JAEKJIAPALIUST O COOTBETCTBHUUA

JEKJIAPAHT, IPUHUMAIOIIHH JEKJIAPAIIMIO O COOTBETCTBHH

AQ "Canogu Poccua”

3apecucmpuposarno : Mexcpaitonnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockesa, ya. Tgepcran, 0. 22. Teneqpon:8 (493) 721-14-00

B auye: Neneparenviii Oupexmop Aoavian H.B.

Hosepennoe auyo: Cmenanos C.C., dogepernocms 6/ om 01.12.2017

3AMBJBIET, YTO
aexapemeennoe cpedcmeo: Ho-wna pacmeop 015 snymipuserninoeo i Hympumbtutedno2o seedentst 20 me/mn 2

M, GMIVIbL IIEMHOZ0 CIERNA (3, YRAKO8KY KOHMYPHbIE RIACmuKogwle (noodonst) (1), nauku kapmonnuvie, PY
Ne [T NO11854/01 om 27.07.2010 (0ama 3amenvt 02.04.2018), cepusn S8CF96A, napmus 22237 ynarosok, 200eH
oo 01.06.2023, npouszeodcmea Xunoun 3aco0 Papmayeamuyeckux u Xumuueckux npooykmoe 340, Benzpus,
Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 3510 Miskole, Csanyikvolgy, Hungary, koo
OKIT2 21.20.10.113, koo TH B3] 3004490009, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, unsonc Ne
9085299270 om 19.07.2018

COOTBETCTBYET TPEBOBAHUAM

I NO11854/01-020418

JEKJTAPALHSE HPHHATA HA OCHOBAHHUH

nponioxon uchsimanui Ne 2108 0 om 25.07.2018 HI/I OO0 HL "PAPMOBEOPOHA", ammecmam
arxpedumayuy POCC RU.0001.2] DJI40, Cepmugpuram POCC HU.PMO8.CI19183 om 25.07.2018

Crenanor C.C.
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| %ﬁ’E/JIEHI/IH O PETUCTPALIMU

OPT'AH O CEPTHONKALUNA, 3APENHCTPUPOBABINNI TEKJIAPAITHIO

RA.RU.11®PMOS OPIAH ITO CEPTHOHKALIMH TPOOVKIIHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIH KAYECTBA",

adpec opeanuszayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmupurayuu: 115280, POCCHA, 2opoo Mockea, ya. Macmeproea, 0. 4, am. 3., men.:(495)788-02-88, ¢et-
catint: OYKK.pa.

JEKITAPAITHAS O COOTBETCTBHHM 3APETHCTPHPOBAHA M POCC HU.®M08. /08163

JATA PETHACTPAITNM 25.07.2018
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{f@é/ Hupenxo H.B.
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SANOQFI

Xunoun 3aBoa PapMalleBTHYECKHX H
Xumuveckux [Tpoaykror 3A0, Beurpus
3510 Miskole, Csanyikvolgy, Hungary

