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| AEKJAPAIISA O COOTBETCTBUU

JEKJIAPAHT, IIPHHUMAIOHNIAH JEKJIAPAITHIO O COOTBETCTBUH

AC "Canodghu Poccun"

3apezucmpupoeanio . Mesicpationnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon:8 (495) 721-14-00

| B auye.: I'enepanvuuiii dupexmop Adausn H.B.

Hosepennoe nuyo: Knoxosa I0.C., dosepennocme 6/ om 01.12.2017

3AABJIAET, UTO
| Aekapemeennoe cpedemeo: Ho-wna, pacmeop Ona eHympugennozo u eHympumsiuenozo eeedenus 20 mz/mn 2
M, AMAYIbL MEMHO20 CHeKia (5), ynaxosku Konmyphuie riacmuroesie (noddoust) (1), naurxu rkapmonnse, PY
Ne LI NO11854/01 om 27.07.2010 (dama 3amenst 02.04.2018), cepun SCH47A4, napmun 22085 ynaxosox, zoden
| 00 01.07.2023, npoussodcmea Xunoun 3600 @apmayesmuueckux u Xumuveckux npooykmoe 340, Benzpus,
Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 3510 Miskolc, Csanyikvolgy, Hungary, kod
| OKIT[2 21.20.10.113, ko0 TH B3] 3004490009, xoumparm Ne 250/40056192/F-2 om 20.10.201 0, uneoiic Ne
| 9085305563 om 11.09.2018

COOTBETCTBYET TPEBOBAHU SIM

| ITNO11I854/01-020418

JEKJIAPAITAS TIPHHSITA HA OCHOBAHHUU

FPpOMOKOA uchoimanuii No 2676 0 om 17.09.2018 HII 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuram POCC HU.OM08.C22953 om 17.09.2018
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CBEJEHUSI O PETUCTPALIUN

| OPTAH IIO CEPTROHUKALNH, 3APETHCTPHPOBABIHHI JEKJIAPAHUIO

| RA.RU. H®M08 OPIAH IO CEPTHOHKALIHH TPORYVKITHH OBHIECTBO C OIPAHHYEHHOH

' OTBETCTBEHHOCTBIO "OKPVKHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayuu. 115280, &. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, aopec opzand no

| cepmupurayuu: 115280, POCCHA, 20p0d Mockea, yn. Macmeprosa, 9. 4, sm. 3., men. :(495)785-02-88, sedr-
CTAPAL -0 COOTBETCTBHU 3APETICTPHPOBAHA A2 POCC RU JI-HU. PM08.4.01047/18

HCTPATRM 17.09.2018
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SANOFI

XunouH 3apon GapMaleBTHUECKHX |
Xumuueckux Iponykros 3A0, Beurpus
3510 Miskole, Csanyikvolgy, Hungary

