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CreumduKkauns Ha HCXOAHBIC MATEPHAITB!
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%%Mﬂﬂﬂl Cip.l w34
JleficTayer o HIALMS

JlaTa seenenns c: BsoauTca B3ameH:
23.02 2024 CTIC-KO-14-0256-07 Geccpouto
or 14.01.2021
CUMBACTATHUH
Simvastatinum
SIMVASTATIN
KonTpoas kagecTsa no Pb 2162C-2020, u3m. Ne 1
Cocrasuiam Coraacosaam Yreepana
JonxuocTs: xumuk | kareropun AJl Jomkuoets: Havansunk OKK JlomkHOCTS: 3aM Me@‘om
AZAMpERTOpa 1o
HO®D: M.B.babxanuesa HO®D: O.B.3e HO®: T.B.
IMoanucs: Moanmes: (¢ Moanuce: s % 7%
Jara: : A

Jata: 2 2.02.2024

JonxuocTs: mukpobGuonor 11 karero-

Jlata: 4602 2024 °

JIONAHOCTD: 3AMECTHTEND
HavasbHuka AJl

HO®D: H A .Mansiruna A /£

TMoanucs: At

HO®D: B.O.Patunko :
Hoanues: /

Jlata: 2202 2024

Jata: ) b.02. 10’2‘1

JomxHocTs: Havansuuk MbJ1

HO®: C.B.T. 0Ba |,
Moanucs: w
Jara: 2 302 “202Y

JomxuocTs: HasansHuk OCuP

HO®: O.A Bpemaa

INoanucs:

Jars. 23 02, 2034

JIOJKHOCTE: HAYABHHK

HO®: U.A Horak “

IMoanucs:

Jata: 23.0 29 /

/
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Crneunduranns Ha HCXOIHBIE MATEPHAITHI
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E KOHT DO ENIgKd-14-0256-08

Crp2mad

criekTpooromMeTpus

B HHppaxpacHOi
obnacti

2.3 lNpospaunocts
pacTsopa

2.4 llpeTHOCTSH pacT-
Bopa

2.5 VaensHoe ont-
HecKoe BpaleHne

F®PHIL2.2.1

o PBIL 2.2.2,
meron Il

F®PBIL 227

(wnentudmkanus) By
HJ1 PB 2162C-2020,
M, Ne |

Pasnen «ITpozpaunocts
pacTBopa»

HJ1 PB 2162C-2020,
M. Ne |

Pasnen «LlseTHoCTh
pacTBopa»

HJ1 PB 2162C-2020,
M. Ne |

Pasnen « VY nensHoe on-
THYECKOE BpalICHHE)
HJ1 PB 2162C-2020,
u3M. Ne |

No [NapameTpsi MeToss Meroukn Kputepun npremaemMocTs
n/n KOHTPOJIA HUCIILITAHHH
1 [pumenenne - - CumBacTaTHH, TaONETKH, NOKPbI-
ThiC TUICHOMHOH obonoukoit, 10 Mr
n 20 mr s PO
2 Hanmenosanue no-
Kasaresiel KkadecrTsa:
2.1 Onncanne BusyanbHbiii COII-KO-14-102 bensiit unm nourn Genwiit Kpuc-
(cBoiicTna) o PBIL 5.11 TautHveckuit nopowok. TlpaxTa-
YeCKH HEpacTBOPHM B  BOJE,
OYEHb JIErKO PAcTBOPHM B METH-
JICHXJIOPHJIC, JIETKO PAaCTBOPHM B
96 % cnupre
2.2 lNMoanuuuOCTH
(naeHTHOUKANNS):
A. Yaensnoe ontu- | T®PBIL, 2.2.7 Pazznen «lloumunocts | A. Henwimyemsiit  obpaseu  Bbi-
4eCKOe BpalneHune (naentudukauns) A» | nepKHBaET HCHbITAHME «Yenb-
HJI PB 2162C-2020, HOE ONTHYECKOE BPAIUCHHEN», KaK
Ham. Ne | yka3aHo B paszene «Mcnsrranns
HA YHCTOTY»
B. AGcopbunonnas | [® PB1I,2.2.24 | Pasgen «llommunocts | B. Mndpaxpacsii criextp nporrye-

KaHus McnbiTyemoro obpazua 1o-
AEeH COOTBETCTBOBATH MH(pakpac-
HoMmy cnextpy nponyckanus CO
cumsacraruna (EP CRS) wm criex-
TPY, NPEACTARICHHOMY HA PHCYHKE |
Pactsop S nomken GuiTh npo3pati-
HBIM

Oxpacka pacTsopa S J10KHA
ObITH HE HHTCHCHBHEE ITAJI0HA

BY(KX),

Ot +285 no +300 B nepecuere Ha
CyXOe BEIecTBO

2.6 Conyrcreyiomme | '® PB 11, 2.2.29 | Pasnen «Conyrersyio-

MPHMECH: UIHe TPHMECHY

- npumecu Eu F HJ1 Pb 2162C-2020, He Gonee 0,50 %
- CyMMa npuMeceii A u3M. Ne | He Gonee 0,40 %
ul

