JEKJIAPAITASI O COOTBETCTBHM

NEKJAPAHT, IPHHHMAIOIIMH JEKJAPALIMIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenusn o pezucmpayuu opzanwzayuu: Mexcpationnan uncnexyun @edepanvroll Kano2o80i cayxcbor Ne 46 no
2. Mockee 01,01.2008, OTPH 1027739079940, dama npucsoenun OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22, Tenepor/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuiii Oupexmop Mowic O.A.

Hosepennoe nuyo: Cmenaros C.C., doeepennocme 6/w om 01.12.2017

3AABJIIET, UTO

nexapcmeennoe cpedcmeo.: Ho-wna, pacmeop Ons 6Hympueernozo u aHympumbitiiennozo egedenuss 20 ma/mn 2
MA, QMAYAbL MEMHO20 cmexAa (3), ynakosku KOHmypHute niacmuxoesie (no0donsy) (3), nauxu kapmonnvie, PY
Ne [T NO11854/01 om 27.07.2010 (0ama samenwr 02.04.2018), cepus 8CM344, napmus 4428 ynaxoeox, zodex
0o 01.11.2023, npouzsodcmea XHHOHH 3asod Papmayeemuueckux u Xumuvecxux npooyxmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary xoo
OKIIN[2 21.20.10.113, xod TH B3/ 3004490009, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085319385 om 09.01.2019

COOTBETCTBYET TPEBOBAHUAM
IT N011854/01-020418 uzm. Ne 1

JEKJIAPAITUA ITPHHSATA HA OCHOBAHHH
npomoxon ucnoiinanuii Ne 360 om 15.01.2019 HJT OO0 HL] "®PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.219DJI40, Cepmugpuxam POCC HU.@M08.C31441 om 15.01.2019

F

JATA TIPHHATHSA JEKJIAPAITHM 15.01.2019
JEKJIAPALIMS AEHCTBITEILHA 1O 01.11.2023
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CBEJEHMS O PETUCTPAITAA

OPTAH ITO CEPTHOHKAITNH, 3APETHCTPHPOBABHIHI AEKJIAPAITUIO

RA.RU. 11 OM08 OPTAH 110 CEPTHOHKALIHH ITPONYKIJHH OFIIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH HEHTP KOHTPOJIA KAUYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.;(493)788-02-88, ee6-
catim: oyxx.pd.

JEKJIAPAITUA O COOTBETCTBHUM 3APETMCTPHPOBAHA X POCC RU I-HU. PM08.A.12540/19
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Cepriéuxar ananuia

SANOFI %‘@
CHINOIN 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, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[MponykT: HO-1ITIA Pacteop ans
HHBEKLHIE, 20 Mr/mi RUS.
25X2 Mmn RUS
Kon ToBapa; 16288 Kox GMID: 272600
CrpaHa-uMnoptep: Poccus
Homep cepun: 8CM34A
Hata npouseoactea: 15-HOAB-2018 Hata ucreuenus cpoka  HOAB-2023
TORHOCTH:
KoHueHTpauu: 40 mr/ 2 Mn gpoTaBepHHa
THAPOXNOpHAA
JlekapcTBeHHAS Pacteop mns uEbekumi
topma:
Pasmep H THI 25 x 2 MA aMmIyJBl Crneundukanus: MEI160481 v.2.0
NAKOBKH:
IMokazarens Hopma PeiyanTar
Onucadue ITpo3paunad 3eneHOBaTO-KeNTas COOTBETCTBYET
AKHAKOCTh
COOTBETCTBYET
JipoTagepuHa ruapoxaopuz
- Y-cnekTpodoTOMETPHA COOTBETCTBYET COOTBETCTBYET
- BIXX COOTBETCTBYET COOTBETCTBYET
- Jranon
-ARX COOTBETCTBYET COOTBETCTBYET
- Hatpua metaGucynsduta/TUTPOBAHUE COOTBETCTBYET COOTBETCTBYET
Mpo3paunocTh pacTBopa IMpoaykr npowen ucneiTaHue, COOTRETCTBYET
(onanecueHuUuUs) OnanectieHHA HCIILITYEMOTO PacTBOpa
HE MpPEBLILIAET ONANeCLEHLINIO TaNoHa 1
LiseTHocTs pacTBopa HcenbiTyeMelif pacTBop okpaiuen He GY2
Oonee HHTEHCHBHO, YeM 3Tanod GY 1
pH 3,0-50 38
BuanMebie MexaHHueckue MpHMECH/ COOTBETCTBYET COOTBETCTBYET