CEPTHO®HKAT AHAJIN3A

Ho-mna®, pacteop nis BAYTpHBEHHOIO B BEYTPHMbIMIEYBOro Begenns 20 Mr/ma

aMIyJibl TéMBOro crexna 2 ma N 5

Cepun: 8CH47A
Ipouseenen:  13/07/2018
Fomen no: 07/2023
HIATINO11854/01-020418
IHOKA3ATEJIN HOPMBI PE3YJILTATHI
Onncanne ITpo3paynas JHAKOCTD 3e/IeHORATOKEITOIO I{BETA. Cootsercrayer
INoanuunocTs
- IpOTaBEPUH CriekTp pacTBOpa, HONYUYEHHOTO B pasnene «KonpuectrenHoe CoorpetcTryer
ONpEneneHney, B MHTepBaie Anud 80aH o1 220 1o 450 am
AOAKEH HMETh MAKCHMYMBI TIOTJIOIEEHHS IPH [UTHHAX BOJTH
(241+2) um, (302 +2) nMm H(353+2) mm.
~ 3Tagon* Rt (06pasna) = Rt (cTannapra). Cooteercreyer
- Harpua* Merabucymshur Rt (o6pazua) = Rt (cranpapra). CooteeTcTByET
Ipospausocts H3meHenue okpacku uHaHKaTopa B nponecce THTpoBanus ipH | CooTBeTCTBYET
KOHYECTBEHHOM ONpeieIeH .
Hpenapat noikes Boiaepxuears CPAaBHEHHE C dTancHoM | CooteercTRYET
HgeerrocTs Oxpacka niperapara He JOJKHA GLTh HHTCHOHBHEE OKpacKH Coorsercrsyer
srasoHa GY1.
pH Ot 3.0 50 5,0. 3.9
Mexannueckse BRIIOYEHNAS
- BUIHME{e B cootsercrsum ¢ TpeGoranuammy, CoorsetcTByer
- HEEMOHMEIE Yactun paszmepom > 10 Mxm - ae onee 6000 famrnyna; 2
HacTuu pasmepom > 25 Mk - we Gonee 600 /aMrryia, 0
[Hocroponnue npumecu Iepnapun - ve 6onee 0,2%. <0,1%
Enmauanas HEeHAEeHTHOHITHPOBaHHas npuMech - ke Hoaee 0,5%. 0,1 %
Cymma Beex npumecei - He Gonee 2,0%. 0,2 %
Hzenekaemsiii 06néM He menee 2,0 . 2,1 mn
baxrepuaneupie ‘| He Gonee 80 EB/mu npenapara. <5,0 E3/Mn
SHI0TOKCHHBI
CrepuisnocTs Ilpeniapar nomsker 6bITS CTEPUILHEIM. Cootsercrayer
KoauuecTeennoe (40,0 Mr = 5 %) aporasepuna THAPOXIOPHIA/2 M. 40,0 mr
oTipefeneHute
Conepxanne Hatpus (1 Mr= 10 %)/ mn 0,97 mr
MeTabHCynbduTa®*
Conepxanue sranona * 66,0 Mr/m (B IiepecueTe Ha aBGCoOMOTHbI HTaHON 63,35 Mr/ma) 60,7 mr/mn
£ 10 % (59,4 - 72,6 mr/ma).

* ~ nokasatens RREICH GHpMOii B COOTBETCTBHH ¢
NEKEPCTBEHHON POPMBI, ¥ HE BIIOYEH B cepTHpHK

rapaHTHpyeTCs (IHpMOii.
[Ty

— HOPMEI IIpEACTABJICHE! Ha KOHEII ¢

aHanuza C}JHPMBI-HPOH3BO,IIHT€JIH Ha MOMEHRT BEIIYCKa FOTOBOTQ IIPOAYKTa.

Yxa3aHHaa cepus NPOM3BEAEHA B COOTBETCTBHH C NelicTs
TIpaBMIaMu HafIeXKatleH NPaK THKY TIPOH3BONICTBA JIEKAPCTBEHHDIX cpeacte (GMP). Kaxu
KPHTHYECKHE OTKIOHEHHS OT PErIaMEHTHPORAHHBIX NIAPAMETPOR He 3aPErHCTPHPOBAHEL.

Pemerue: Boinymern 30/08/2018

TPeBOBAHMAMH, IPHHATEIME B PO K CTEH/IAPTH2ALMH JaHHOH
aT aHanusa gupmel. Kauectso npenapata o sToMy noxasatento

POKa FOOHOCTH ¥ OTIHYAIQTES OT HOPM, PEACTABJIEHHLIX B cemebeaTe

YIOWUMU TpeGoBaHHsIMH PETHCTPAIIMORHOIO 0ChE 1
e-nubo IRATHMEIE i
7




Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- @ Banofi company
Csanyikvolgy site

Csanyikvélgy, P.O.B 565 ~ 3510 Miskolc, Hungary

Phone: +3646/804~000

Registered Office: 1045 Budapest, T& utca 1-5. Hungary

Mail; 1325 Budapest, P.C.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

SANOFI -

Preduct

item code : 360551
Import. country Orosz/Russia
Batch number BCH47A

Manufacturing date: 13-JUL-2018
Potency

Dosage form : Injection

Pack.size, type

5 x 2 ml amp.

