Cepruduxkar anaausza

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

SANOFI

IpoaykT: Ho-mmna® pactBop ais uHbekiuid, 20 Mr/mi

Kon ToBapa; 360551 Kog GMID: 360551
Ctpana-umMnopTep: Poccus
Homep cepun: ECH29A
JlaTa Ipon3BOICTBA: 27-CEH-2021 Jlata ncteuenus cpoka CEH-2024
TOJHOCTH:
Konuentpanus: 40 mr/ 2 mn JIporaBepuna
THAPOXJIOpHIA
JlexapcTBeHHas popma: PacTBop A MHbEKIHIA
Pasmep u THIT yTaKOBKH: 5 X 2 MII aMITyJIbI Crnenudukanus: ME160481 v.3.0
Tloxa3aTesanb Hopma Pe3yabTar
Ornucanve [Ipo3paunas 3emeHOBaTO-KeNTas COOTBETCTBYET
KUIAKOCTh
TloanMHHOCTB:
-JlpoTaBepuHa ruAPOXJIOPU]
'Y ®-cniekTpodoToMeTpHsI COOTBETCTBYET COOTBETCTBYET
BOXX/YIXX COOTBETCTBYET COOTBETCTBYET
-Otanon (I7KX) COOTBETCTBYET COOTBETCTBYET
-Hatpus metabucynbGuT (THTPUMETPHS) COOTBETCTBYET COOTBETCTBYET
[Ipo3paunocTh [Ipemnapat momkeH BBICPKABATH COOTBETCTBYET
CpaBHEHUE C 3TaJOHOM I
LIBeTHOCTH Oxkpacka mpemnapara He qo/bkHa ObiTh  GY3
HMHTEHCUBHEE OKpacku dTasioHa GY 1
pH 3,0-5,0 3,7
MexaHH4YecKue BKIIOUEHUS
- Bunumeie COOTBETCTBYET COOTBETCTBYET
- HeBunumsle:
qacTUIpl >=10 MKM He 6onee 6000/ammymna 2 / amrryna
YacTHLBI >= 25 MKM He 6onee 600/ammya 1 / ammyna
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SANOFI

IpoaykT: Ho-mmna® pactBop ais uHbekiuid, 20 Mr/mi

il L LT

CTepHIbHOCTD IMpenapar crepuien

40,0 mr 5% [poraBepuHa
THIIPOXIIOPHI/2 MIT

KonuuecTBeHHOE OIpeieeHNE:
Y ®-ciekTpodoToMETpHSI

1203071

PKUIKOCTHAs! XpoMaTorpadus
(BOXKX/YINKX)

85 %-110 %
1,00 M 15 % - +10 % o /
(85 %-110 %)

ConepxaHue HaTpusi MeTabuCyIbpuTa
(TUTpUMETPHST)

Kon ToBapa; 360551 Kox GMID: 360551 2
CtpaHa-umMnopTep: Poccus 1'1:‘";:' .
Homep cepun: ECH29A
JlaTa Ipon3BOICTBA: 27-CEH-2021 Jlata ncteuenus cpoka CEH-2024
TOJHOCTH:

Konuentpanus: 40 mr/ 2 mn JIporaBepuna

THAPOXJIOpHIA
JlexapcTBennas popma:  PacTBop M1 MHBEKITHIH
Pa3Mep u THIT yIAaKOBKH: S5 X 2 MIJI aMITyJIblI Crietudukanus: ME160481 v.3.0
Tloxa3aTesanb Hopma Pe3yabTar
IToctoponnue npumecu (BIXKX/YIIKX)
-Ilepmapun He 6omnee 0,2 % <0,1 %
-Enuandnas Heunentuduimposannas — He 6omnee 0,5 % 0,1%
MpUMech
-CyMMa mipuMeceit He 6omee 2,0 % 0,2%
M3BiaekaeMblii 00beM He menee 2,0 M 2,1 M
baktepuanbHbie 9HIOTOKCHHBI He 6onee 80 EQ/mn <5 EQ/mn

IIpenapar crepuiien

40,1 mr/ 2 M

0,97 mr/mn
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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

IpoaykT: Ho-mmna® pactBop ais uHbekiuid, 20 Mr/mi
Kon ToBapa; 360551 Kog GMID: 360551
Ctpana-umMnopTep: Poccus
Howmep cepumn: ECH29A
JlaTa Ipon3BOICTBA: 27-CEH-2021 Jlata ncteuenus cpoka CEH-2024
TOJHOCTH:
Konuentpanus: 40 mr/ 2 mn JIporaBepuna
THAPOXJIOpHIA
JlexapcTBennas popma:  PacTBop M1 MHBEKITHIH
Pa3Mep u THIT yIAaKOBKH: S5 X 2 MIJI aMITyJIblI Crietudukanus: ME160481 v.3.0
Tloxa3aTesanb Hopma Pe3yabTar
Conepxxanne 3tanona (IKX) 63,35 mr/ma £10 % 60,30 Mr/ma
(57,02-69,69)

Hacrosimum moaTBepxmar0, 4TO BCE 3Talbl MPOU3BOACTBA STOW CEPUHM TOTOBOTO MPOAYKTa OBUIH
BBITNIOJIHEHBI B IIOJTHOM COOTBETCTBUHU ¢ TpeboBaHusmMu GMP EC u TpeOoBanusiMu PerucrpaiioHHOrO
YAOCTOBEpEeHMS (-Hii) CTPaHBI/CTPaH HA3HAYCHUSI.

