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Jlata BBeneHus C: BBOAMTCA B3AMEH: JHeficTByeTmor——""" ann3auns
2%.12. 2023 CIIC-KO-14-0256/1-01 GeccpouHo

ot 29.03.2022
CUMBACTATHH
Simvastatinum
SIMVASTATIN
Koutpoas kavecrsa no EP 11.0
CocraBnim Coraacosain Yreepana
Jonnocts: xumuk | kateropun AJ1 | JlomkHoceTs: Havansuuk OKK .| JIoMKHOCTD: 3aMECTHTE/Ib IEHEPallb;
HOTO IMPEKTOpa 10 K&

HO®: M.B. Ba6acauuena HO®D: O. o .. 220 L UOD: T.B.bgry
Moanucs: Moanuce: \ \AALAS T IMoanuce:

Nata: 22 AL .2,023

Jaraa 26.{2. 20X3

Jlata: 26 (2 1013

Jlonxuocts: mukpobuonor Il karero-

HOJI)KHOCT b: 3AMCCTHTE/Ib HAYATbHH-

pHH ka AJl

HO®: B.O.Patn HO®: H A .Manbirusa
Moanues: ~ IMoanmcs: A A
Jlata: 22 43 2023 Jlara: 26.12. 2023

JomaHocTs: Havansuuk MBJ1

HO®D: C.B.I -
[Moanuce: @
Jlara: 1 2. 422023

JlomxHocTs: HauansHuk OCuP

HOD: O.A.Bpem
[Toanwuce: C%/

Jlata: 22.1TA, 2023

JlomxHocTs: HavanbHuk O3

HOD: H.AH

[Moanwuce:

Jlata: 2 42 1023




NpPH BHICYUIHBAHHH

Ce MPH BBICYITHBAHHAY
EP 11.0

OAO « L g |
CrieundKaLis Ha HCXOAHBIE MATEPHAbI A1 O UL BIOHE-KO-14-0256/1-02
SU2EMONNA 'Tp.2 M3 3
Ne [Napamerpsl Merons Metoaukn Kputepus npHeMIeMOCTH
n/n KOHTpOJIA HCBITAHHH
1 [Mpumenenue - - CrumBacTaTi, TableTKH, NOKpPhI-
ThiE IIeHOYHOM 060104k, 10 Mr
u 20 mr s PO
2 Haumernonauue no-
KasaresieH KavecTsa:
2.1 Onucanue BusyansHbiit COII-KO-14-102 Benwit wian nouru Oensid Kpuc-
(cBoficTna) EP, 5.11 TAUTHYECKHH MOPOIIOK,
[IpakTHHECKH HEPacTBOPHM B BO-
1€, 0OYeHb JIErKO pacTBOPHM B Me-
THJICHXJIOPHJIE, JIErKO PacTBOPHM
B 96 % cnupre.
2.2 *TlonnmuHHOCTH
(uneHTHHKALNA):
A. Ynensuoe ontu- | EP,2.2.7 Pasnen «[Tommannocts | A. Ucnwiryemeii obpasen  Bbl-
4ecKoe BpallleHue (nnenTHdUKAUMS) A» | JePKHBACT MCMBITAHHE «YIeTb-
EP11.0 HOE ONTHYECKOE BpallleHHE», Kak
yKka3aHo B pazaene «Mcnsrranns»
B. Abcopbunonnas | EP, 2.2.24 Paszen «[lowmunocts | B. MK-cnextp npomyckaH#s Hc-
cnekTpodoTOMETPHA (unentudukanus) By neiTyeMoro ofpa3sua J0/KEeH co-
8 uH(pakpacHoit EP 11.0 orserctsosats MK-cnexktpy npo-
obnactu nyckanus CO cumsacratuna (EP
CRS)
2.3 [po3payHocTs EP, 2.2:1 Paanen «[Tpo3paunocts | PacTeop Ao/mkeH GbITh Mpo3pay-
pacTsopa pacTsopa» HBIM
EP11.0
2.4 Isernocts pact- | EP, 2.2.2, Pasnen «llBeTHoCTH Oxpacka pacTBopa 10/kHa ObITh
BOpa meron I1 pacTsopa» HEe WHTEHCHBHEE 3TAI0HA
EP 11.0 BY(KX),
2.5 Yaensnoe ontu- | EP, 2.2.7 Paszen «YnensHoe on- | Ot + 285 o + 300 B nepecuere
yecKoe BpalleHne THYECKOE BPALICHHE) Ha CyXO€e BEmeCTBO
EP 11.0
2.6 Conyrcreytomme | EP, 2.2.29 Paszzen «ConmyTeTByio-
NPHMECH: LIHE TIPHMECH )
- npumecu E, F EP 11.0 He Gonee 0,5 %
- CymMMa npumeced A He Gonee 0,4 %
ul
- npumech D He 6onee 0,4 %
- npumeck K npu He Gonee 0,4 %
200 um
- npumecu B, C He 6onee 0,3 %
- npameck G, J He Gonee 0,2 %
- HecnenMpHIHpo- He Gonee 0,10 %
BAHHBIC PHUMECH
- CyMMa npuMecei He 6onee 3,0 %
2.7 lNoreps B macce | EP, 2.2.32 Pasnen «Iloteps B mac- | He Gonee 0,5 %
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Creundukaums Ha HCXOAHBIE MATEPHANBI

