IEKJAPAITSI O COOTBETCTBUH

JEKJIAPAHT, MPHHUMAIOINAHM JEKJAPAIINIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepansroli Hano2oeoi cayxcOvi Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, 0ama npuceoenua OI'PH 19.08.2002.

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

| B auye: I'enepanswbrii oupexmop Mowdc O.A.

i Hoeepennoe auyo: Knoxosa FO.C., dosepenrocmyv 6/n om 01.12.2017

3ASABJISAET, UTO

nexapcmeennoe cpedcmso: Ho-wna, pacmeop ona eHympugennozo u eHympumbiueyro2o egedenus 20 me/mn 2
MR, GMNYSbE MEMHO20 CMEKAA (J), ynaKoexu KOHmypHbyie naacmuxoabie (noddowst) (5), nauxu xapmonnsie, PY
Ne IT NO11854/01 om 27.07.2010 (0ama samernwr 02.04.2018), cepus CCD194, napmus 4406 ynaxosox, 200ex
oo 01.03.2024, npouzsoocmaa XHHOHH 3aso0 ®apmayeemuneckux u Xumusecxux npodyxmoe 340, Benzpun,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xo0
OKII2 21.20.10.113, koo TH B3I 3004490009, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085331360 om 24.04.2019

COOTBETCTBYET TPEEOBAHUSIM
ITN011854/01-020418 wzm. Ao 1

JEXJIAPAITASA ITPHHATA HA OCHOBAHHHA
npomoxon ucnoimanui Ne 11880 om 30.04.2019 HJI 000 HI[ "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmughuxam POCC HU.PM08.C39335 om 30.04.2019

Knoxosa 10.C.
®.U.0

CBEJAEHUSA O PETI I/ICTPA]I[/I[/I

OPT'AH ITO CEPTHOHKAIIHH, SAPETHCTPHPOBABIIHIT JEKTAPAITHIO
RA.RU.11®M08 OPIAH I10 CEPTH®HKALIHH ITPOQVKIIHH OFLUIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH L[EHTP KOHTPOJI KAYECTBA",
adpec opzanwzayuu: 115280, 2. Mockaa, ya. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caﬁm oyxri.pQ.

A Q(\COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU JJ-HU. ®M08.A4.23072/19
CipAITINN 06.05.2019
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CepruduraTt aHanmia

SANOFI % 8
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvilgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca I-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
IMponykr: HO-LINA Pacteop mia
HHBEKUMH, 20 Mr/Mn RUS,
25X2 mn RUS
Kok ToBapa; 16288 Koa GMID: 272600
Ctpana-umnoprep:  Poccus
Homep cepun: CCDI1%A
IlaTa npoussofacTea: 18-MAP-2019 Jara ucteyenus cpoka  MAP-2024
rOAHOCTH:
KoHueHTpauus: 40 mr/ 2 mn1 gpoTaBepuHa
rHapoxnopHia
ITekapcTBeHHAnR PactBop Ans HHBEKUHI
thopma:
Paimep 1 Tun 25 X 2 Ma aMmynsl Creundrrauns: MEI160481 v.2.0
MaKOBKH:
ToxasaTenn Hopma PesyabTaT
Onucanue IMpo3paunasn 3efeHoBaTO-XKeENTAA COOTBETCTBYET
WKUAKOCTD
COOTBETCTBYET
JIpoTaBepiHa ruapoxaopua
Y®-cnextpodroToMeTpHa COOTBETCTBYET COOTBETCTBYET
- BOXKX COOTBETCTBYET COOTBETCTBYET
- JraHon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpua meTabucynputa/TUTPOBAHKHE COOTBETCTBYET COOTBETCTBYET
IpospayHoCTL pacTBOpa [TpoaykT npolIen HCMLITaHHE. COOTBETCTBYET
(onanecueHLHA) OnanecueHUHA HCNBITYEMOro PacTEOpa
HE MPERLIIIAET ONANECUEHLHIO 3TanoHa I
LiseTHoCTh pacTBOpa HcneiTyemsiii pacTBop OKpalleH He GY2
fosiee MHTEHCHBHO, YeM ATastoH GY1
pH 30-5.0 37
BuanmMble MexaHuueckue npusMecu/ COOTBETCTBYET COOTBETCTBYET
HEBHAMMBIE MEXAHHYECKHE IPHMECH
4>=10 MKM <=6000 ea./amnyna 3 en./amnyna
d>= 25 MKM <=600 ea.fammyna 0 en.fammyna
PoacteeHHbIe pHMeycu /BIXKX
[Nepnapun <=0.2 (06/06)% <0,1 %
EAauHMYHAaA HeHIEHTHQHUMpOBaHHAS <=0.5 (00/06)% 0,1%
npHMech
CymMa npumeceti <=2.0) (06/06)% 0,2 %
U3enexaeMblii o6neM He menee 2,0 mn 2.1 mn
HcnbiTalne Ha IpHUCYTCTBHE <= 80 DE/Mn <5 3E/mn
bakTepHanbHbIX IHIOTOKCHHOB
CTepHNbHOCTE [penapar cTepuieH CTEPHIIEH
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Ceprnduxar anannia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy 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
[Tpoayxr: HO-1EITTA Pactsop mna