IIpumeuanue:
Pemmenne otaena odecrnedyeHns KayecTBa
Pemenmne: BBIITYIIIEHO
JlaTa: 29-OKT-2022 14:49
'Yo1HOMOYEeHHOE JINIIO0: Dr. Papai Judit

3TOT CepTI/I(i)I/IKaT aHalin3a 6BIJ'I ImoAIrnnunucaH SHCKTpOHHLIM CHOCO60M C UCITIOJIb30BAHUECM BaJ'II/II[I/IpOBaHHOI\/'I
cucteMsl LIMS.
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Certificate of Analysis

SANOFI .2

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, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005

Product

Item code

Import. country
Batch number
Manufacturing date:
Potency

Dosage form

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

360551 GMID code : 360551
OROSZORSZAG / Russia

ECH29A

27-SEP-2021 Expiry date : SEP-2024

40 mg/ 2ml Drotaverin HCL

solution for injection

UV spectrophotometry

Szin / Colour

Pack.size, type 5 x 2 ml amp. Specification : ME160481 v.3.0
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Leiréas /Description Tiszta zoldessadrga folyadék/ Megfelel/Complies

Azonossag/Identification
- Drotaverin / drotaverine

UV spektrofotometria / Megfelel/Complies Megfelel/Complies

Folyadékkromatografia (HPLC/UPLC)/ Megfelel/Complies Megfelel/Complies
Liquid chromatography (HPLC/UPLC)
- Etanol (GC) / Ethanol (GC) Megfelel/Complies Megfelel/Complies
- Natrium-metbiszulfit (Titrimeria) / Megfelel/Complies Megfelel/Complies
Sodium-metabisulfite (Titrimetry)
Tisztasdg / Clarity Maximum I. 6sszehasonlitd oldat/ Megfelel/Complies

pH / pH 3.0 - 5.0 3.7
Részecskeszennyezés/Particulate matter

- Lathatdé / Visible Feleljen meg / Complies Megfelel/Complies
- Szabad szemmel nem l&thatd/Invisible >=10 pm részecske:<=6000 db/ampulla/ 2 db/amp/vial

Clear greenish-yellow liquid

The product passes the test

with reference I.

Nem lehet intenzivebb, mint GY1/ GY3
Colour of the product is not more

intensive than colour of reference GY1

Particles>=10 pm:not more than 6000/vial
>=25 pum részecske:<=600 db/ampulla / 1 db/amp/vial

Particles>=25 pm:not more than 600/vial
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Certificate of Analysis

SANOFI .2

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, T6 utca 1-5. Hungary

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

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

Hatbanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

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

Nadtrium-metabiszulfit tartalom
(Titrimetria) /
Content of sodium metabisulfite

(Titrimetry)

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

Item code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : ECH29A

Manufacturing date: 27-SEP-2021 Expiry date : SEP-2024

Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 5 x 2 ml amp. Specification : ME160481 v.3.0
. . 4 oo yd 4 :
Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /

Related impurities

Liquid chromaography (HPLC/UPLC)

Perparin / Perparine max.0.2 % / not more than 0.2 % <0.1 %

Ismeretlen szennyezdk egyenként / max.0.5 % / not more than 0.5 % 0.1 %

Single unspecified impuries

Osszes szennyezd / Total impurities max.2.0 % / not more than 2.0 % 0.2 %

Kivehetd toltettérfogat / Legaldbb 2.0 ml / 2.1 ml

Extractable volume Not less than 2.0 ml

Bakteridlis endotoxin/ Kisebb mint 80 EU/ml/ <5 EU/ml

Bacterial endotoxin Not more than 80 EU/ml

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

sterile

40.0mg+5% drotaverin hidroklorid/2 ml/ 40.1 mg/2 ml
40.0mg+5% drotaverine hydrochloride/2 ml

85%-110% 0.97 mg/ml
1.00 mg-15% - +10%/ml /
85%-110% of labeled content
1.00 mg-15% - +10%/ml
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Certificate of Analysis

SANOFI .2

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

Item code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : ECH29A

Manufacturing date: 27-SEP-2021 Expiry date : SEP-2024
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 5 x 2 ml amp. Specification : ME160481 v.3.0
.

Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GC)/ 63.35 mg/ml +10% 60.30 mg/ml
Content of ethanol (GC) (57.02-69.69 abszolut etanol)/

63.35 mg/ml +10%
(57.02-69.69 of absolute ethanol)

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.

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 29-0CT-2021 14:49
Qualified person : Dr. Papai Judit

.

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