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MpeaucnoBue

1 PASPABOTAH HekommepyeckuMm napTHEPCTBOM «KOOpAWHALMOHHO-UH(OPMALIMOHHBIA LEHTP CO-
JeiicTBUA NPeanpUATUAM MO Bonpocam 6e30MacHOCT XMMUYECKON npoaykuum» npu ydactum OO0 «LieHTp
NPOMbILLNEHHON BMOTEXHONOMMW MMEHN KHAMMHM E.P. [alwkoson»

2 BHECEH TexHu4eckuM KOMUTETOM NO cTaHgapTu3auumn TK 326 «BuotexHonorum»

3 YTBEP)/EH 1 BBEJEH B JEACTBUE Mpukasom deaepansHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHuio U MeTponorun ot 9 Hosbpsa 2016 . Ne 1649-cT

4 BBEJEH BMEPBbIE

lMpasuna npumeHeHuUss Hacmosweeo cmarHdapma ycmaHoeneHs! 6 cmamee 26 ®edepanbHo20 3aKoHa
om 29 uwHsa 2015 2. Ne 162-03 «O cmanlapmusayuu e Pocculickoli ®edepayuur». Mugopmayus 06 us-
MEHEHUSIX K HacmoslweMy cmaHdapmy nybnukyemcs e exe200HOM (No cocmosaHuo Ha 1 sHeaps mekyuiezo
200a) uHopmayUoOHHOM yKkazamene «HayuoHanbHble cmaHlapmbly, a oguyuanbHbill mekem UsMeHeHull
U 10OnpasoK — 8 E€XEeMECAYHOM UHGOPMaUUOHHOM ykasamene «HayuoHanbHblie cmaHlapmel». B cnyqae
nepecmompa (3aMeHbi) unu OmMMeHbl Hacmosweeo cmaHlapma coomeememaeytowiee yeedomneHue 6ydem
ony6nukosaHo 6 bnuxaliluem 6biyCKe EXEeMEeCAYHO020 UHHOPMaYUOHHO20 ykazamensa «HauyuoHanbHble
cmanOapmbly. Coomeemcemeyrowjan uHgpopmayus, yeedoMeHue U meKCmsl pasmewalomes makxe e UH-
hopmayuoHHOU cucmeme 0buiea0 nNonb308aHuUss — Ha oghuluarnibHoM caiime ®edepanbHo20 azeHmemea o
MEeXHUYECKOMY peaynupoeaHuto U Memponoauu e cemu IimepHem (www.gost.ru)

© CraHgaptuHdopm, 2016

Hacroswmii ctaHaapT He MOXeT BbITb NOMHOCTbIO UM YaCTUYHO BOCMPOU3BEAEH, TUPAKNPOBAH U pac-
NPOCTPaHEH B kauyecTBe opuLMansHOro usaaHus 6es paspelueHus degepansHOro areHTCTBA Mo TEXHUYECKO-
MY PerynmpoBaHu1io u METPONOru
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HALULMWOHANBHBIN CTAHOAPT POCCUMNCKOWNW SGEQREPAUUMN

NMPENAPATbI ®PEPMEHTHbIE

MpaBuna npueMku U MeToabl 0T6O0pa NPos

Enzyme preparations. Rules of acceptance and methods of sampling

Hara BBegenun 2017—05—01

1 O6bnacTtb NnpuMmeHeHusi

Hacroawmii ctaHgapt pacnpocTpaHaeTcs Ha TEXHUYECKUE U OYULLEHHbIE (DEPMEHTHbIE Npenaparbl Mu-
KPOGHOIo NPOUCXOXAEHMS U YCTAHABMMBAET NpaBuna npueMkn u MeToabl otéopa npoo.

