NEKJIAPAITVISI O COOTBETCTBHM

JEKJAPAHT, IPHHUMAIOIIUI JEKJIAPAITMIO O COOTBETCTBHH

AO "Canocu Poccus”

Ceedenun o pezucmpayuu opeanuzayuu. Mexcpaiionnan uncnexyun @edepanvroii Hano2080i cayxncbvi Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenua OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepcxan, 0. 22, Teneghon/haxc: 8 (495) 721-14-00/721-14-11

B nuye. I'enepanvvtii oupexmop Monac O.A.

Hosepennoe nuyo: Cmenaros C.C., 0osepennocms 6/ om 01.12.2017

3AABJSET, UTO

Rexapcmeenroe cpedcmeo. Ho-wina, pacmeop Ons sHympueesHo20 u Hympumsiuteuno2o egedenus 20 ma/mn 2
MR, AMAYTBL MEMHO20 CIeKAad (5), YnaKoexu KonmypHsie nracmukossie (noooonwl) (1), nauxu kapmownwie, PY
Ne IT NO11854/01 om 27.07.2010 (dama 3amenvt 02,04.2018), cepus 8CN374, napmus 22024 ynaxoeox, 200eH
do 01.12.2023, npouseodcmea XHHOHH 3asod @apmayesmuveckux u Xumuveckux npodyxmos 340, Benzpun,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd,, 3510 Miskolc, Csanyikvolgy, Hungary koo

OKIIO2 21.20.10.113, xod TH B3J] 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085322712 om 08.02.2019

COOTBETCTBYET TPEBOBAHHUSAM
ITN011854/01-020418 usm. Ne |

JEKJIAPAIIUSA ITPHHSITA HA OCHOBAHVH
npomoxon ucnstmanuti Ne 3720 om 12.02.2019 HJT1 000 HL] "®APMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC HU ®M08.C33710 om 13.02.2019

.IlATA l'IP‘I;!IH}IT W1 NEKJIAPAIIMHA /3.02.2019
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Tt CBEJIEHMS O PETHCTPAIIMN

OPTAH 10 CEPTU®HKAIIAH, 3APETHCTPHPOBABII I AEKJIAPAITMIO

RA.RU. 11 ®MO08 OPTAH 110 CEPTHOHKALIMH ITPONYKIHH OBL[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, y1. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20p00 Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JEKJAPAIIAS O COOTBETCTBHH 3APET'MCTPUPOBAHA N POCC RU J-HU.®M08.A.15540/19
JATA PEIMCTPAIIUM /3.02.2019
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CepTHnkat anannia

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvélgy, P.0.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
POOYKT: HO-LIIIA Pactrop ana
unbexmil, 20 Mr/Mn RUS.
5X2 mn
Ofl TOBapa; 360551 Koa GMID: 360551
TpaHa-uMnoprep: Poccus
oMep CepHH; 8CN37A
ata npomspogcrea: 10-IEK-2018 Hata nacresemus cpoka  JEK-2023
FOAHOCTH:
OHIEHTPALMA: 20 mr/ 2 Mn mpoTaBepHHa
THAPOXJIOPHAA
TekapcTbeRHas PacTaop mia HHBEKIMIH
{bopma:
Pasmep u THn 5 x 2 M aMmyIIs Crieuupuxamps: ME160481 v.2.0
AKOBKH:
oxalaTenb Hopma PesynawTar
IOrmcanue TIpospagnan 3eneHoBaTo-%enTas COOTBETCTBYET
HHIKOCTh
ICOOTBETCTBYET
JIpoTasepnHa FrHAPOXAOPHA
- Y®-cnextpooToMeTpus COOTBETCTBYET COOTBETCTBYET
~-BIXX COOTBETCTBYET COOTBETCTBYET
- JtaHon
-IKX COOTBETCTBYET COOTBETCTRYET
- Hatpus merabucynsgura/tutposanne  cooteeTcrsyer COOTBETCTBYET
TlpozpagHocTs pacTBOpa [poayxT npowen HcnEITAHME, COOTBETCTBYET
{onanecuexn) OrnaecueHIA KCIHTYeMOro pacTeopa
HE NPEBLIMAET ONANECUEHITHIO STaIOHa |
LiBeTROCTL pacTeopa HcnuiTyeMetit pacTeop oxpamen He GY3
Honee NHTEHCHBHO, yeM 5TanoH GY]
pH 3,0-50 38
BuavMbie MexaHHIeCKHe puMecH/ COOTBETCTBYET COOTBETCTRBYET
HeBpAMMEIE MEXaHUIECKUE IIPHMECH
>=10 MKM <=6000 ea./amnyna 2 en./ammyna
=25 MKM <=600 en./ammyna 0 en.fammyna
oncTREHHbIe nprMedcH /BRXKX
epnapuH <=(.2 (06/06)% <0,1 %
:IMHHTHAaA HeueHTHPUIMpoBaRHas <=0.5 (06/06)% 0,1%
pHMECh
a mpuMecei <=2.0 (06/06)% 0,2%
3BNekaeMeIl 00neM He Menee 2,0 ma 2.1 M1
CILITAHME HA IPHCYTCTBIE <= 80 3E/mn <5 3E/mn
{faKTepHATLHLIX SHAOTOKCHHOR
TepHILHOCTD Tlpenapar crepunen CTEPHJIEH //
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CepTuthukar smannza