CEPTHOHKAT AHAJIM3A

Ho-mmna®, pacTBop AJis BHYTPHBEHHOI'0 H BHYTPHMbIMIeYHOT0 BBeReHudA 20 mr/mur

amnyJibl TéMHoro crekna 2 ma N 5

Cepun: 8CF96A
Ifpouzeemen: 19/06/2018
lomxen no: 06/2023
HJATINO11854/01-020418
HOKA3ATE/IM HOPMBbI PE3YJIBTATDI
Oriucanue TTpospayHas >KUAKOCTh 3€ICHOBATO-KENTOrO LIBETA. COOTBETCTBYET
[MogauHHOCTE
- APOTABEPHH CniexTp pacTBopa, NOTyYeHHOTro B pasiene «KomwyecTeeHHOe CooTBeTcTRYET
onpeielieHHe», B MHTEPBaIE UTHH BoJIH oT 220 10 450 HM
JOJDKEH HMETh MAKCHMYMBI HOMJIOMIEHHA NPH JTHHAX BOJIH
(241+2) um, (302 +2) oM 1 (353+2) M.
- TaHOn™* Rt (o6pasua) = Rt (ctanpapra). CooTBeTcTBYET
- Hatpus* MeTabuCyibUT Rt {06pa3ua) = Ri (crapaapra). CooTBeTCTBYET
TIpoapayHoCTh HM3MeHeHHe OKpack HHIHKAaTOpa B mpoliecce THTpoBanws nipy | CooTeeTcTRYET
KOJIMYECTBEHHOM OIpe/ICNEHHH.
TIpenapar J0JDKeH BLICPKHBATE CPABHEHHE C ITAOHOM | CooTBeTCTBYET
[peTHOCTD Oxpacka npenapara He A0mkHa ObITh HHTEHCHBHEE OKPacKH CooTreTCTBYET
stanona GY 1.
pH Ot 3,0 1o 5,0. 3,5
MexaHuyeckie BRITIOYEHHS
- BHOKMBIE B cootBercTBHY C TpeGOBAHHAMH. CooTeeTcTBYET
- HEBHIHMEBIS Yacruig pasmepoM > 10 MM - He bonee 6000 /ammyna; 2
Yactru pasmMepom > 25 MkM - He Gosntee 600 /ammyna. 0
TMocTopoHHKE TPUMECH TepnapuH - ve Gonee 0,2%. <0,1 %
EasHU4Had HeHdeHTH(HUMpOoBaHHas nipuMeck - He Bonee (,5%. 0,1 %
Cymma Beex npuMeceii - He Gonee 2,0%. 03 %
HzsnexaeMeii 065hEM He meunee 2,0 Mn. 2,1 mn
bakrepuannubie He 6onee 80 E3/Mn npenapaTa. < 5,0 E3/mn
HAOTOKCHHBI
CTepHIbHOCTh [Ipenapar 10mKeH OBITh CTEPHABHBIM. CoOTBETCTBYET
KonudecTBenHoe (40,0 Mr + 5 %) ApoTaBepHHa rWPOXIOpHAa/2 ML, 39.9 mr
oTnpeAeneHNe
Conep:xanue Hatpus {1 mr £ 10 %)/Ma 0,97 Mr
MeTabucynetura®*
CopepxaHse aTaHoNa * 66,0 Mr/mi (B TiepecueTe Ha aBCONMOTHBIH YTanon 63,35 mMr/mi) 61,2 Mr/mn
+ 10 % (59,4 - 72,6 MI/MIT).

¥ 2
— IOKA3aTeNb BBEJEH (PUPMOIi B COOTRETCTBHM ¢ TPeOOBAHMAMU, MPUHATHIMH B P@ K CTAHIApPTH3ALHMH AaHHOH
JIEKapCTBEHHON (OPMBI, H HE BKIIOYEH B cepTHhMKAT aHaTM3a GHpMbl. KauecTBo NpenapaTa no 370My [10Ka3aTeto

rapasTHpyeTcs PUPMOH.

— HOpMBI NIPEACTABJICHE! HA KOHEL CPOKaA MOJAHOCTH H OT/ARYAIOTCA OT HOPM, NIPEACTABACHHBIX B CepTH(bHKa b

aHajIHh3a (.t)P[pr!-HpOH3BOI{H’I‘eJ'lH Ha MOMEHT BhINYCKa '0TOBOTO NPOAYKTA.

Vka3aHHad cepHA TPOUIBEICHA B COOTBETCTBHH ¢ AEHCTBYIOMHMH TpeDOBaHHAMYU PETHCTPALIHOHHOTO 10%h
NpaBHIAMH HaJUTEXALIeii [IPAKTHKH IIPOH3BOACTRA JIeKapCTBeHHbIX cpeacts (GMP). Kakue-nn00 3HaYHMMEM
KPHTHYECKHE OTKIIOHEHHA OT PerflaMeHTHPOBAHHAIX MTAPaMEeTPOB HE 3apEFUCTPUPOBAHB. [/

Penienvie: Bemymen 12/07/2018

Anpee: 125009, Mocksa, yi. Teepekas, 22, Ten.: (495) 721-1400. Paxc: (495) 721-1411. WW

ACQ «Canopu Poccya»

VromzoMouerHnoe nuuo: Dr. Mezeine Fekete £




| Certificate of Analysis

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.

