JEKJIAPALIMSI O COOTBETCTBHH

AEKJAPAHT, IPHHAMAIOHI AT AEKJIAPATIHIO O COOTBETCTBAU

AO "Canoghu Poccua'

Ceedenun o pezucmpayuu opzanuzayuy. Meoicpationnan uncnexyus Dedepanchoil Hano20601 cayicbut Ne 46 no
2. Mocwee 01.01.2008, OFPH | 027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepcxas, d. 22, Tenedon/gharc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenwrii duperxmop Monxe O.A.

Hosepennoe nuyo: Cmenanos C.C., doeepennocms 6/n om 01.12.2017

3ASIBJISIET, 9YTO

Aexapemsennoe cpedcmso: Ho-wna, pacmeop ons enympusennozo u BHYMPUMBIUE 020 8gedenua 20 mzimn 2
MIL, aMRYIsl MEMHO20 CImeina (3), YRAKoBKU KOHNYPHbIE NAACHUKOSbIE (noddonwi) (5), nauxu kapmonnvie, PY
Ne TI NO11854/01 om 27.07.2010 (dama samens: 02.04.20] 8), cepun 8CJ56A, napmus 4367 ynarosox, z0den do
01.09.2023, npouseodcmea XHHOHH 3aecd Dapmayeemuveckux u Xumuvecriux npooyxmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid,, 3510 Miskole, Csanyikvolgy, Hungary, kod
OKIIN2 21.20.10.113, koo TH B3 3004490009, xoumparm Ne 250/46056192/F-2 om 20.10.201 0, unsoiic Ne
9085310746 om 25.10.2018

COOTBETCTBYET TPEEOBAHHASM
IIN0Q11854/01-020418

AEKJIAPAITHSI IPUHSTA HA OCHOBAHMHA
npomoxor ucnvimanui Ne 3151 0 om 30.10.2018 HI 000 HI] "®APMOEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC HU. ®M08.C26339 om 30.10.2018

“‘
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ESIRPT IEKJIAPAYIVN 30.10.2018
VIAPAIU JMICTBUTEIIBHA JIO 01.09,2623

Crenanos C.C.
Chb O .H.0

CBEJAEHVISI O PETUCTPAITAM

OPTAH 110 CEPTHOHKAIIM, 3APEFrMCTPHPOBABINHAI JEKJAPAITAIO

RA.RU. 11 OMO8 OPTAH IIO CEPTHOHKAIIHH ITPOINVKIIHH OFILJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPYKHOM HEHTP KOHTPOJIT KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mocxkea, yn. Macmepxosa, 9. 4, »m. 3, nom. 1, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men. :(495)788-02-88, geb-
caiim: oykx.peh.

JAEKJAPATINS O COOTBETCTBUH 3APETHCTPUPOBAHA M POCC RU HA-HU.®M08.4.05742/18
JAATA PETMCTPAIIUN 30.10.2018
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CepTHpuxar anasiuia

SANOFI @\?
W
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvélgy site
Csanyikvélgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[ponoykT: HO-1LITA Pacteop A
nibekuni. 20 mr/ma RUS.
25X2 mn RUS
Kox Toeapa; 16288 Koa GMID: 272600
Crpana-umnoprep: Poccua
Homep cepun: 8CI56A
Mara npomssoactea: 20-CEH-2018 Jara uctedenua cpoka  CEH-2023
FOAKOCTH:
Konuenrtpaums: 40 mr/ 2 Mn ApoTaBepHHa
THApOXJIOpYHA
UlexapcTBeHHAn Pactop mna uHbeknuii
popma:
Paimep u TR 25 x 2 Mn aMnyne Crennduxauns: ME160481 v.1.0
NaKOBKM:
IToka3aTenn Hopma PesyabTar
Onucanue ITpo3spauHas 3eaeHOBATO-KENITAs COOTBETCTBYET
WHAKOCTH
COOTBETCTRYET
JIpoTapepHHa rHAPOXOpPUHA
- V®-cnextpodoromerpus COOTBETCTBYET COOTBETCTBYET
- BOXKX COOTBETCTBYET COOTBETCTRYET
- J1aHon
- KX COOTBETCTBYET COOTBETCTBYET
- Harpua meraOucynbpuTa/TUTPOBAHKE COOTBETCTBYET COOTBETCTBYET
[IpozpayHocTh pacTeopa [MponykT nporuen UcmsITaHKE, COOTBETCTBYET
(onanecHeHLs) Onanecuenuns HCIBITYEMOTO PacTEOpa
He NpeBBIHAET OfIaNeCIeHIHIO 3TatoHa [
I1BeTHoCTE pacTeopa HenbrryeMbiil pacTBOp OKpaLleH He COOTBETCTBYET
Oonee MHTEHCUBHO, YyeM 3Tanol GY
pH 3,0-50 3,7
Buaumbe mMexanmieckne npumMecu/ COOTBETCTBYET COOTBETCTBYET