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co, Ltd.
~ a Sanofi company
Csanyikvilgy site
Csanyikvslgy, 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
POIYKT: HO-1ITIA Pactrop mns
HHBeKIMi, 20 Mr/mn RUS.
5X2 mn
0A TOEapa; 360551 Koz GMID: 360551
Crpana-ummoprep:  Poccus
OMep cepHM: 8CN37A
ara nponssonctea: 10-ITEK-2018 Hata acrevenns cpoxa  J[EK-2023
TOITHOCTH:
OHIIEHTpalMA; 20 Mr/ 2 M1 ApoTaBsepHHa
THAPOXTOpHAR
eKapcTBeHHas Pacteop anma nasexamil
opMa;
a3Mep M THI 5 % 2 M aMiTyJIBt Crietndmams: ME160481 v.2.0
KOBKH: '
[MokasaTens Hopma PesynLrar
KonuraecTaentoe onpenenenne myrem 40,0 Mr+/-5% / Jiporasephy runpoxnopn 2 40,2 Mr/ 2 Mmn
[Y®-cniekrpodoToMeTprn M
Conepxumoe HaTpua Metabucynbgura 1,00 Mr+/-10% / mn (90%-110%) 0,97 Mr/mn
Comepxanye sTaHoNa 66,0 Mr/Mn (B nepecyete Ha aficomoTHbif 62,3 Mmr/mMn
aranod 63,35 mrima) 0 10 % (59,4 — 72,6
MI/Mn)

HacrosmuM noxrsepxnaro, 4To Bee 3Tambl IPOM3BOACTRA ITOH CEpHH T'OTOBOM MPOXYKIHH
OLUTH BENIONHEHS! B MOJNHOM COOTBETCTBHE C Tpeboanmsive GMP EC u Tpefosanmamu
PerucTpaunonHOro ynocToBeperns CTpaH ! HasHAYEHS.
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Ceprudmkar anaansa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvblgy 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
POXYKT: HO-1HTIA Pactop mns

nubekumit, 20 mr/mMa RUS.

5X2 mn
Kox ToBapa; 360551 Koa GMID: 360551
Crpana-umnoprep;  Poccun
HoMmep cepm: 8CN37A
[Hara npomspoacrea: 10-IEK-2018 Jara ucrenenna cpoka  JIEK-2023

FOIHOCTH:

[KonmerTparms: 20 mr/ 2 Mn apoTaBepuHa

THAPOXJIOPHAA
UlexkapcTBeHHAsA PacTeop ang uHbexumit
dopma;
Pasmep u THI 3 x 2 mMn aMmym Crietnguxamms: ME160481 v.2.0

AKOBKH:
| NpUMEegaHHst:
Pewense otxena ofecneyenns xauecTaa
eLIEHHE: BBITYILEHO

MaTa: 30-JHB-2019 06:35
Y monsoMouennoe NHO: Dr. Papai Judit

JTo0T cepTHUKAT aHANMM3a GBI HOIHCAH 31eKTPOHHEM CIIocoboM ¢ Henomb3opanueM LIMS.
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Certificate of Analysis

SANOFI wg

CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
= & Sanofi company

Csanyikvblgy site

Csanyikvtlgy, P.O.B 56% - 3510 Miskolc, Hungary

Fhone: +3646/804-000

Registered Office: 104% Budapest, Té utca 1-5, Hungary
Mail: 1325 Buedapest, P.O.Box: 110

Phone: 361/505-0000 / Fax: 361/50%-0005

Froduct : Ho-gpa® solution for injection, 20 mg/ml

Item code : 360551 GMID code : 360551

Import. country : ORDSZORSZAG / Russia

Batch number : BCN3TA

Manufacturing date: 10-DEC-2018 Expiry date : DEC-2023
Potency : 20 mg/ 2ml Drotaverin HCL

Dosage form : solution for injection

Pack.size,type 5% 2 ml amp, Specification : ME160481 v.2.0
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

= a Banofi company
Ceanyikvolgy site

Ceanyikvblgy, F.0.B 565 - 3510 Miskole, Hungary

Phone: +3646/804-000
Registered Office: 1045 Budapest, Té

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

utca 1=-5. Hungary

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

SANOFI %

e by R i ::
4

Froduct : No-spa® solution for injection, 20 mg/mi

Item code : 360551 GMID code : 360551
Import. country : OROSZORSZAG / Russia

Batch number : BCH3TAE

Manufacturing date: 10-DEC-2018 Expiry date : DEC-2023
Fotency : 20 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 5x 2 ml amp. Specification : ME160481 v.2.0

Sterilités / Sterilicy

Hatbanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatogréfia (HPLC/UPLC)/
Liguid chromatography (HPLC/UPLC)

Mitriwm-metabiszulfit tartalom
iTitrimetria) /

Content of sodium metabisulfite
[Titrimetry)
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termék steril / The product is)

40.2 mg/2 ml
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Certificate of Analysis

SANOF!l wg

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

Ceanyikvolgy site

Csanyikvilgy, F.0.B 565 - 3510 Miskolc, Hungary

Fhone: +3646/804-000

Registered Office: 104% Budapest, Toé utca 1-5. Hungary
Mail: 132% Budapest, F.0.Box: 110

Phone: 361/505-0000 / Fax: 361/505-000%

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

Item code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : BCH3ITA

Manufacturing date: 10-DEC-201E Expiry date : DEC-2023
Potency : 20 mg/ Zml Drotaverin HC1

Dosage form : aclution for injecticon

Fack.size,type : 5x 2 ml amp. Specification : ME160481 v.2.0
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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 ED and with the requirements of
the Marketing Authorisatien (5)

of the destination country/countries.
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Decision : FELSZABARTTVA / RELEASED

Data : 30-JRN-2019 0E6:35

Qualified person : Dr. Papai Judit

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