HEBUAHMbIE MEXAHHUYECCKHE NPUMECH

d>=10 MKM
d>= 25 MKM

PoncTeeHHbIE NpuMedcH /BIXX
Flepnapun
EAnHITHAA HEHAEHTHULMPOBAHHAS

npHUMech
Cymma riprmMeceit

H3enexaembiii 06bheM

HMcneiTanve Ha NpHCYTCTBYE
fakTepHanbHLIX IHAOTOKCHHOB
CrepinbHoCTL

<=6000 en.fammyna
<=600 en.fammyna

<=0.2 (06/00)%
<=0.5 (06/00)%

<=2.0 (06/06)%
He menee 2,0 mn
<= 80 DE/Mn

Ipenapar crepunen

23 en./aMnyna
1 en./amnyna

<0,1 %
0,1%

0,2 %
2.1 mn
<25 3E/mn

CTEPHJIEH
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Ceprudukar anannsa

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvolgy site
Csanyikvolgy, 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
IMponykr: HO-ILUIIA Pacteop ans

HHbekuui, 20 mrimn RUS.

25X2 mn RUS
Kon Torapa; 16288 Kon GMID: 272600
CrpaHa-umnoprep:  Poccus
Homep cepun: 8CM34A
Jata npouseoactea: 15-HOAB-2018 HMata ucteuenus cpoka  HOAB-2023

FOAHOCTH!

KoHuenTpauus: 40 mr/ 2 mn gpoTaBepHHa

ruapoxnopHia
UlekapcTBeHHAS PacTeop ang HHBEKUMI
dopma:
Pa3mep u THI 25 % 2 M aMmynsl Cneuudmkanus; ME160481 v.2.0

NAKOBKH:
TMoka3aTens Hopma PeiynbTat
KoauyectreHHoe onpeacnenue mytem 400 Mr +/-5% / ipotaephy ruapoxnopua/ 2 39,9 mMr/ 2 Mn
Y O-cnekTpotoTOMETPHH Mn
CoaepxuMoe HATpHA MeTabucynbdura 1,00 Mr +/-10% / mx (90%-110%) 0,97 mr/mn
CopepkaHHe 3TaHONIA 66,0 Mr/ma (B nepecuere va abconoTHBIA 64,2 mr/mn
ranen 63,35 mr/Ma) — 10 % (594 - 72,6
Mr/mi)

Hactosuum noATBepxAako, 4TO BCE TANE! NPOM3ROACTBA 3TOH CEPHH FOTOBOMH NPOAYKIHM OBLIH
BBINIOJIHCHBL B MOJHOM COOTBETCTBHM ¢ TpeboBaHuamMu GMP EC u  tpeGoBaHHAMHU
PerncrpauoHHOro ynocToBepeHHs CTpaHbl HA3HAYCHHA.
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CepTHpukaT anann3a

SANOFI

CHINOIN 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, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
IMpoaykT: HO-1LIIA Pactsop ans

uHbeknnit, 20 mr/mn RUS.

25X2 mn RUS
Kon Tosapa, 16288 Koz GMID: 272600
CrpaHna-umnoptep: Poccus
Homep cepuu: S8CM34A
Jlata npoussonctaa: 15-HOSAB-2018 Hata ucreqenns cpoka  HOAB-2023

TORHOCTH:

KoHueHTpaums: 40 Mr/ 2 Mmn opoTaBepHHa

rHOPOXNOpHAA
JlexapcTBeHHan PactBop WA HHBEKUHI
topMa:
Pasmep u THN 25 x 2 Mn aMITynBl Cneundurauns: ME160481 v.2.0

NAaKOBKH:
I NMpHMCYARH A
Petsene oTaena ofecnedeHnn KavecTsa

Peenne: BBIITYLUEHO
MlaTa: 03-5HB-2018 14:10
Y onnomoueHHoe AnLL0: dr. Mezeiné Fekete Aniké

10T cepTHdHKaT aHaTH3a OBLT MOANHCAH TEKTPOHHEIM CIIoco00M ¢ Henonb3oBaHuem LIMS.
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co.

- a Sanofi company
Csanyikvdlgy site

Csanylkvilgy,
Phone: +3646/804-000

P.0.B 5653 - 3510 Miskolc,

Ltd.

Hungary

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

Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000 / Fax: 361/5%05-0005

SANOFI .

Product

Item code : 16288

Na-spa® salution for injection,

20 mg/ml

GMID code :

Import. country : OROSZORSZAG / Russia
Batch number 8CM34a
Manufacturing date: 15-NOV-2018

Potency
Dosage form :

Pack.size, type 25%2 ml amp.

