Cepruduxkar anaausza

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

[MponykT: Ho-mma® pactBop ajis uHbeKIuM, 20 MIr/mit
Kon ToBapa; 360551 Kog GMID: 360551
Crpana-umnoprep: Poccus
Homep cepun: ECES0A
/laTa nmpomnsBojacTa: 08-HMron-2021 Jlata ncteuenus cpoka Mrou-2026
TOAHOCTH:
KonueHntparusi: 40 mr/ 2 mn JIporaBepuna
THAPOXJIOpHIA
JlexkapcTBeHHas PacTtBop nig uabexuuit
(dopma:
Pa3mep u Tun 5 X 2 MJT aMITyJIbI Cnenudukanus: ME160481 v.2.0
YIIaKOBKH:

Iloxa3aTenn Hopma PesyabTar
Onucanne [Ipo3paunas 3eneHOBaTO-KENTasi  COOTBETCTBYET
KUJIKOCTh

[loaJIMHHOCTB:!
-JlpoTaBeprHa THIPOXJIOPHU
Y ®-cniekrpodoTomerpus COOTBETCTBYET COOTBETCTBYET
BOXX/VIXKX COOTBETCTBYET COOTBETCTBYET
-Otanon (I7KX) COOTBETCTBYET COOTBETCTBYET
-Hatpus merabucynbdur COOTBETCTBYET COOTBETCTBYET
(TUTpUMETPHS)
[Ipo3paunocTsb [IpenapaT noKeH BBHIAEPKUBATH  COOTBETCTBYET
CpaBHEHHE C 3TATOHOM [
IIBeTHOCTH Oxpacka mpemnapara He JOJDKHA GY3
OBITh MHTEHCUBHEE OKPACKU
stanona GY1
pH 3,0-5,0
MexaHnYecKre BKIIOUCHHS
- Bunumeie COOTBETCTBYET
- HeBuaumeie:
gactunbsl >=10 MKM He 6onee 6000/ammysia
JaCTHUITBI >= 25 MKM He 6onee 600/ammyna
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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
[MponykT: Ho-mma® pactBop ajis uHbeKIuM, 20 MIr/mit
Kon ToBapa; 360551 Kog GMID: 360551
Crpana-umnoprep: Poccus
Homep cepun: ECES0A
/laTa nmpomnsBojacTa: 08-HMron-2021 Jlata ncteuenus cpoka Mrou-2026

TOAHOCTH:
KonueHntparusi: 40 mr/ 2 mn JIporaBepuna
THAPOXJIOpHIA

JlexkapcTBeHHas PacTtBop nig uabexuuit
(dopma:
Pa3mep u Tun 5 X 2 MJT aMITyJIbI Cnenudukanus: ME160481 v.2.0
YIIaKOBKH:
Iloxa3aTenn Hopma PesyabTar
[locTropoHHUE TpuMecH
(BOXX/YIXKX)
-Ilepnapun He 6omnee 0,2 % <0,1 %
-Enunnunas nenpentuduuuposannas He 6onee 0,5 % 0,1%
[MpUMECh
-CyMMa nmpuMecei He 6omee 2,0 % 0,2%
l3B1cKaeMBIH 00BEM He menee 2,0 mn 2,1-2.2 mn
bakTepuanbHble YHAOTOKCHHBI He 6onee 80 EQ/mn <5 EQ/mn

CTepHIbHOCTh [penapat crepuiex

KonnuecTBeHHOE OlpeieneHue: 40,0 Mr +5% JlpoTtaBepuHa

Y ®-criekrpodoToMEeTpHUs TUAPOXJIOpUIa/
TH 2 M
OKHJIKOCTHAST XpOMaTorpadust

(BOXX/YIXKX)

Conepxanue HaTpusi MeTabucynbdura
(TUTpUMETPHS)

Ha MOMCHT BBIITYCKa:
1,00 mr £10% / M (90%-110%)

Ha KOHCII CpOKa rOAHOCTH:
1,00 Mr -15% - +10% / w11 (85%-
110%)