unbexuui, 20 mr/mn RUS.

25X2 mn RUS
Koa Tosapa; 16288 Kon GMID: 272600
CtpaHa-uMnoprtep: Poccus
Homep cepui: CCDI19A
Hata nponssoactea: 18-MAP-2019 Jata uctewenns cpoka  MAP-2024

FOJHOCTH:

KonueHTpaums; 40 mr/ 2 Mn ApoTaBepHHa

THIPOXAOPHIA
JlexapcTBEeHHAA PactBop ansa uHbekLmii
dopma:
Paimep H Tun 25 x 2 MA amMnyJibl CneundHkauns; MEI160481 v.2.0

MAKOBKH:
MoxazaTenb Hopma PesyabTart
Konnuectsennoe onpenenenue mytem 40,0 mr +/-5% / [ipotasepun rnapoxnopus/ 2 40,2 Mr/ 2 mMn
Y ®-cnekTpodoTOMETPHH MR
Cogepxumoe HaTpua metabucynbgura 1,00 mr +/-10% / mn (90%-110%) 0,97 mr/mn
ConepxanHe 3Tadona 66,0 Mr/Mn (B nepecuere Ha a6COMOTHBIR 64,1 mr/mn
ataon 63.35 mr/mn) 1 10 % (594 - 72,6
MM

HacToamum noaTBepskaaio, YTo BCE 3TAIBI MPOU3BOJACTBA 3TOH CEPHH FOTOBOM MPOAYKLIHH ObLIH
BBLIIONHEHBI B IIONHOM COOTBETCTBHM ¢ TpeboanuamMu GMP EC u T1peboBanuamu
PerycTpalinoHHOro y10CTOBEpEHHS CTPAHKI HA3HAYEHHS.
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CepTidukaT 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: [045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
Tponmykr: HO-UIITA Pactsop ans

uHBEKUHH, 20 mr/mn RUS.

25X2 mn RUS
Koux ToRapa, 16288 Koa GMID: 272600
CtpaHa-uMnoptep: Poccun
Homep cepuu: CCD19A
lata npoussonctea: 18-MAP-2019 HMata wcteuenns cpoka  MAP-2024

rOAHOCTH:

Koruertpauus: 40 Mr/ 2 Mn apoTaBepHHa

THApOXNOpHIa
UTekapcTBeHHan Pacrteop ans unbexunii
hopma:
PasMep u THN 25 % 2 Mn amnynel Creunduraunsa: ME160481 v.2.0

NAKOBKH:
| [IpUMCYaHHA.

Pewienne oTaena obecnedens KayecTBa

Perenne: BLIMTYLEHO
TaTa: 16-AlTP-2019 15:52
YNoaHOMOYEHHOE JTHLO0: dr. Mezeine Fekete Aniko

ITOT cepTH(UKAT aHaNTH3a ObUT NOAMKCAH NEKTPOHHBIM CNIoco6OM ¢ Hemonb3oBaHneM LIMS.
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Certificate of Analysis

SANOFI « g

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

Csanyikvolgy site

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

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272800

Import. country : OROSZORSZAG / Russia

Batch number : CCD19A

Manufacturing date: 18-MAR-2019 Expiry date : MAR-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution feor injection