Vizsghlatok/TEST:

Expiry date :

40 mg/ 2ml Drotaverin HCl
solution for injection

Specification :

272600
NOV-2023

ME160481 v.2.0

Kévetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiras /Description

Azonossag/Identification
- Drotaverin / drotaverine
UV spektrofotometria /
UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
{HPLC/UPLC)

/ Ethanal {GLC)

Liquid chromatography
- Etanol (GLC}

- Natrium-metbiszulfit (Titrimeria) /

Scdium-metabisulfite {(Titrimetry)

Tisztasag / Clarity

Szin / Colour

pPH / pH

Részecskeszennyezés/Particulate matter
- Lathaté / Visible

= Szabad szemmel nem l&thatd/Invisible

Tiszta zdldessarga folyadék/
Clear greenish-yellow liquid

Megfelel/Compiies
Megfelel/Complieés
Megfelel/Complies
Megfelel/Complies

Maximum I. ¢sszehasonlitéd oldat/
The product passes the test

with reference I.

Nem lehet intenzivebb, mint GY1/
Colour of the product is not more

intensive than colour of reference GYl

3.0 - 5.0

Feleljen meg / complies

>=10 um részecske:<=6000 db/ampulla/
Particles>=10 pm:not more than 6000/vial
>=25 pm részecske:<=600 db/ampulla /
Particles>=25 pm:pot more than 600/vial

Megfelel /Complies

Megfelel /Complies

Megfelel /Complies

Hegfelel /Complies

Megfelel /Complies

Megfelel/Complies

GY2

i.8

Megfelel/Complies

23 db/amp/vial

1 db/amp/vial
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Certificate of Analysis

SAI

CHINQIN Pharmaceutical and Chemical Works Private Co. Lkd.

- a Sanofi company
Csanyikvtlgy site

Csanyikvélgy, P.0O.B 565 - 3510 Miskolcg,

Phone: +3646/804-000

Hungary

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

Item code : 16288
Import. country
Batc¢h number : BCM34A
Manufacturing date: 15-NOV-2018
Potency

Dosage form :
Pack.size, type

Vizsgilatok/TESTS

25%2 ml amp.

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

GMID code : 272800

OROSZORSZAG / Russia

Expiry date : NOV-2023

40 mg/ 2ml Drotaverin HCl
solution for injection

Specification ME160481 v.2.0

Kovetelmények/SPECIFICATIONS Eredmények/RESUILTS

Rokon anyagok
Folyadékkromatogréfia (HPLC/UPLC) /
Related impurities

Liguid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd toltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitds / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC}/
Liquid chromatography {(HPLC/UPLC}

Natrium-metabiszulfit tartalom
{Titrimetria) /

Content of sodium metabisulfite
{Titrimetry)

max.0.2 & / not more than 0.2 % <0.1 &
max.0.5 % / not more than 0.5 & 0.1 %
max.2.0 % / not more than 2.0 & 0.2 %
Légaldbb 2.0 mi / 2.1 m1

Not less than 2.0 ml

Eisebb mint 80 EO/ml/
Not more than 80 EU/m)

<25 EU/ml

Steril legyen/The product is sterile A termek steril / The product is

sterile

40.9mg+5% drotaverin hidroklorid/2 ml/ 39.9 mg/2 ml

40.0mgi5% drotaverine hydrochloride/Z ml

Felszabaditasi hatar:

1.00 mgtl0%/mi (90%-110%) /

At release: 1.00 mgdlO%/ml (90%-110%)
Lejdrati idé wvégi:

1.00 mg -15% - +10%/ml {BS%-110%}/
At end of shelf life:

1.00 mg -15% - +10%/ml (B5%-110%}

0.97 myg/ml
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Certificate of Analysis

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

Csanyikvtlgy site

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

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : BCM34A

Manufacturing date: 15-NOV-2018 Expiry date ; NOV-2023
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size,type : 25x2 ml amp. Specification : ME160481 v.2.0

Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC}/ 66.0 mg/ml (ekvivalens 63.35 mg/mb 64.2 mg/mk
Content of ethanol (GLC) abszolit etanollal)110%

(59.4-72.6 mg/ml)/

66.0 mg/ml (equivalent to 63.35 mg/ml
of absolute ethanoljtig%

[59,4-72.6 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 requirements of the EU and with the requirements of
the Marketing Authorisation (3)

of the destination country/countries.

Megjegyzés / Comment ;

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 03-JAN-2019 14:10
Qualified person : dr. Mezeiné Fekete Anikéd

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