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HacTtoawuii cTaHgapT pacnpocTpaHsieTcss Ha TeXHWYeckue U ouu-
LEeHHble (hepMeHTHble npenapatbl MUKPOGHOro MPOUCXOXAEHUS U YyC-
TaHaBnMBaeT NpaBwuna MpUeMKUM U MeTofbl oT6opa npob.

1 NMPABUNA TMPUEMKN

1.1. ®epmeHTHble npenapartbl NPUHUMAKOT NapTUAMM.

12. MNapTueil cuuTalT OAHOPOAHbIE MO (PUINKO-XUMUYECKUM W
6MOXMMUYECKUM MoKas3aTensaMm (epMeHTHble npenapartbl, 0POpPMIEHHbIE
OfHUM [OKYMEHTOM O KauyecTBe.

13- B goKyMeHTe O KayecTBe AO0/IKHbl OblTb yKasaHbl:

HaMMeHOBaHWe NpeanpuUATAA-U3rOTOBUTENS UM TOBAPHbLIA 3HaK;

HavMeHOBaHUe NPOAYKTA; Obkem up
HOMEep napTuu; Megnmwew?ﬁ)l; ya?f’(eoauﬁtifom -

KOM4eCcTBO MECT B NapTuu;

fata BbIpaboTku;,
nokasaTenn KauecTsa; or 1% A9 215’ %
fJaTta Bblgaun [OKyMEHTa; » G » 90 5
0603HavyeHne HOpMaTUBHO-TEX- * 91 » 150 8
HMYECKOr0 [OKyMeHTa Ha gaHHyilo > 1L » 500 13
NpoAYyKLMIO. » 501 » 1200 20
Cs. 1200 32
14. Ana KOHTPONA Ka4vecTBa
M3paHve oduunansHoe MapaneyaTka BocnpeLiaii*

= Mepensganne <pespanb 1985 A) C u3MeHeHweM N1? |, yTBep>KaeHHbIM B (heBpasie
1982r. (HYC 4-82)
@ MW3patenbcTBO cTaHgapToB, 1985
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hepMeHTHOro npenaparta oT6op yNakoBOYHbIX efMHUL, B BbIGOPKY
NpoBOAAT MeToAOM chyvainHoro otéopa Ho MTOCT 18321—73 B cO0OT-
BETCTBUU C TaGNULEN.

15. Mpu nonyyeHnn Hey[OB/IETBOPUTE/IbHLIX PE3y/bTaToB MUCMbITA-
HUS X0TA 6bl MO OAHOMY W3 Mnokasartesieli NPOBOAAT MOBTOPHbIE WCMbI-
TaHWSA Ha Y[BOEHHOW Bbl6Opke. Pe3ynbTaTbl MNOBTOPHbIX WUCMAbITAHWUW
pacnpocTpaHAlTCA Ha BCHO napTuio.

1.1. —15. (U3meHeHHasa pegakuusa, Usm. Jib 1).

2. METO/Ibl OTBOPA TMPOB

2.1. N3 kax[oi 0TOGpaHHOW ynakoBOYHOW eAuHULbI OT6MpalT To-
YeyHylo npooby.

2.2 ToueuHble Npo6bl OTO6MpPAT ANns:

KOHLLEHTPMPOBaHHbIX (PepMEHTHbIX MpenapaToB W npenaparos, MO-
NIYYEHHbIX Ha pacnblIMTENbHOW CylIUAKe MNpu MNOMOLM CchneunanbHoro
MeLUOYHOro Lyna, MorpyXaemoro Ha BCIO FyGUHY eAuHWLbl ynakos-
K1 Mo BepTuKanbHOI ocu;

hepMeHTHbIX NpenapatoB B BuAe YNapeHHbIX CUPOMOB nocfe Tuia-
TeNbHOro nepemellnBaHnss MPobOOTOOPHUKOM, MOrpyXaeMbiM Ha BCHO
rNyouHy efiMHNLbl yNakoBKN NO BEPTUKasIbHON OCW.

2.3. OTO6paHHblE TOYeYHble NPO6bl COEAUHAOT BMECTe W NosyyaioT
06beMHEeHHYI0 Npoby ANns:

KOHLEHTPMPOBaHHbIX (DepPMEHTHbIX NpenaparoB W npenapaTos, Mo-
JIyYEeHHbIX Ha pacnblINTENIbHON CyliWKe, Mmaccoli He MeHee 180 r;

ynapeHHbIX CUPOMNOB — He MeHee 1 AmM3,
CYXWX KyNbTyp — He meHee 1 kr;
rpaHynnpoBaHHbIX NpenapaToB — He MeHee 1 kr.

2.4, O6beAUHEHHble MNpPOo6blI  TWATe/bHO MNepeMeLllnBaKT, AensT
KBapTOBaHMEM Ha [Be 4acTu W MOMEeLalT B CyXWe YWUCTble CTEKNSH-
Hble 6aHKM C NpuUTEepTbIMM NPO6KaAMU UAM MONNITUIEHOBbIE MELLOYKM,
KOTOpble 3aTeM 3anauvBaloT.

OpfHy 6aHKy wnv Melwovek nepefalwT B nabopatopuio Anv npose-
[eHUss MMUKPOBUONOrMYEecKoro H (PU3MKO-XMMUYECKOTOo 3Ha/M30B; ApYy-
ryto 6aHky wam Melwouyek xpanaT B TeyeHwe | roga — AN OUULLEH-
HbIX MpenapaTtoB; 6 mMec — AN TeXHWYecknx npenaparos; 3 mMec —
ANs cMponos.

2.5. Ha kaxayl 6GaHKy naM Mello4vek ¢ npoboii HaknewsawT 3Tu-
KeTKy C yKkasaHuewm:

HavMeHOoBaHus npenapaTta;

AaTtbl BblpaboTKu;

HOMepa napTuu;

Aartbl oT60pa Npoobbl;

o6Lllero konnyecTsa eAuHUL, YnakoBKu;

Maccbl HeTTO napTuu;
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n nonnHcu nuuna. otobpasLluero npoby;
0603HayYeHUs1 HOPMATUBHO-TEXHWYECKOW AOKyMeHTaLuu.
rac 2'°° (I3MeHeHHasa pepgakumsa, Ham. n* 1).
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