T e T ONCIKD-14-0256/1-02

SILIENIUIRD _CQrp3ws3

Ne [TapameTpsl Meroasi Meroaukn Kputepuu npuemMIeMoCTH
n/n KOHTPOJIS HCIbITaHUuH

2.8 Cynsdarnas 30- | EP,2.4.14 Paspen «CynedarHas He Gonee 0,1 %

na jona»

EP11.0

2.9 Tsoxensie metan- | EP, 2.4.8, EP, 2.4.8, meron C He 6onee 0,002 % (20 ppm)

bl meron C

2.10 Konnuecrsen- | EP, 2.2.29 Paznen «Konuuecrsen- | He menee 97,0 % u ne Gonee

HOE OnpeaeIeHHe HOE ONpe/Ie/ICHHE) 102,0 % B nepecyere Ha cyxoe
EP 11.0 BELIECTBO

2.11 Mukpobuono- | EP, 2.6.12,2.6.13 | Meroanka uCnbITaHHH EP,5.14

ruvecKas YMcToTa: AM-12-0256/1

- of1ee KOJIHYeCcTBO COI1-KO-12-197

aspo6os (OKA) 10° KOE/r

- ob1ee KOJIH4eCTBO

rpu6os (OKI) 10* KOE/r

- Escherichia coli Orcyrcreue B 1

3 Ot6op npob - B cooTBeTcTBHH  CO -

cTaHAapTHON onepauu-
OHHO#H npoueaypoi:

COII-KO-14-057,
COII-KO-12-024

AJl: 300r
MBJI: 20,0 r

4 ObbeM KOHTPOJIL- - -
HOM 11poOsbI

B repMeTHYHOM KOHTEHHEpe MpH
temneparype He soitne 25 °C

5 YenoBus XpaHeHHs - -

6 CpoK rolHOCTH - - 3 roga

JIBoHHBIE MOJIHITHIICHOBBIE Melll-
KH B (DONBrHPOBAHHOM MeEIUKE B
KapTOHHOM Kopobe

7 Vnaxkoska - -

8 | HaroToBuTens - - Zhejiang Hisun Pharmaceutical
Co., Ltd., Kuraii
9 | Kon - - 120177

*WcnuiTands MOMUTHHHOCTH M3 KakJIOH YNAKOBOYHOM €IMHHMIbBI Tepej Bbla4eli B MPOM3BOACTBO
npoeomuTh cornacko COIN-KO-14-056 meronom I'd PB 11, 2.2.40 CrnextpodoTomMeTpust GIHAKHEr0
uHdpakpacroro auanasona mubo I'® PB 11, 2.2.48 PamaHoBCKas CNEKTPOMETPHA. Kpurepuu npuemiemo-
cti: «CrniexTp HcnbiTyemoro obpasua A0/KeH COOTBETCTBOBAThH CINEKTPY CHMBACTATHHA, BHECCHHONO B
Gubnmotexy cnektpo BHUK-ananmsatopa imGo crekTpomeTpa KoneGaTeNbHOIO (pamMaHOBCKOI0)
paccesHus».



