHbIX) MACCOW MrHOBEHHOWN Mpo6bl He
6onee 0.5 kr gonyckaeTcs B kauecTse Npo600TOOPHMKA NCNOb30BaTh COBOK.

5.2.3 CocTtaBneHue o6 beAMHEHHON NPO6bI

5.2.3.1 [ns cocTaBneHus 06beAnHEHHO NPo6bl MTHOBEHHbIE NPO6bLI MOMELLAIT B YNCTYHO CyXYHo 6aHKy
(ans Xnaknx n nactoobpasHbix QOPM) UM Ha NOAHOC (AN CbiNy4nx DOPM) U TLLATENbHO NepemMeLlnBatoT Npu
MOMOLLM CTEKIAHHON Nanoykn (KuAKue NpoayKTbl) AW wnatens.

5.2.4 BbigeneHue cpefHeli npo6sbl

5.2.4.1 [nsa nopoLlukoobpasHbiX 1 rpaHyInpoBaHHbIX (hOPM SIeKaPCTBEHHbLIX CPECTB A1 XUBOTHBIX U3
06beAVHEeHHOV NPOObI BbIAENAIOT CPEAHIO NPoby ¢ nomolbio genutens [A3K-1 nam BpyyHyto nyTem KBapTo-
BaHUsA.

[nsa BblgenenHus cpefHeli Npobbl 06beAUHEHHYO NPoby TWaTe/bHO NepemeLlBaloT, pacnpeaensoT
POBHbIM C/T0EM MO NOBEPXHOCTM NOJHOCA B BUAE KBaApaTa v npy NOMOLLM NAAHKN CO CKOLLEHHbIM HUXHUM peb-
poM AieNIAT No AnaroHaIn Ha YeTblpe TPeYrosibHuKa.

M3 ABYyX NPOTMBONOIOXHbIX TPEYTro/IbHUKOB Npenapar y4anatoT, a us AByxX 0CTaBLLUMXCA cobupatoT BMec-
Te. lonexHne NpoBOAAT 0 NOMYYEHNA Macchl cpefHeli NPo6bl, yCTaHOBMEHHO B JOKYMEHTE, B COOTBETCTBUN C
KOTOPbIM U3rOTOB/IEHO IEKAPCTBEHHOE CPEACTBO A/15 XMUBOTHbIX.

5.2.4.2 CpegHtoto npoby fenaT nononam 1 nomMeLLaroT B iBE CyxXue YuCTble 6aHKM CNpuTepTbiMy NpobKa-
MV UK MONNITUNEHOBBIE NakeTbl. MOXHO MCMONb30BaTh Takke NoIM3TUIEHOBbIe 6aHKN C BUHTOBOM rop/i0Bu-
HOW 1 3aBMHUYMBAIOLLMMUCS KPbILLKAMMU.

O6e 6aHKu Unn oba nakeTa c 1ekapCTBEHHbIM CPECTBOM /151 XXKMBOTHbIX HANpaBnsAoT B OTAE/ OpraHunsa-
LMN-NPON3BOANTENSA. OCYLLLECTBAAIOLWMNIA KOHTPOIb FOTOBOV NPOAYKLMN.

OpHy 6aHKy UK nakeT UCMONb3YHT A1 NPOBEAEHNSA UCNbITAHWIA, TOPNOBUHY APYroil NapatHUPYIOT, a
nakeT 3anavBatoT. Macca Kax o 13 npob Ao/KHa BYETbIpe pa3a npeBbiwaTtb Maccy NpoaykTa, Heo6Xxo4Mmoro
[ONSA NpoBeeHNs 04HOrO0 MOJIHOTO aHa/I3a.

5.3 MopAfoK XxpaHeHa apxMBHbIX 06pasLoB

5.3.1 O6pasLbl TeKapCTBEHHbIX CPEACTB A/15 XUBOTHbIX XPAHAT B apXvBe oTAesa opraHusaunu-npons-
BOAMTENSA. OCYLLLECTBAAIOLLEro KOHTPOb FOTOBOI NPOAYKLMW, Ha CyYali apbuTPaxXHOro KOHTPONSA NPy pasHo-
rnacusx B oLeHke kayecTBa. ApxvBHble 06pa3sLbl onevaTtbiBaloT (MIOMOMPYIOT) U XPaHAT B 3aKPbIThIX Lkadax
(xonoaunbHKKax), cobnogasn ycroBus XpaHeHus, U3N0XeHHbIe BJOKYMEHTE, B COOTBETCTBUUN C KOTOPbLIM U3r0-
TOBJ/IEHO SIeKapCTBEHHOE CPeCTBO A5 XMBOTHbIX. CPOK XpaHeHNs apXMBHbIX 06pa3LL0B paBeH CPOKY rofHoC-
TN NIeKapCTBEHHOrO CpefcTBa.

