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TEKJIAPAITASI O COOTBETCTBHH

TEKJAPAHT, IPHHAMAIOIN KA JEKJIAPAIINIO O COOTBETCTBHUN

AO "Canoghu Poccus”

3apezucmpupoeano : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mocrxee OI'PH 1027739079940 om
19.08.2002

: A()p! c: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00
| B nuye: I'enepanouiti dupexmop Adaman H.B.
| Hoeepennoe auyo: Kaorosa I0.C., dosepennocmy 6/1 om 01.12.2017

? 3 BJSIET, YTO

kapcmeennoe cpedemso. Ho-wina, mabnenku 40 me 64 wm., gnaxonst (1), nauxu kapmonnvie, PY Ne I

_ N011854/02 om 23.07.2010 (0ama nepeopopmnenun 28.03.2016), cepus AVI173, napmus 34402 ynaxoeox,
: zoc)en 0o 01,08.2023, npouzeodcmea Xunoun 3aeod Gapmayesmuvecxux u Xumuzeckux npodyrmoe 340,
; Beuzpm Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz, Levai u. 5,

5 HurLgam xo0 OKIINT2 21.20.10.113, koo TH B2J] 3004490009, konmparm Ne 250/40056192/F-2 om

| 20.10.2010, unsoiic Ne 9085305564 om 11.09.2018

COOTBETCTBYET TPEBOBAXMM
IIN011854/02-160611 uam. Me 1-5

JEKJAPAITASA IIPUHATA HA OCHOBAHUH
npomoxon uchvimanui Ne 2681 0 om 17.09.2018 HJI 000 HI] "©®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuram POCC HU.®M08.C22951 om 17.09.2018

JEXTAPATIHH 17.09.2018
L AENCTBUTEILHA JIO 01.08.2023

% E A~ %/ Kioxoea 10.C.

//ﬂlﬁincx, D10

CBEJIEHVISI O PET'ICTPAIIAA

OPTAH IIO CEPTH@I/IKAI.[PH/I SAPETUCTPHAPOBABHIHI JEKJIAPAITAIO

RARU 11OM08 OPTAH ITO CEPT, HOHKAHH ITPONVKI[HH OBLJECTBO C O PAHHYEHHOH

o7} ETCTBEHHOCTEIO "OKPYKHOH IJEHTP KOHTPOJLT KAYECTBA",

'at)pec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
,ceppzud)uxaz{uu 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, geb-
caz{m OYKK.pE.

,IEER.HAPAI];I/IH O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU 4-HU.@M08.A.01045/18

TIACTPAIVN 17.09.2018
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SANOFI

XuHouH 3aBog QapMalieBTHYECKHX
Xumudeckux Ipoayxros 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTUDHUKAT AHAJIM3A

Ho-uma®, rabaerkn 40 Mr ¢gaakon neaunponmaeHosslii (¢ 103atopom) — 64 — N1

Cepus:

AV173

Hpouzrenen: 15/08/2018

TI'onex no:

08/2023

HJI: T1 NO11854/02-160611

NMOKA3SATEJIH HOPMbI PE3YJILTATHI
Onucanne® Kpyrnble NBOSKOBBIMYKNbIE TAGACTKY HKEATOrO ¢ 3€N€HOBATHIM HIH Coorrercryer
OpaHKEBLIM OTTEHKOM LBETa, C MPaBMPOBKON spa Ha OAHOI cTOpoHe.
IonnuuHoCTS Y bTpadHONETOBLIH CIIEKTp pacTBOPa, NPUrOTORAEHHOIO A1 CooreercTBYET
KOJIHYECTBEHHOTO OfIpeieNEHHS, JIO/KEH HMETh MaKCHMYMBbi
TIOFJIOLIEHHA NPM AAMHAX BOH (241+2) um, (302 +2) uM 1 (353+2) um.
Lipet pacTBOpa CTAHOBKTCA KOPHUHEBBLIM HIIH KPACHOBATO-KOPHUHEBLIM, |  COOTBETCTBYET
QObpazyercs Gl ocanok. CooTeeTcTBYET
Cpenuss macca 140 mr + 7,5%. 140 mr
# ogHopoaHoeTh | 18/20 rabnerox-He Gonee + 7,5%; CooTeercTBYET
110 Macce 2/20 Tabnerok — He Gonee = 15%. Cooreercryer
Pacniajiaemocts He 6onee 15 mun. (¢ auckamu), 4-6 MHH
Pacreopenne** He menee 75% (Q) o1 3asBAeHHOrO coAepXaHns ApoTaBepHHA CootBercTBYET
ruapoxiopuaa yepes 30 mun.
Tocropontne Jporapepanaina - He Sonee 1%; <1 %
mpuMecn** moboH HenneHTMUUMPOBAHHON NpuMecH (He Gonee TISTH) - He Honee <,2 % (1 naTHo)
0,2%; <2%
cyMMa nipuMecedi - He Sonee 2%,
Muxpoduonoru- | Kareropus 3A. CooteeTcTBYET
Yeckas
yucroTa* ¥ *
OnrHOpOINHOCTD Or 85 no 115% cpennero comepanus IpOTaBepHHA THAPOXJIOPHAA. CooTeercTayer
Josupopanus***
Konuuectpennoe | 40,0 mr + 5% nporaBepusa rHApoOXIOpHIA. 39,4 mr
ofpeaeneHue