IIpenapar ctepuiien

40,0 mr/ 2 M

0,98 Mr/m
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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
[MponykT: Ho-mma® pactBop ajis uHbeKIuM, 20 MIr/mit
Kon ToBapa; 360551 Kog GMID: 360551
Crpana-umnoprep: Poccus
Homep cepun: ECES0A
/laTa nmpomnsBojacTa: 08-HMron-2021 Jlata ncteuenus cpoka Mrou-2026
TOAHOCTH:
KonueHntparusi: 40 mr/ 2 mn JIporaBepuna
THAPOXJIOpHIA
JlexkapcTBeHHas PacTtBop nig uabexuuit
(dopma:
Pa3mep u Tun 5 X 2 MJT aMITyJIbI Cnenudukanus: ME160481 v.2.0
YIIaKOBKH:
Iloxa3aTenn Hopma PesyabTar
Conepsxanue 3tanoina (IKX) 66,0 Mmr/mi (B mepecueTe Ha 61,5 mr/mn
a0COFOTHEIH 3TaHoa 63,35 Mr/Mi)
+10 %
(59,4 — 72,6 mr/mn)

Hacrosimum moaTBepxmat0, 4TO BCE I3Talbl MPOU3BOACTBA STOW CEPUM TOTOBOTO MPOAYKTa OBUIH
BEITIOJTHCHEI B TTOJTHOM COOTBeTCTBUU C TpeboBanmsMu GMP EC u TpeGoBanusMu PeructpaiinoHHOTO
YIOCTOBEPEHHUS CTPAHbI HA3HAUCHHSI.

[Ipumeuanmue:
Pemrenne otaena odecneyeHns KayecTa
Pemenue: BBIIYIIEHO
Jlara: 04-Arr-2021 16:12
Y10 THOMOYEHHOE JIMIIO: Dr. Papai Judit

DTOT cepTU(UKAT aHATH3a ObLT MTOIIKCAH AIEKTPOHHBIM CIIOCOOOM C HCIOJIb30BaHHEM BAJIUIMPOBAHHOMN
cucrtembl LIMS.
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Certificate of Analysis
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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, Té utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
Product : No-spa® solution for injection, 20 mg/ml
Item code : 360551 GMID code : 360551
Import. country : OROSZORSZAG / Russia
Batch number : ECES0A
Manufacturing date: 08-JUN-2021 Expiry date : JUN-2026
Potency : 40 mg/ 2ml Drotaverin HC1
Dosage form : solution for injection
Pack.size, type : 5 x 2 ml amp. Specification : ME160481 v.2.0

Leirds /Description Megfelel/Complies

Azonossag/Identification

- Drotaverin / drotaverine
UV spektrofotometria / Megfelel/Complies
UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/ Megfelel/Complies
Liquid chromatography (HPLC/UPLC)

- Etanol (GLC) / Ethanol (GLC) Megfelel/Complies

- Natrium-metbiszulfit (Titrimeria) / Megfelel/Complies

Sodium-metabisulfite (Titrimetry)

Megfelel/Complies

Tisztasdg / Clarity

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter

- Lathatdé / Visible

- Szabad szemmel nem lathatd/Invisible
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Certificate of Analysis

S & RIS g
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, Té utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
Product : No-spa® solution for injection, 20 mg/ml
Item code : 360551 GMID code 360551
Import. country : OROSZORSZAG / Russia
Batch number : ECES0A
Manufacturing date: 08-JUN-2021 Expiry date JUN-2026
Potency : 40 mg/ 2ml Drotaverin HC1
Dosage form : solution for injection
Pack.size, type : 5 x 2 ml amp. Specification ME160481 v.2.0

Rokon anyagok

Folyadékkromatogrdfia (HPLC/UPLC) /
Related impurities

Liquid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezd&k egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kiveheto toltettérfogat /

Extractable volume

Bakterialis 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)
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Certificate of Analysis
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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, Té utca 1-5. Hungary

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

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

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

Item code : 360551 GMID code : 360551

Import. country : ORCSZORSZAG / Russia

Batch number : ECES0A

Manufacturing date: 08-JUN-2021 Expiry date : JUN-2026
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

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

Etanol tartalom (GLC)/
Content of ethanol (GLC)

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 (S)
of the destination country/countries.

Decision : FELSZABADITVA / RELEASED
Date : 04-AUG-2021 16:12
Qualified person : Dr. Papai Judit

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