NO-SPA INJ. 5X2ML RUS

GMID code :

Expiry date :

40mg/ 2 ml drotaverin HCI

Specification :

360551

JUL-2023

ME1E0481 v.1.0

Leirds /Description

Rzonossag/ldentification
Drotaverin HCl / drotaverin HCL
- UV spektrofotometria /

by UV spectrophotometry

~ HPLC mbdszerrel / by HPLC

- BEtanol / ethanol

- GLC méddszerrel / by GLC

- Natrium-metabiszulfit /
sodium metabisulphite
Titr&ldssal/ By titration

Oldat tisztasdg (opaleszcencia) /
Clarity of solution (by opalescence)

Oldat szine /

Colour of the sclution

PH

Részecskeszennyezés /
Particulate contamination
Lathaté részecskeszennyezés/
Visible particles

Nem lathaté részecskeszennyezés/
Invisible particlies

d>= 10 pm

d>= 25 npm

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel /Complies

Megfelel/Complies

egfelel /Conplies

rap <oa rasultats v5




Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company

Csanyikvolgy site

Csanyikvblgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utea 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

Product : NO-SPA IRJ. 5X2MI RUS

Item code : 360551 GMID code : 360551

Import. country : Orosz/Russia

Batch number : 8CH47A

Manufacturing date: 13-JUL-2018 Expiry date : JUL-2023
Potency : 40mg/ 2 ml drotaverin HC

Dosage form : Injection

Pack.size, type : 5 x 2 mi amp. Specification : ME160481 v.1.0

TisztasAgvizsgaiat HPLC-vel/
Related impurities by HPLC
Perparin / Perparine

Ismeretlen szennyezés egyenként /
Single unspecified impurity

Usszes szennyezd / Total impurities

Kivehett t&ltettérfogat /

Extractable volume

Bakteri&lis endotoxin / 5.0 EU/ml

Bacterial endotoxins

Sterilitads / Sterility STERIL / STERILE

Hatbanyag-tartalom UV spektrofotometria/ 40.0 mg/2ml

Assay by UV spectrophotometry

Natrium-metabiszulfit tartalom/ 0.57 mg/ml

Sodium metabisulphite content

Etanol tartalom/ ethanol content

3
I hereby certify that all the manufacturing stages of this batch of finished

product have been carried out in full compliance with the GMp requirements of the EU and with the requirements of
the Marketing ARuthorisatien (8)

of the destination country/countries.

rap_coa_rasultats v5




Certificate of Analysis

SANOFI-

CHINQIN FPharmaceutical and Chemical Works Private Co. Ltd.
~ a Sanofi company

Csanyikviélgy site

Csanyikvdlgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

Fhone: 361/505-0000 / Fax: 361/505-0005

Product RO-SPA INJ. 5X2ML RUS

Item code : 360551 GMID code : 360551

Import. country : Orosz/Russia

Batch number : 8CH47A

Manufacturing date: 13-JUL-2018 Expiry date : JUL-2023
Potency : 40mg/ 2 ml drotaverin HCI

Dosage form : Injection .
Pack.size, type : 5 x 2 ml amp. Specification : ME160481 v.1.0

e — avmors

Megjegyzés / Comment

m“mmmmmmmmmn
pearelotiaie

Decigion : FELSZABADITVA / RELEASED
Date : 30-AUG-2018 08:56
Qualified person : dr. Mezeiné Fekete Anikéd

This Certificate of hnalysis has been electronically signed freom a validated LIMS.

rap_coa_resuitats v5




