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1.2 IToanmuHHOCTE
- BaJILNPOAT HATPHA

- BAILIIPOAT HATPHUA

1.3 Cpeanss macca

1.4 OaHOpOAHOCTE
Macchl

1.5 PacTBopennue:
-yepes | 4

-yepe3 4y

-yepe3 12 4

1.6 OaHOpOAHOCTE
J03HPOBAHHBIX €/IH-
HHIL

- BJIBLIIPOAT-HOH (B
nepecyere Ha
BaJIBIPOAT HATPHA)
1.7 Conyrersyionme
MPHMECH:

- Haubonbinas eau-
HHYHAs HEHJICHTH-

I'd PBII, Tom 1,
c. 1184

e PBII, 2.2.29

'®PBII, 2.2.29

e PBII, 2.9.5

FePBILL 2.9.5

e PBIL 293,
2.2.29

I'o PRI,
2.9.40, pacuer-
HO-BECOBOH Me-
TOI

O PBIL 2228

Pasnen «[lognmuHHOCTEY
HJ1 PB 20645-2020

Pasnen «IToutMHHOCTEY
HJ1 PB 20645-2020

Passen «Cpennss mac-
ca»

HJ1 Pb 20645-2020
Paznen «OnHopoaHOCTD
Macchi»

HJ1 Pb 20645-2020
Pasnen «PacTtsopenue»
HJ1 PB 20645-2020

Painen «OnHOpOIHOCTE
JIO3HPOBaHHBIX  €/IH-
HUIL

HJ1 PB 20645-2020

Pasgen «Conyrersyio-
LIHC ITPHMECH»
HJ1 Pb 2064b-2020

CrieumduKaums Ha HCXOAHBIC MATEPHANBI EAT
~ FACRETTT 'Tp. 2 M3 3
- < UATLH BT L 1) R
Ne IMapamerpni Meroas MeTtoanku Kpurepun npuemiaeMocTs
n/n KOHTPOJIA HCIBITAHU!
1 Haumenosanue no-
Kasarenel Kadyecrsa:
1.1 Onucanne BusyanbHbrit COI1-KO-14-102 Tabnerku nokpeIThie 0007104KOH,

OPaHIKEBOI0 1BETA, C JABOAKOBbI-
NYKJI0H MOBEPXHOCTHIO, KPYTJibie

Bpems yaepkuBaHHs OCHOBHOIO
NMHKa HAa XpOMATOrpamMMe MCIibl-
TYEMOI0 pacTBopa O/KHO COOT-
BETCTBOBATbH BPEMEHH YJIEPKHBa-
HHUA TMHKa BajJblpoara Ha Xpoma-
Torpamme pactsopa CO sansnpoa-
Ta HATPHUS

CrieKTp OCHOBHOIrO NMHKa Ha Xpo-
MaTorpaMMe MCILITYEeMOro pact-
BOpa JIOJDKEH COOTBETCTBOBATH
CMEKTPY MHKA BATLIIPOATA HA Xpo-
marorpamme pactsopa CO sanbn-
poara HaTpH#, MOJYYEHHOH ¢ 1o-
MOIIBIO JTHOJTHO-MATPHYHOro Jie-
TEKTOpa MPH KOJHYECTBEHHOM OIl-
penenenud B obnacti ot 210 M
710 400 M

Ot 299 mr 10 330 Mr

18/20 ne Gonee = 5 %
2/20 ne 6onee = 10 %

He 6onee 35 %
40 % - 70 %
He menee 70 %

10 rabnerok: AV < 15,0 %
30 tabnerok: AV < 15,0 %,
0,75 M<X<1,25 M

He 6onee 0,1 %

(uumposannas

NpHMECh

- CyMMa npumMecei He 6onee 0,4 %

1.8 Ocrarounsie op- | '® PBII, Pasjen «OcraTounbie

ranMueckue pacteo- | 2.4.24,2.2.28 OpraHu4ecKHe pacTBo-

puTeH: PUTEITH»

- 2-nmponaxol HJ1 Pb 20645-2020 He 6onee 5000 ppm
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vasudiuliiy  Crp.3m3
Ne [Tapamerpsi Meroas Mertoankn Kpurepun
n/n KOHTpOJIS HCIIBITAHU [IPHEMJIEMOCTH
1.9 Konuuectsennoe Pasnen «Konuuecrsen-
onpeaeieHue: HOE OnpeJie/ieHHe»

- BJILIPOAT-HOH (B
nepecyeTe Ha
BaILIIPOAT HATPHA)
- BJILMNpPOEBAs KHC-
nora

1.10 Mukpobuono-

D PBIL 2.2.29

' PBII, 2.2.20

'® PBII,

HJ1 Pb 20645-2020

MeToMKa HenbITaHHiH

Or 180,0 Mr o 220,0 Mr, cunras
Ha CPeAHIO Maccy ojaHoi Tab-
NIETKH

Ot 52,2 mr s10 63,8 Mr, cunTas Ha

CPEIHIO Maccy OHOH TabaeTku

I'dPBILLS5.1.4

rHYecKas YHCToTa: 2.6.12,2.6.13 AM-12-0344
- obImee KOJIHYECTBO COI1-KO-12-197
aspobos (OKA) 10’ KOE/r
- obuIee KOMHYECTBO
rpuGos (OKI) 10 KOE/r
- Escherichia coli OrcyrctBue B 1 1
2 O16op npob - B coorBetcTBHM CO -
CTaHJIapPTHON onepalm-
OHHO# npoueaypoi:
COI1-KO-14-057,
COII-KO-12-024
3 O6beM KOHTPO/Ib- - - Jlis npoBeICHHA HCTIBITAHMIA:
HO#H npoObI AJL: 20 6nmcTepos.
MBJI: 7 6nucrepos.
ApxuBHuie obpa3sust: 13 Gamcre-
poOB.
R} Yenosust xpaHeHHS - - B 3ammineHHOM OT BJIard M CBETa
MECTE, PH TeMIEpPaType He Bbillle
25 rpanycos
5 CpoK rogHocTy - - 3 rona
6 VYnakoska - COIl-KO-14-102 [To 10 Ttabnerox B KOHTYPHO#M
AYEHKOBOH yraKkoBke
7 MapkunpoBska Busyanbusiit COI1-KO-14-102 CornacHo npuiaraeMoMmy Makery
rpaduyeckoro ohopmiIeHHs.
8 Harorosurens - - Sun Pharma Laboratories Limited,
Unus
9 Kon - - 120267