Pack.size, type : 25x2 ml amp. Specification : ME16048t v.2.0

Vlzsgélatok/'I'ESTS : Kovetelmények/ SPECIF!CATION < El'edm ényk /RESULTS S

Leiras /Description Tiszta zdldessarga folyadék/ Megfelel /Complies

Clear greenish-yellow liguid

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel/Complies Megfelel /Complins
UV spectrophotometry

Folyadékkromatogréafia {(HPLC/UPLC)/ Megfelel/Complies Megfelel /Complies
Liquid chromatography (HPLC/UPLC)

- Etanol (GLC! / Ethanol (GLC) Megfelel/Complies Megfelel/Complies
- Natrium-metbiszulfit (Titrimeria) / Megfelel /Complies Megfelel/Complies

Sodium-metabisulfite (Titrimetry)
Tisztasag / Clarity Maximum I. 8sszehasonlitsd oldat/ Megfelel/Complies
The product passes the test
with reference I.
Szin / Colour Nem lehet intenzivebb, mint GY1/ GY2
Colour of the product is not more
intensive than colour of reference GY1

pH / pH 3.0 - 5.0 3.7

Részecskeszennyezés/Particulate matter

- Lathaté / Visible Feleljen meg / complies Megfelel /Complies
- Szabad szemmel nem l4thatéd/Invisible  >»10 um részecske:<=6000 db/ampulla/ 3 db/amp/vial
Particles>=10 pm;not more than 6000/vial
»m25 p részecske:<=600 db/ampulla / 0 db/amp/vial

Particles>=25 um;not more than 600/vial
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Certificate of Analysis

SAI

CHINDIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvélgy site

Csanyikvblgy, P.O.B 565 - 3510 Miskolce, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té 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
Batch number CCD19A
Manufacturing date: 18-MAR-2019
Potency

Dosage form :
Pack.size, type

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

OROSZORSZAG / Russia

40 mg/ 2ml Drotaverin HCl
solution for injection
25x%2 ml amp.

Vizsghlatok/TESTS  Kovetelmények/SPECIFICATIONS Eredményelk/RESULTS

GMID code 212600

MAR-2024

Expiry date

Specification ME160481 v.2.0

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd toltettérfogat /

Extractable volume

Bakteridiis endotoxin/

Bacterial endotoxin

Sterilitas / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

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

Natrium-metabiszulfit tartalom
[Titrimetria) /
Content of sodium metabisulfite

{Titrimetry)

msx.0.2 % / not more than 0.2 # <0.1 §
max.9.5 % / not more than 0.5 % 0.1 %
max.2.0 % / not more than 2.0 % 0.2 &
Legalabb 2.0 ml / 2.1 ml

Not less than 2.0 ml

Kisebb mint 80 EU/ml/
Not more than 80 EU/m)

<5 EU/ml

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

sterile
40.0mg5% drotaverin hidroklorid/2 mi/ 40.2 mg/2 ml
40.0mg+5% drotaverine hydrochloride/Z mi
Felszabaditasi hatér: 0.97 mg/ml

1.00 mgt10%&/ml (905-110%) /

At release: 1.00 mgtl0%/ml (908-110%)
Lejarati idé wégi:

1.08 mg -15% - +}10%/ml (85%-110%)/
At end of shelf life:

1.00 mg =15% - +10%/ml (85%=110%)
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Certificate of Analysis

SANOFI g

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

Csanyikvdlgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

Product : No-spa# soluticn for injection, 20 mg/ml
Item code : 16288 GMID code : 272800
Import. country : OROSZORSZAG / Russia
Batch number : CCD19A
Manufacturing date: 18-MAR-2019 Expiry date : MAR-2024
Potency : 40 mg/ 2ml Drotaverin HCl
Dosage form : solution for injection
Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.0
T T— PO TV— * AR S
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanel tartalem (GLC)/ 66,0 mg/ml (ekvivalens 63,35 mg/mL 64.1 mg/ml
Content of ethanol {GLC} abszolat etancllal)+10%

(59:4-72.6 mg/ml)}/

66.0 mg/ml {equivalent to 63.35 mg/ml
of absolute ethanol)+$10%

159.4-72.6 ng/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 aof
the Marketing Authorisation (3)

of the destination country/countries.

Megjegyzés / Comment

hmmwwwmmmmmmmmmmmmN_nm_m
Wmmmmmwmmmmmmmmwmmmm

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 16-APR-2019 15:52
Qualified person : dr. Mezeiné Fekete Anikd

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