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Mipasuna npuemin u meroanl otSopa npob

Enzyme preparations.
Rules of acceptance and methods of sampling

NMocranoenennem TocydapcreeHHOro KOmuTera crasifapros Cosera MuHwcrpos CCCP
oT 29 okrabpa 1974 r. Ne 2431 cpok BRefeHMR ycraHoBneH

c 01.02.75
Tiposepen B8 1981 r. MocraHcsnenrem Foccranpapra or 03.02.82 Ne 423 cpok pew-

<TBHS NPOANeH
Ao 01.07.87

Hecobniogenne craHAapra npecneayerca nNo 3aKOHy

Hacrosuinii craniapr pacnpocTpaHsieTcst Ha TEXHHYeCKHE H OuH-
meHnple gepMeHTHbIE NpenapaTsl MHKPOGHOrO MPOHCXOXKIAEHHS H yc-
TaHaBJAHBAaeT NpaBHJa NMPHEMKHM H MCTOIbl OTOOpa mpoG.

1. MPABUNIA NPUEMKM

1.1. PepMcHTHHEe NpenapaThl NPHHAMAKT HAPTHSMH.

1.2, TlapTHeHf cuHMTalOT OAHODOJAHBIE TNO (HIHKO-XUMHUECKHM I
OLOXIIMHYECKUM ITOKa3aTessiM (pepMEHTHHC Npenapatsl, 0OpMJIEHHble
O1HHM JOKYMEHTOM O KadecTse.

1.3. B nokyMcHTe 0 KauecTBe AO/KHBI GBITH YKa3aHBI:

llaiMeHOBaKKe MPelNpPHATHA-U3rOTOBUTESI U TOBAPHHH 3HAK;

HAHMEHOBAHHE NIPOAYKTA; Ofbem naptun dep- O6vem BHOOpPKH,
HOMED napTdHH, MEHTHOro fpenapard, yMaKOBOYHAS €AH-
KOJIH4ECTBO MECT B MapTHH; yNaxopou#as exanaua HHua
JaTta BbIpabOTKH;
noKasaTe/]H KauccTBa; O: lg Ao 212 g
AaTa BbIJAauYH JOKYMEHTA; > 2 » 90 5
o6o3HaueHne HOPMATHBHO-TeX- » 91 » 150 8
HHUECKOrO0 JOKyMeHTa Ha JaHuyio » 151 » 500 13
TIPOAYVKLHIO » 501 » 1200 20
poly : Cs. 1200 32
1.4, lns KOHTpOJISI KavyecTBa
M3panue oduumanbHoe lepeneuarka BocnpeljeHa
*

* Ilepeusdanue (gesparv 1985 2.) ¢ usmenenuem Ne I, yreepxcdennvim 8 ¢hespase
1982 2. (HYC 4-82)
© WUsgatennctso crampapros, 1985
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tdepMeHTHOrO npenapata otbop yNaKOBOUHBIX e/JHHHUI] B BHIOOPKY
NPOBOAAT METOAOM cjyyainoro ot6opa no 'OCT 18321-—73 B coor-
BeTCTBHH ¢ TabJaHued.

1.5. Tlpu mosydyeHHH HEyAOBJAETBOPHTEbHBIX Pe3yJ/IbTaTOB HCHBITA-
1IH5 XOTS Obl NO OZHOMY K3 IIOKa3aTeJeil NPOBOAAT NOBTOPHBIE HCIbI-
TaHHS Ha yJABOEHHON BbiGOpKe. Pe3ysbTaThl MOBTOPHHX HCHBITAaHHH
pacnpoCTPaHAOTCS Ha BCIO HAPTHIO.

1.1.—1.5. (H3meneHnan pepakuus, Ham. Ne 1).

2. METOAlb! OTEOPA MPOB

2.1. M3 kax10if oTo6paHHONH ynaKOBOYHOH CAHHHIBI OTOGHPAIOT TO-
yeyuy npoby.

2.2. ToueuHble 1poOBI OTOHPAIOT AJS:

KOHIIEHTPUPOBAHHBIX (PEPMEHTHHIX MpellapaToB H IIpenaparos, TO-
JyYeHHBIX Ha DPacCHBIJIMTEJNbHOH CYMIH/JKe MPH NMOMOUIHM ClelHaJbHOro
MELIOYHOro IyINa, NOrpy’KaeMoro Ha BCIO TVIYOHHY eJHHHUBl YNaKOB-
KH II0 BEPTHKa/bHOH OCH;

(hepMeHTHBIX lIpenaparoB B BHAE yNapeHHHIX CHPONOB Nocje Tiua-
Te/JLHOTO NepeveiinBaHHs NpoBOOT60PHHKOM, NOTpyxKaeMblM Ha BCiO
ryy6HUHY eJHHHLbl YNAaKOBKH MO BEPTHKAaJbHOH OCH.

2.3. OToGpatiible TOUCUlbie NPOOBl COEAHHAIOT BMECTE H MOJYYaioT
06belMHEeHHYIO NPOBy AJsi:

KOHUEHTPHPOBAaHHBIX ()ePMEHTHHIX MpenapaToB M IpenapaTos, NoO-
JAy4YeHHBIX HA PACBIUTE/NbHON CYWIHJKe, Maccoil He MeHnee 150 r;

ynapeHHBIX CHPOMOB — Ilic MeHee | Mm%
CYXHX KyJabTyp — He MeHee | Kr;
rpaHyJ/JHpOBAaHHbIX NpenapaToB — He MeHee | Kr.

2.4. O6beaynenHble npobbl TIIAaTEJbHO MNepeMelIHBAIOT, AeJAT
KBapTOBaHHEM Ha ABe YaCTH H MOMeEIAalOT B CyXHe YHCTbie CTeKJsiH-
Hble GaHKH C NPHTEPTHIMH NPOOKAMH HAH NOJH3THJEHOBble MELUOYKH,
KOTOpHIE 3aTeM 3aNauBaIoT.

OnHy 6aHKy HIH MeUIoYeK nepefaloT B J1abOpATOpPHIO 475 NpoBe-
JeHHST MHKPOOGHMOJOTHYECKOrO H (H3HKO-XHMHYECKOro aHajH30B; ApY-
rytlo 6aHKy HJIH MeUIoYeK XpaHsT B TedeHHe | roga -— AN OYHILIEH-
HBIX npenapartoB; 6 Mec — a/ns TeXHHYECKHX NpenapaToB; 3 MecC —
AJist CHpONOB.

2.5. Ha kax1ylo 6aHKy HAH MeWloYyeK ¢ NMPOGOH HAKNEHBAWT 3TH-
KEeTKy C YKa3aHHeM:

HaMMeHOBaHHA NMpenapara;

AaTbi BEIpabOTKH;

HOMepa MapTHH;

1aTbl oT6opa npobsl;

0611ero KOJHUecTBa eHHHI YNaKOBKH;

Macchl HeTTO NapTHH;
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LOJXKHOCTH H MOANHCH JHUA, oToOpaBiero npoby;
0603HaYeHUA HOPMATHBHO-TEXHHUYECKOH AOKYMEHTalHH.
2.1.—2.5. (M3menenHas pepaxkuus, Usm. N 1).
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