- npumecs D He Gonee 0,40 %
- npumecs K npu He Gonee 0,40 %
200 um

- npamecn B u C He Gonee 0,30 %
- npumecu G u J He Gonee 0,20 %
- HecnenpHIHpo- He 6onee 0,10 %
BaHHbIC MPHMECH

- CyMMa npumeceit He Gonee 3,0 %

P
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ITPH BLICYTITHBAHHN

2.8 Cynedarnas 30-
na

2.9 Ocraroysbie KO-
IHYECTBA OpranHye-
CKHUX pacTBOpHTE-
aei:

- METAHOJI

- AUCTOHHTPHII

- FeKCaH

- ATHJIANeTaT

- TeTparnapodypan
- IWHKJIOreKCaH

- TOAYOI

2.10 Mermwmiiommn

2.11 INMupponuaun

2.12 Byranruapok-
CHAHH301

2.13 Pasmep vacTuu:

- Dyg

- Dsg

- Do

2.14 KonuvecTBeH-
HOE OTIpe/ieieHne

2.15 Mukpobuono-
rHYecKas YHCTOTa:
- obImee KOMH4YeCTBO

FOPBILL24.14

'® PB 11, 2.4.24,
2.2.28

roPBIlL 2.2.28

F'®PBII 2.2.29

F'®PBII 2228

e PB I, 2.9.3]

[®PBIIL 2229

®PBIL 2.6.12,
2.6.13

CE MPH BBICYIIHBAHHHKY
HJ1 PB 2162C-2020,
M. Ne |

Pasaen «Cynbharnas
30712

HJ1 PB 2162C-2020,
M. Ne |

Paszznen «OcraToyHbie
KOJIHYECTBA Opranuye-
CKHX pacTBopHTEICH»
HJ1 PB 2162C-2020,
uim. Ne |

Passen «Meruniioana»
HJ1 Pb 2162C-2020,
Him. Ne |

Pasjen «TTupponuany
HJL PB 2162C-2020,
HiMm, Ne |

Paznen «bByruaruapok-
CHAHH30»

HJ1 PB 2162C-2020,
u3m. Ne |

Paanen «Pasmep vacTHID
HJ1 PB 2162C-2020,
uim. Ne |

Pasnen «Koanvecrsen-
HOE ONpee/IeHHE)

HJ1 PB 2162C-2020,
Ham. Ne |

Mertoauka HenbIranui
AM-12-0256
COIT-KO-12-197

CrneunduKkains Ha HCXOIHBIE MATEPHATHI CIIC-K®-14-0256-08
b C1p.3 uz 4
Ne [NapameTpsi Meroas Meromkn Kpurepuu npuemMaeMoctH
n/n KOHTPOJIS HCITBITAHHI
2.7 loveps s macce | F® PBII, 2.232 | Pasnen «IToreps B Mac- | He Gonee 0,5 %

He 6onee 0,1 %

FePBILL 54

He 6onee 3000 ppm
He Gonee 410 ppm
He Gonee 290 ppm
He Gonee 5000 ppm
He Gonee 720 ppm
He 6onee 3880 ppm
He Gonee 890 ppm
He Gonee 37.5 ppm

He 6oniee 150 ppm

He Gonee 37,5 ppm

He Gonee 5 Mxm

He Gonee 10 MM

He 6onee 20 Mxm

He menee 97,0 % u e Gonee
102,0 % B nepecyere Ha cyxoe
BEINECTRO

F'®PBILS5.14

aspo6os (OKA) 10° KOE/r

- o01Iee KOJIHYECTBO

rpuGos (OKT) 10> KOE/r

- Escherichia coli Orcyrersue s I r
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Crietmdukauss Ha HCXOIHBIC MATEPHANB!

Y 1“ QUTRO I, NE m’
: -KO-14-0256-08

Ne IMapameTpst Metost MeTtoaukn KpHTepHn npHeMiIeMocTH
n/n KOHTPOJIS HCNBITAHUA
Or6op npob - B coorsercTBHM  CO -
cTaHjapTHOR onepaim-
OHHOM npouexypoi:
COI1-KO-14-057,
COIT-KO-12-024
4 | O6bem KOHTPONb- - - AJl:320r
Ho#t 11poGkl MBJI: 20,0 r
5 | Ycnosus xpanenus - - B mioTHO 3aKpeITOM KOHTElHEepe

B 3AMMLICHHOM OT CBETa MeECTe.
[lpn OTCYTCTBMH AHTHOKCHAAHTA
XpauuTh B arMocdepe azora B
repMETHYHOM KOHTEHHEpE

6 Cpok rofHocTH - - 5 ner

7 VYnakoska - - JlBa NOMMATHACHOBBIX MEIIKa B
nojauaTHIeHoBoM Oapabane

8 Usrotosurens - - Hetero Labs Ltd., Unans

9 Kon - ~ 120177