HEBHANMbIC MCXaHHYCCKHE MTPHMECH

d>=10 MKkm

d>= 25 MkM

PoacTeenHsle npuMetdcH /BIXKX
{lepnapux

EanHUYHAS HeHaeHTHDUUMPOBaHHAS

HpUMech
CyMMa npuMeceii

H3BiexaeMblil 00LeM

HMcnelTanue Ha NPHCYTCTBHE
OaKTepUanbLHBIX IHIOTOKCHHOB
CTepHIBHOCTD

<=6000 ex./ammya
<=6{{} en./ammysa

<=().2 (06/06)%
<=0,5 (06/06)%

<=2.0 (06/00)%
He menee 2,0 Mn
<= 80 OE/Mn

Ipenapat crepuiienx

3 ea.famnyna
1 en./amMnyna

<0,1%
0,1%

03%
2.1 mn
<5,0 3E/mn

CTEPHUJIEH
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Ceprudmkar ananusa

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

Csanyikvilgy site

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

Phone: +3646/804-000

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

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

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

SANOF1

[TpoaykT: HO-IITA Pacreop ans
uHbeKIHEK. 20 Mr/mn RUS.
25X2 mn RUS

Koz Tosapa; 16288 Kon GMID:
Ctpana-umnoprep:  Poccus
Homep cepui: 8CI56A

Jara npouzsoactea: 20-CEH-2018 JlaTa ucTeueHHA cpoKa
FORHOCTH:
KonlenTpauus: 40 Mr/ 2 Mn apoTareprHa
THAPOXJIOpHIa
lexapcTBEHHAA PacTeop Ansa nHbek1MR
dopma:
Pa3Mep ¥ THI 25 * 2 mn aminysnl Crnenmnduxanus:
[y FAKOBKU:

272600

CEH-2023

ME160481 v.1.0

Moxasarens Hopma

Peiyabtar

KonnuecTserHOe onpepenenne nyteM 40,0 mr +/-5% /2 M
Y D-cniekTpohoTOMETPHH
Conepxumoe natpus Metabucyabgura 1,00 Mr +/-10% / mn

Conepanue 3TaHoNa 63,35 mr/mn & 10 % abc. TaHona

40,1 mr/ 2 Mn

0,97 mMr/mn
61,4 Mr/mn

HacTosimum noATBepKIalo, YTO BCE ATAIISI HPOUIBOACTBA ITOH CEPHH TOTOBOM IPOAYKIIMH GhUIH
BBIIIOJIHEHH B NONHOM cootBercreuu ¢ TpeboBanumamu GMP EC u  TpebGopaHusMu

PGFHCTpaHI/IOHHOFO YAOCTOBCPCHKA CTPaHbl HA3HAUYCHUA.
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Ceprudmrar anannza

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvolgy site
Csanyikvdlgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5, Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
FTpozyKT: HO-1ITA Pacteop nmns

uHberimi. 20 Mr/ma RUS.

