AEKJIAPATIMS O COOTBETCTBUH

AEKJIAPAHT, IPUHNUMATOHIAI AEKJIAPAIIHIO O COOTBETCTBHUA

AO "Canogpu Poccus" ‘
Sapezucmpuposano . Mexcpationnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

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

B nuye: I'enepanenviii dupexmop Adaman H.B.

Hoesepennoe auyyo.: Knoxoea k0.C., dosepennocmv 6/n om 01.12.2017

3AABISET, UTO

Aexapcmeennoe cpedcmeo: Ho-wina, pacmeop OXa 6HYRIPUGEHHO20 U HYMPUMBIHLENHO20 86e0enus 20 m2/ma 2
MR, AMPYRLL MEMHO20 Cmexaa (3), ynaxoexu konmypHele nracmuxogie (noddonsy) (1), nauxu xapmonnsie, PV
Ne II NO11854/01 om 27.07.2010 (dama samener 02.04.2018), cepun SCHA6A, napmus 22079 ynaxogox, zoden
0o 01.07.2023, npouzeodcmea Xuroun 3aeod Papmayesmuneckux u Xumuveckux npodyxmos 340, Benzpus,
Chinoin Pharmaceutical and Chemical Works Private Co Lid, 3510 Miskole, Csanyikvolgy, Hungary, xod
OK112 21.20.10.113, xod TH B3 3004490009, wormpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085305563 om 11.09.2018

COOTBETCTBYET TPEBOBAHIAM

ITNO11854/01-020418

AEKJTAPAIIMA ITPAHATA HA OCHOBAHIH

npomoxon uckeimanuii Ne 2675 o om 17.09.2018 HJI 000 HI] "@APMOEOPOHA", ammecmam
axrkpedumayuu POCC RU.0001.21J140, Cepmugpuxam POCC HU. OM08.C22952 om 17.09.2018

HPHHES T JIEKJIAPALIHA 17.09.2018
) APATIHSL IERHCTBATEIBHA O 01.07,2023
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CBEJEHUS O PETUCTPAITHU

OPTAH IO CEPTUOMKAIINHA, 3APEIICTPUPOBABIIHIA JEKJIAPAIIIIO

RA.RU. 11 PMO8 OPIAH IO CEPTHQHKALJHH ITPONVKI[HH OFITECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJII KAYECTBA"

aopec opeanusayuu: 115280, 2. Mocxaa, ya. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmuuxayuu: 115280, POCCHA, z0pod Mockea, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eb-
catim: oyrR.po.

HEW%}H@O COOTBETCTBUH 3APETUCTPUPOBAHA N POCC RU JJ-HU.®M08.A.01046/18
NATA-PETHCTPAIAM 17.09.2018
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SANOFI

Xunoun 3aBoa QapMaueBTHUYECKHX W
Xnmuueckux ITpoaykroe 3A0, Benrpus
3510 Miskolc, Csanyikvolgy, Hungary