2 HopmaTtuBHbI€ CCbISIKM

B HacTosiem craHaapTe UCnonb3oBaHa HOPMaTUMBHAA CCbINKa Ha cneayloLmi cTaHaapT:
FOCT 18321—73 CtaTtucTUYECKUii KOHTPOIb kKauecTBa. Metoabl criy4aiHoro otbopa BeI6OpOK LUTYUHOM

NpPoAYKLUK

MpuMeuyaHue—/pu NONL30BaHUN HACTOSLLUM CTaHAAPTOM LieNecoobpasHo NPoBepUTL AeHCTBUE CCLIMOYHBIX
CTaHAapToB B MHEOPMAaLMOHHON cucTeMe O6LLEro nosib3oBaHUs — Ha 0guLmMansHoM caiite deaeparbHoro areHTCTBa o
TEXHUYECKOMY PEryrMpoBaHUI0 U METPOIOTUK B CETU MIHTEPHET UNK NO eXerofHoMy UH(OpMaLMOHHOMY yka3aTento «Ha-
LiMOHanbHbIE CTaHAapTbI», KOTOPEIA onyBriMkoBaH Mo COCTOSIHUIO Ha 1 SHBapA TEKYLLEro roaa, 1 no BeiNyckam exemecsy-
HOro MHOPMaLMOHHOrO yKasaTensa «HauuoHansHble cTaHAapThl» 3a TekyLuit rog. Ecnn 3amMeHeH CebinoqHbIN cTaHAapT,
Ha KOTOpbIA fJaHa HefaTUPOBaHHas CChifka, TO PEKOMEHAYETCA UCMONbL30BaTb AeCTBYIOLLYIO BEPCUIO STOrO CTaHAapTa
C Y4ETOM BCEX BHECEHHBIX B AaHHY0 BEPCUI0 UBMEHEHWIA. ECIM 3aMeHeH CChINOYHBIN CTaHAapT, Ha KOTopbIi JaHa AaTu-
poBaHHas ccbinka, TO PEKOMEHAYETCS UCMONb30BaTh BEPCUIO STOr0 CTaH4apTa C yKasaHHbIM Bbille FOfoM YTBepXeHNUs
(MpuHsATMRA). ECnv nocne yTBepXAEHWS HAaCTOSLLEro CTaHAapTa B CCLINOYHbIA CTaHAAPT, Ha KOTOPLIA faHa AaTpoBaHHas
CCblfKa, BHECEHO U3MEHeHMe, 3aTparuBatoLLiee NoroXeHWe, Ha KoTopoe AaHa CChinKa, TO 3TO MONOoXeHWe pekoMeHayeTcst
npuMeHsTb Ge3 y4eTa AaHHOro U3MeHeHUsA. Ecnu cebinouHbIi cTaHgapT oTMeHeH Ge3 3aMeHbl, TO MONOXeHUe, B KOTOPOM
AaHa cchlfika Ha Hero, PeKOMEHAYEeTCS MPUMEHSATL B YaCTM, He 3aTparusaioLLen 3Ty CChInKy.

3 NpaBuna npuemku

3.1 ®depmeHTHbIe NpenapaTtbl NPUHUMALOT NapPTUSAMMU.

3.2 MNaptuen cunTaloT 0OgHOPOAHbIE N0 PUIUKO-XMMUYECKUM M BMOXMMUIECKUM NOKa3aTensam pepMeHT-
Hble npenaparbl, 0OPOPMMNEHHbIE OA4HUM AOKYMEHTOM O KayecTBe.

3.3 B 4OKYMEHTE 0 Ka4yeCTBE AOMKHbI ObITb YKa3aHbI:

- HaMMEHOBAHWE NPEeaNPUATUS-U3TOTOBUTENS U TOBAPHBIN 3HAK;

- HaMMeHOBaHWe NPOAYKTA;

- HOMEep napTuu;

- KOMWMYeCTBO MECT B NapTuu;

- [ata BbipaboTKu;

- nokasaTenu Ka4yecTBa;

- fparta Bblayuu 4OKYMEHTA.

3.4 ina koHTpons kavyectBa PEPMEHTHOIO Npenapara oToop yNakoBOYHbIX eAnHUL, B BbIGOPKY NPOBO-
OAT METoA0M cnyyariHoro otoopa no MOCT 18321 B cooTBeTCTBMU C Tabnuuei 1.