~ & Sanofi company

Csanylikvilgy site

Csanyikvélgy, P.C.B 565 - 3510 Miskolc, Hungary

Phone: +364€/804-000

Registered Office: 14435 Budapest, T& utca 1-5. Hungary

Mail: 1325 Budapest, F.O.Box: 110

Phone: 361/505-3000 / Fax: 361/5C5-0005

Product NC-3SPA INJ. 5X2ML RUS

Item code 360551 GMID code 360551
Impocrt. country Orosz/Russia

Batch number 8CF9cA

Manufacturing date: 19%-JUN-Z2018 Expiry date JUN-2023
Potency 40mg/ 2 ml drotaverin HCI

Dosage form Injection

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

R e s

Vlzsgalatok/'I‘ESTS

‘“““““\W\m&mm

“wnm“N%m&mmm&mmﬂn&wmmxvﬁmﬁwﬁm»ﬁwmwmwmnsmmmxmxx“%gwawﬁmxwﬁmawhgwm&&z

Leiras /Description

Azonessag/Identification
Drotaverin HCl / dreotaverin HCL
- UV spektrofotometria /

by UV spectrophotometry

HPLC mddszerrel / by HPLC

Etancl / ethanol

GLC modszerrel / by GLC

- Katrium-metapbiszuliit /

scdium metabisulphite

Titralassal/ By titration

/

(by opalescence}

Oldat tisztasdg (opaleszcencia)

Clarity of solution

Cidat szine /

Colour of the sclution

Részecskeszennyezés [
Particulate contaminatiocn
Lathatd részecskeszennyezés/
vigible particles

Nem lathato részecskeszennyezés/
Invisible particles

d»= 10 pm

dr= 25 um

Megfelel /Complies

Megtelel /Complies
Megfelel/Complies

MegfglelZCo lies : Megfelel/Complies

Mégfel L/Complies Megfelel /Complies

<='I.'bsséehéééhl tH iiszuszpenzio i Megfelel/Complies

?he_pr@duct passes the test

Megfelel /Complies

-5

Megfelel/Complies

rap_coa_resultats v5




Certificate of Analysis

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.
- & Sancfl company

Csanyikvdlgy site

Csanylkvalgy, P.O.B 365 - 3%10 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té utca 1-bH. Hungary

Ma 1325 Budapest, P.0.Box: 118

Phone: 361/505-0000 / Fax: 361/563-0005
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Product NO-SPA INJ. 35X2ML RUS

Item code : 360551 GMID code
Impert. country @ Orosz/Russia

Batch number : BCEF9cA

Manufacturing date: 18-JUN-2018 Fxpiry date
Potency : 40mg/ 2 ml drotaverin HC1

Dosage form : Injection

Pack.size, type : 5 x 2 ml amp. Specification

360551

JUN-2023

ME1€0481 v.1.0

Vizsgalatok/TESTS .

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Tiszrasagvizsgalat HPLC-vel/

Related impurities by HPLC
Perparin ,/ Perparine

Ismeretlen szennverés egyenként /
Single unspecified impurity

Osszes szennyezd / Total impurities

Kiwvehett t&ltettérfogat /

Extractable volunme

Bakteriélis endotoxin /

Bacterizl endotoxins

Sterilitas / Sterility Steril legyen 7
The product ‘14 steétile

Hatdanyag-tartalom UV spektrofotomeirial/

Assay by UV spectrophotometry

Natrium-metabliszulfit tartalom/

Sodium metabisulphive content

Etanol tartalom/ ethanol content

;”2.1 ml

- <5,0 EU/ml

039.9 mg/2ml

.97 mg/ml

'STERIL / STERILE

1 hereby certify that all the manufacturing stages of this batch of finished

product have been carried out in full compliance with the GMP regquirements of the EU and with the

the Marketing Authorisation (3}
of the destination country/countries.

requirements of

rap _coa resultats v5




Certificate of Analysis - -
SANOF
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CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, TS utca 1-3. Hungary
Mail: 1325 Budapest, P.0.Box: 110
Phones: 361/505-0000 / Fax: 361/505-0005
Product NO-SPA INJ. 5X2ZML RUS
Item code = 360551 CMID code : 360551
Import. country Orosz/Russis
Satch number : 8CFY6h

: JUN-2023

Manufacturing date: 18-JUN-2018 Expiry date

Omg/ 2 ml drotaverin HCL

Potency
Losage form : Injection
Pack.size,type : 5 x 2 ml amp. Specification : ME160481 v.1.0
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Megijegyzés / Comment
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Decision FELSZABADLTVA / RELEASED

Date 12-JUL-2018 08:3¢6

Qualified person dr. Mezeiné Fekete Anikd

This Cercificate of Analysis has been electronically signed from a validated LIMS,

rap_coa_resultats vE