CEPTHOUKAT AHAJIH3A

Ho-nma®, pactsop AJist BHYTPHBEHHOI'O B BHYTPHMBIICYHOT0 BBeACHAS 20 MI/MA

AMHYIBI TEMHOrO ctekaa 2 ma N §

Cepus; SCH46A
Ipouseenen:  13/07/2018
I'oaen no: 07/2023
HJETINO11854/01-020418
NMOKA3ATEJIN HOPMEI PE3YJLTATHI
Onucanue lIpo3paynas »UAKOCTE 3€/1eHOBATO-KENTOrO LIBETA. CooreeTtcTByeT
IMonnynanocTs
~ IpOTaBePHH Crexrp pacTBopa, nosyyeHnoro B pasaene «Konuuecrsennoe CoorsercrByeT
ofipejeneHyuen, B MHTEpBane KK BOJIH o1 220 10 450 HM
JAOMKEH UIMETh MAKCHMYMBI TIOTIOLUEHHS NP JIHHAX BOTH
(241+2) um, (302 +2) oM 1 (353+2) um.
- 3TaHom*® Rt (obpasua) = Rt (crannapra). CooteeTcTRYyeT
- HATpHA* merabucynbhur Rt (obpa3ua) = Rt (crangapra). CootBeTcTBYET
Mpo3paunocts HsmeneHne oxpacku HHIHKATOPA B IPOLECCE THTPOBAHMS TIPH CootgercTByeT
KOAMYECTBEHHOM OIIpeesieHHH.
Tlpenapat 10MmKeH BoIACPKUBATE CPABHEHHE C ITATOHOM 1 CootsercTRyer
LigerHocTth Okpacka npenapara He 10JKHA GhiTh HHTEHCHBHEE OKPACKH CooTBeTcTRYET
sranoda GY1.
pH Ot 3,0 10 5,0. 39
Mexannyeckre BKIKOYEHHS
-~ BUAMMBIE B cooTsercrsun ¢ TpeboBaHuaMu. CoorsercrByeT
- HEBMAUMbiE Hacuu pasmepom = 10 Mxm - He Gonee 6000 /ammyna; 3
Hactuu pasmepoM > 25 MkM - He Gonee 600 /amnyna, 0
INocToporHue npumecu ITepriapun - He Gonee 0,2%. <0,1 %
Enunvanas nennenTuduumposannas npumecs - He Gonee 0,5%. 0,1 %
CymMa Bcex npumeceii - e 6onee 2,0%. 0,2 %
Hapnexaemslii 06béM He menee 2,0 ma. 2,1 mn
bakrepuansurie He 6onee 80 E3/ma npenapara. < 5,0 ED/Mn
3HACTOKCHHEI
CrepunbHOCTE [Ipenapat gonxes GbITh CTEPHIBLHBIM. CooTrercreyer
Konuyectsentoe (40.0 Mr £ 5 %) nporaBepuna ruapoxiopuaa’2 M. 40,0 mr
onpejereH’e
Conepxanue Harpna (1 mr £ 10 %)/Ma 0,97 mr
MmetabHcyabhuTa* *
Coneprkanue sranona * 66,0 Mr/ma (B nepecuere Ha aGCoMOTHBIH 5TaHON 63,35 Mr/mi) 61,6 Mr/mn
+ 10 % (59,4 - 72,6 Mr/mn).

" — nokasatent BeeJieH PHPMOI B COOTBETCTBHHU ¢ TpeGoBaHHAMM, HPUHATLIMA B PO Kk cTanaapTH3aLMK DaHHON
/ICKAPCTBEHHON (OPMBI, H HE BIUIIOYEH B CepThrkaT aHanksa ¢pupmei. Kauectso npenapata no 3TOMY HOKa3aTenio

rapaHrupyercs GUpMoii.
**

— HOPMBI NPEAICTABIICHB] HA KOHEL! CPOKA I'OZHOCTH H OTAMYAIOTCA OT HOPM, NPEACTABICHHBIX B cepTuduKare
aHan3a GUPMBI-NPOU3BOAMTENS Ha MOMEHT BBITYCKA FOTOBOTO NPOAYKTA.
YkasaHHas cepyust NPOM3RE/ICHA B COOTBETCTEHH ¢ ASHCTBYIOMNMU TPEGOBAHHAMH PErNCTPaliOHHOLO JI0Che ’
NpaBUNaMH BaaNieKaleH IPAKTHKY NPOH3BOACTBA JleKapeTBeHHbIX cpencts (GMP). Kakne-1n60 3HauuMble Win
KPHTU4ECKHE OTIJIOHEHNS OT PeriIaMeHTHPOBAHHEIX TAPAMETPOB HE 3aPErHCTPUPOBAHDI,

Pemenne: Brinymen 30/08/2018

AQ «Canodin Poccnsy»

Vnonnomovennoe nuio; Dr. Mezeine Fekete Aniko

Aapee: 125009, Mockra, ya_ Tseporan. 22, Tea: (495 721-1400. ®ake: (495) 721-141 1. www sanofi