25X2 ma RUS
Koa Topapa; 16288 Koz GMID: 272600
Crpana-amnoprep:  Poccus
Homep cepuu: 8CJI56A
/lata npomzeonctea: 20-CEH-2018 Hara ucreuenns cpoka  CEH-2023

FOJHOCTH:

KoHuerTpanus: 40 mr/ 2 mMa apotaeepuHa

THAPOXAOPHAE
UlexapcreeHnas Pactrop mns unbekumii
dopmMa;
Paimep u THR 25> 2 mA aMnynkl Cnenuduraums: ME160481 v.1.0
[YHaKOBKH:

I IPUMEYaHHUH:

Peurenme oraena obecnedenyn KauecTsa

Penienne: BBITYIHEHO
Mara: 17-OKT-2018 18:14
YIONHOMOYEeHHOE JHIO: dr. Mezeiné Fekete Anikd

Jrtor ceprudukar anannza OBUT MOAMHCAH 3EKTPOHHBIM CHOCOOOM ¢ HcTionb3oBanneM LIMS,
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Certificate of Analysis

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- & Sanofi company
Csanyikvdlgy site

Csanyikveolgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

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

Phene: 361/505-0000

/ Fax: 361/505-~0005

Product

Item code

Impeort. country
Batch number
Manufacturing date:
Potency

Dosage form :

No-spa® solution for injection, 20 mg/ml

16288 GMID code 272600
ORCSZORSZAG / Russia

BCIS6A

20-SEP-2018 Expiry date SEP-2023

40 mg/ 2ml Drotaverin HC1
solution for injection

Pack.size, type 25x2 mi amp,.

ME160481 v.1.0

Specification

Leirds /Description

Azonossag/Iidentification
Drotaverin HCl / drotaverin HCL
- UV spektrofotometria /

by UV spectrophotometry

- HPLC mbébdszerrel / by HPLC

~ Etanol / ethanol

- GLC médszerrel / by GLC

- Natrium-metabiszulfit /
sodium metablisulphite
Titralassal/ By titration

Oldat tisztasédg (opaleszcencia) /
Clarity of solution (by opalescence}

Cldat szine /

Colour of the solution

pH

Részecskeszennyezés /
Particulate contamination
Lathatd részecskeszennyezés/
visible particles

Nem lathatéd részecskeszennyezés/
Invisible particles

dr= 10 pm

d>= 25 pm

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

‘Megfelel/Complies

‘Megfelel/Complies

Megfelel /Complies

:Megfelel/Complies

'3 db/amp
1 db/amp
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Certificate of Analysis

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

Csanylkvolgy site

Csanyikv®lgy, P.0O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Cffice: 104% Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.O0.Box: 110

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

Product : No-spa® solutien for injection, 20 mg/ml

Item code ; 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : 8CJ56A

Manufacturing date: 20-SEP-2018 Expiry date : SEFP-2023
Potency : 40 mg/ 2ml Drotaverin K1

Dosage form : solution for injection

Pack.size,type : 25x2 ml amp. Specification : ME160481 v.1.0

Tisztasdgvizsgélat HPLC-vel/
Related impurities by HPLC

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

Osszes szennyezd / Total impurities 0.3 %
Kivehetd toltettérfogat / 2.1 ml
Extractable volume

Bakteridlis endotoxin / <5.0 EU/ml

Bacterial endotoxins

Sterilités / Sterility :8TERIL / STERILE

40,1 mg/2ml
Assay by UV spectrophotometry

Natrium-metabiszulfit tartalom/ 0.%7 mg/ml

Sodium metabisulphite content

Etanol tartalom/ ethanocl content 61.4 mg/ml

oK oORO0E00 P00 RANRA AR

R oo e i sEeTe tere ey
1 hereby certify that all the manufacturing stages of this batch of finisbhed
product have been carried out in full compliance with the GMP requirements 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 Private Co. Ltd.
- a Sanofi company

Csanylkvélgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, TS utca 1-5. Hungary
Mail: 132% Budapest, P.0.Box: 110

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

Product : No-spa® sclutien for injection, 20 mg/ml

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : 8CJI56A

Manufacturing date: 20-SEP-2018 Expiry date : SEP-2023
Potency : 40 mg/ 2m}l Drotaverin HCIL

Dosage form : soluticn for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.1.0

Megiegyzés / Comment

Decision : FELSZABADITVA / RELEASED

Date : 17-0CT-2018 18:14
Qualified person : dr. Mezeiné Fekete Anikd

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