*— MCKNIOYEHBI TEOMETPUUECKHE PasMepbl TaONETOK, a Takxke nokaszareis «AcTupaemocTsy
B COOTBETCTBHH € TpeOOBaHUAMM, TIPHHATHIMH B PO K cTaHaapTH3AUMM JaHHOMN NEKapCTBEHHOMR GOpPMBI.
**- nokazaTens BBeJeH (PHPMOH B COOTBETCTBUH € TPeOOBAHMAMM, IPHHATEIMU B P® K cTanzapTUzauuy naHHOM
JIeKapcTBEHHOH (hopMbl, N MOXKET OBITE He BKIIOUCH B cepruduxat aHain3a GupMsl.
KauecTao npenaparta no 3ToMy NOKa3aTeNo rapasTHpyeTcs GUpMOii.
*H* - KOHTPOb KAyecTBa MO JAHHOMY ROKA3aTeHO MPOBOAHTCH TIPOM3BOMTENEM TICPHOIMYECKH, HacToTa
APOBEACHHA ONPEIENZETCA TCKYEH BHYTpeHHeH NPoLenypoi NpoH3BoANTEA.
Yka3aHHas cepHsA NMPOM3BENEHA B COOTBETCTBHH ¢ JCHCTBYIOWMMHU TPeGOBaHHAMM PETHUCTPALKMORHOIO 0ChE H
NpaBriaMu HAIeXAIeH NPaKTHKH NIPOU3BOJACTBA jleKapeTBeHHBIX cpeicts (GMP). Kakue-nnbo 3HauMMble WK
KPHTHHECKHE OTKIIOHEHHS OT PENIAMEHTHPOBAHHBIX NAPAMETPOB HE 3apeI HCTPUPOBAHE.

Pewenue: Bunymen 28/08/2018

AQD «Carodn Poccnsan
Anpec: 125009, Mockea, yiv. Teepekas, 22. Ten, (495} 721-1400 Gakc: (495) 7211411, www sanofi ru

Vnonnomouennoe auno: dr. Solti Monika Maria




BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhéz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI

Item code :

Product name

VER_616140
NO-SPA 40 mg tablets 64 X

~ Average mass

- Individual mass

~ By precipitate

PURITY TEST {(TLC)
- Drotaveraldine

- Number of spots

- Total impurities

ASSAY (UV)
- Drotaverine HC1

- BY UV spectrophoctometry

- Any other impurity individually

Import. country Russia

Lot number AV1T73 Customer lot no. AV173
Date of manufacture: 15-AU0G-2018 Expiry date AUG-2023
Strength see at the assay

Dosage form tablet

Packaging type PP container

GMID code 616140
G T R N S

CHARACTERS

- Appearance Complies

140 mg
Complies

- Disintegraticn 4-6 min
- Friability <1l %
IDENTIFICATION

Complies
Complies

<1l %
<0.2 %
1 db
<2 %

39.4 mg

Microbioleogical purity tests comply to the Ph.Bur. requirements (every 100th lot, but at least 1 per year).

This batch has been manufactured in compliance with the cGMP regquirements and complies with the specifications of
the relewvant Marketing Authorization.

This Certificate of Rnalysis has been electronically signed from a validated LIMS.
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd,
~ & Sanofi company

Veresegyhdz site - 2112 Veresegyhéz, Lévai u.5., Hungary

Phone: +36 28 B5B5 600 / Fax: +36 28 585 %38

Iten code : VER 616140

Product name : NC-SPA 40 mg tablets 64 X

Import, country : Russia

Lot number : AV1i3 Customer lot no. : AV1T73
Date of manufacture: 15-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

bosage form : tablet

Packaging type : PP container

GMID code 3 616140

Decision : FELSZABADITVA / ACCEPTED
Date 28-AUG-2018 09:40
Qualified person: dr. Sclti Monika Maria
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