Certificate of Analysis

SANOFI

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

Csanyikvdligy site

Csanyikvolgy, P.O.B 565 - 3510 Miskole, Hungary

Phone: +3646/804-000

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

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

Product : NG-8PA INJ, S5X2ML RUS

Item code : 360551 GMID code : 360551

Import. country : Orosz/Russia

Batch number 8CH46A

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

Dosage form : Injection

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

Leiras /bDescription

'Megfelel /Complies

Azonossag/Identification

Drotaverin HCl / drotaverin HCL

- UV spektrofotometria / :Megfelel/Complies
by UV spectrophotometry

- HPLC médszerrel / by HPLC Megfelel/Complies
- Etanol / ethanol

- GLC mbdszerrel / by GLC Megfelel /Complies
- Natrium-metabiszulfit /
socdium metabisulphite
Titralassal/ By titration Megfelel/Complies
Oldat tisztasdg {opaleszcencia) / Megfelel/Ceomplies

Clarity of solution (by opalescence)

Cldat szine / Megfelel /Complies

Colour of the solution
rH

Részecskeszennyezés /
Particulate contamination
Lathatd részecskeszennyezés/
Visible particies

Nem lathatd részecskeszennyezés/
Invisible particles

d>= 10 um

d>= 25 um
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Certificate of Analysis

CHINOIN Pharmaceutical andd Chemical Works Private Co. Ltd.
- a Sanefi company

Csanyikvdlgy site

Csanyikvdlgy, P.0.B 565 - 3510 Miskolec, Hungary

Phone: +3646/804-000

Registered Office: 104% Budapest, Té utca 1-%. Hungary
Mail: 1325 Budapest, P.0.Box: 1190

Phone: 361/505-00C0 / Fax: 361/505-0005

Product : NC-SPA INJ. DLOXZML RUS

Item code : 360551 GMID code : 360551

Import. country : Orosz/Russia

Batch number : BCH46A

Manufacturing date: 13-JUL-2018 Expiry date : JUL-2023
Potency : 40mg/ 2 mi drotaverin HC1

Dosage forxrm : Injection

Pack.size,type : 5 %x 2 ml amp. Specification : ME16048% v.1.0

Tisztasagvizsgdlat HPLC-vel/
Related impurities by HPLC

Perparin / Perparine <0.1 %
Ismeretlen szennyezés egyenként / 0.1 %
Single unspecified impurity

Osszes szennyezd / Total impurities 0.2 %
Kivehetd toéltettérfogat / 2.1 mi
Extractable volume

Bakteridlis endotoxin / :<5,0 EU/mL

Bacterial endotoxins

Sterilitas / Sterility ' STERIL / STERILE

Hatbanyag-tartalom UV spektrofotometria/ 40.0 mg/2ml
Assay by UV spectrophotometry

Natrium-metabiszulfit tartalom/ 0.97 mg/ml
Sodium metabisulphite content

Etanol tartalom/ ethanol content 61.6 mg/ml

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

product have been carried out in full compliance with the GMP reguirements of the EU and with the requirements of
the Marketing Authorisation (8)

of the destination country/countries.
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Certificate of Analysis

SANOFI

CHINCIN Pharmaceutical and Chemical Works FPrivate Co. Ltd.
- a Sanofi company

Csanyikvdlgy site

Csanyikvtligy, P.0.B 565 - 3510 Miskclc, Hungary

Pheone: +3646/804-000

Registered Office: 1045 Budapest, T& utca 1-5, Hungary
Mail: 1325 Budapest, P.O.Box: 110

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

Product : NO-8PA INJ. 5XZML RUS

Item code : 360551 GMID code 360551

Import. country : Orosz/Russia

Batch number : BCH46A

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

Dosage form : Injection

Pack.size, type : S % 2 ml amp. Specification : ME16C481 v.1.0

N T R AR R N S S g e

Megijegyzés / Comment

Decision : FELSZABADITVA / RELEASED
Date : 30-AUG-2018 08:52
Qualified person : dr. Mezeiné Fekete Anikéd

This Certificate of Analysis has been electronically signed from a validated LIMS.
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