M3paHue ocbuumnanbHoe
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Ta6nuya1— HopMbl BLIGOPKM OT O6LLENO KONUYECTBA YNAKOBOYHBIX EAUHNLY

O6beM napTun pepmMeHTHOTo Npernapara, ynakoBoYHan eavHULA O6beM BLIGOPKY, ynakoBouHasa euHULE

Or2p015 2

>16>25 3

>26>90 5

>91>150 8

> 151> 500 13

> 501> 1200 20

Cs. 1200 32

3.5 Mpu nony4YeHnn HeyaoBNETBOPUTENLHLIX PE3YNLTATOB UCMLITAHUA XOTA Gbl N0 OAHOMY M3 NoKasa-
Ternein NPoBOAAT MOBTOPHLIE UCMLITAHMA HA YABOEHHON BbIGOPKE. Pe3ynbTaThl NOBTOPHLIX UCALITAHWI pac-
MPOCTPAHSIOTCA Ha BCIO NapTULO.

4 MeTtop oT6opa npod

4.1 N3 kaxxgoii oToBpaHHO ynakoBOYHOM eauHMLBI OTOUPALOT To4euHyo npoby. Mpo6ooTbopHuK aBTo-
MaTUYECKUI MO HOPMATUBHO-TEXHUYECKON AOKYMEHTALMMU.
4.2 ToyeuHble Npo6bl 0TOMpaIoT ANAa:
- KOHLEHTPUPOBAHHBIX (PePMEHTHBIX NPenapaToB U NpenaparoB, NOMYYEHHbIX HA PaCbINUTENLHOMN Cy-
LUMIIKE MPYU NOMOLLM CMEeLuanbHOro MELLOYHOTO LLyna, NOrpy>kaemMoro Ha BCIO rnyOGuHy eanHuubl yna-
KOBKM MO BEPTUKANbHOW OCH;

- (hepMEHTHbBIX MPenapaTos B BUAE YNAapPEeHHbIX CUPONOB NOCNe TLaTenbHOro nepeMeLumBaHus npo6o-
OTOOPHWUKOM, MOTPY>KaeMbIM Ha BCIO rMyOuHY eAWHULbI YNIAaKOBKU MO BEPTUKATBHOW OCH.

4.3 OToOpaHHbIe ToYeYHble NPOObI COEANHAIOT BMECTE U NONy4aloT 06beAuHEHHYIO Npoby Ans:

- KOHLIEHTPUPOBAaHHBIX (PEPMEHTHBIX MPEenaparToB U NPenaparos, MOMlYYEeHHbIX HA PACTbINUTENLHON Cy-
LUMIKEe, Maccon He meHee 150 T;

- yNapeHHbIX CUPONOB — He MeHee 1 aAmS;

- CyXUX KynbTyp — He MeHee 1 kr;

- rPaHyNUPOBaHHbIX NpenaparoB — He MeHee 1 Kr.

4.4 O6beanHEHHbIE NPOOLI TLLATENBHO NEPEMELLMBAIOT, AENAT KBAPTOBAHWEM HA [ABE YaCTU W NOMeLLa-
0T B CyxXue 4YuUCtble CTEeKINnsAHHble 6aHku ¢ NnpUTEpPTbLIMU I'Ip06KaMI/I Unu NONUITUINEHOBbLIE MELLIOYKU, KOTOpPble
3aTem 3anavBaior.

OpnHy 6aHKy Unu MeLoyek nepeaarot B naboparopmio Ans NpoBeAeHUs1 MUKPOBGUONOrnieckoro u dpusu-
KO-XMMWYECKOrO aHann3oB; APYrylo 6aHKy MM MELIOYEK XPaHAT B Te4eHne 1 roqa — Ans OYMLLEHHBLIX Npe-
napatoB; 6 Mec — ANA TEXHUYECKUX Npenaparos; 3 Mec — Ansi CUPONoB.

4.5 Ha kaxayto 6aHky unu meLuoyek ¢ npoboi HaKNeuBatoT STUKETKY C YKA3aHMEM:

- HauMEeHOBAaHWSA Npenapara;

- Aatbl BbIpaboTKy;

- HOMEpa napTuu;

- aatbl 0T60pa Npobbi;

- o6LLero KonU4YecTBa eAMHUL, yNaKkoBKM;

- Maccebl HETTO NapTuu;

- BOMKHOCTU 1 noanucu nuua, otobpasLuero npooy.
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