5.3.2 JlekapCTBEHHbIEe CpeCcTBa 151 XXMBOTHLIX CNUCKOB A 1 B (1) nognexar XxpaHeHuto B cneumanbHo
060pyfoBaHHbIX A1 3TUX Leneil noMeweHuax nuam cendax, MetTanmyecknx wkadax man sawmkax nog
3aMKOM. JlekapCTBeHHble cpeficTBa CNUCKOB A 1 b XpaHAT TO/IbKO B yNakoBKe opraHu3auun-npoussoanTens.
[na xpaHeHus nekapCTBEHHbIX CPeACTB CNUCKOB A 1 B f0/MKHBI ObITb CO34aHbl YCNI0BUSA, UCKNOYatoLe BO3-
MOXHOCTb XULLEHUS.
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6 Mapkuposka npo6

6.1 HaaTukeTke Uin HeNocpeACTBEHHO Ha Tape C 0TO6PaHHbIMKN NPO6aMMN AO/MKHbI ObITb yKa3aHbl:

- HavMeHoBaHue 1 agpec opraHn3aln-Nnpon3BoOaUTENS:

- HasBaHuWe NIeKkapCcTBEHHOrO CPeACTBa /15 XUBOTHbIX;

- KO/IMYeCTBO IekapCTBEHHOrO CpefCcTBa B ynakoBOYHONM efAuHuLe (B eAnHULAX Maccbl, o6bema nm
LITYKax);

- KOJIM4eCTBO OTOOPAHHOIO IEKAPCTBEHHOIO CPeACTBA /15 XMBOTHBIX (B € AMHULAX Macchbl, 06bema nnm
LUTyKax);

- KOHLEHTpaLuus nnu cogepxanue geicteytowiero(ux) Bewectsa(s) (B e4MHMLax Macchl, 06bema nm
OTHOCMUTE/bHbIX BE/IMYNHAX);
aKTUBHOCTb JIEKAPCTBEHHOTO CpeAcTBa (B e4uHMLax AeNCTBUSA);

- faTta u3roToBneHus (Mecsu, roa);

HOMep cepun (NapTun);

Macca (06beM) HeTTo cepun (napTun);

- cpokrogHocTu (Mecsl, rog);

Mepbl NPeA0CTOPOXHOCTN NPU NPUMEHEHUN SIEKAPCTBEHHOIO CPeACTBa A/19 XMUBOTHBbIX;
- faTta oTbopa npobbl;

YC0BUA XpaHEHUS;

€cnoco6 NpUMeHeHNs;

- [AO/HKHOCTb M NOANMCH NMLUa, oTo6paBLLero npoby;

0603HaveHve JOKYMeHTa, B COOTBETCTBUM C KOTOPbIM W3rOTOB/IEHO /IeKapCTBEHHOE CPefCTBO A1A
XWUBOTHbIX.

Ha aTukeTKy CTaBAT WTamn «ApXuB».

6.2 TMpy MapKMpoBKe MENKO LWTYYHO NPOAYKL MU MHADOPMALMIO HAHOCAT Ha KOPOGKY.

6.3 MapkupoBka 06pa3LoB AA0BUTLIX U CUNbHOAENCTBYIOLUX NIEKAPCTBEHHBLIX CPEACTB A5 XUBOTHbIX
[O/MKHa AONONMHNTENBHO cofepxaTb:

ANA AR0BUTLIX — OTTUCK YEPHOW TyLWbI0 GYKBbI A. @ A1 NEKapCTB, COAEPXALLUX CUTbHOAENCTBYOW e
BellecTBa. — KpacHOW Tyl bio 6ykBbl . Kpome TOro, HaynakoBky C SA0BUTbIMMW SlIeKAPCTBEHHbIMY CPeACTBaMM
HaknenBalT NevaTHble ITUKETKN C M306paKeEHNEM Yepena U CKPeLLLEHHbIX KOCTel ¢ Hagnucbio «Aa!»n «O6pa-
L aTbCA C OCTOPOXHOCTHIO ».

6.4 [iBMXeHMe apXxvBHbIX 06pa3L0B OTpaxaloT B CneLmanbHbIX XypHanax, npuyem Ansa yuyeta ABUKeHNs
apXuBHbIX 06Pa3L0B AA0BUTLIX U CUTbHOAENCTBYIOLMX NEKAPCTBEHHbIX CPEACTB NCMNO/b3YT CneLmanbHbIi
XypHan.
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MNonpaska kK FTOCT P 52684—2006 CpeAcTBa /IeKapPCTBEHHbIE NS XXUBOTHbIX.
MpaBuna npreMku, MeToabl 0T6opa Npob

B KMKOM MmecTe

HavmeHoBaHuWe cTaH-
fapra

HavmeHoBaHuWe cTaH-
fapTa Ha aHranickom
A3bIKe

Pasgen 1

Pasgen 4 (aBeHaguaTtb
pas), NyHKT 5.2, nog-
nyHKTbI 5.2.1 (aBa pasa).
5.2.2 (pgBa pasa), 5.2.4
(Tpu pasa), 5.3.1 (gBa
pasa), 5.3.2. NyHKTbI 6.1
(4eTblpe pasa), 6.3. 616-
nuorpauyeckne faH-
Hble

MuuneyataHo

XWUBOTHbIX

animals

ANA XUBOTHbLIX

aAna XWUBOTHbIX

(MYC Ne 3 2013 1)

JonxHO 6bITh

BETEPMHAPHOIO  HPUMEHe-
MnHs
veterinary use

[ONA BETepPUHAPHOro npumMe-
HeHus (fanee — nekap-
CTBEHHblE CPeAcTBa)
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