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CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskolc,

Phone: +3646/804-000

Hungary

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

IIpoayxr: Ho-mma® pacTBop a1 uHbeKIMH, 20 Mr/mi
Kon ToBapa; 793096 Kox GMID: 793096
Crpana-ummnoptep: Poccus
Howmep cepuu: ECBI3A
Jlata mpom3BoacTBa: 23-OEB-2021 Jlata ucreuenus cpoka ~ DEB-2026
TOJHOCTH:
KonuenTtpauus: 40 mr/ 2 M qpoTaBepuHA
THAPOXJIOpHIA
JlexapcTBeHHast PactBop st uHBEKUMT
(hbopma:
Pa3mep u Tun 25 X 2 MJI aMITyJIbl Crneunduxanus: ME160481 v.2.0
YTTaKOBKH:
Iloxa3aTean Hopma PesyabTaTt
Omnncanne ITpo3pauHast 3e71€HOBATO-KENTAs COOTBETCTBYET
KHUIKOCTb
[ToqTMHHOCTE:
-JlpoTaBepun
'Y ®-cniekTpodoroMerpus COOTBETCTBYET COOTBETCTBYET
DKunkoctHast xpomarorpadus COOTBETCTBYET COOTBETCTBYET
(BOXKX/YIXKX)
-Otanoun (I7KX) COOTBETCTBYET COOTBETCTBYET
-Hatpust MeTabucynbuT (THTpUMETpPHUSI) COOTBETCTBYET COOTBETCTBYET
ITpo3paunocTsb [Mpenapar noykeH BbIEPXKUBATH COOTBETCTBYET
CpaBHEHHE C 3TajJoHOM |
[IBeTHOCTH Okpacka npenapara He JoJKHa ObITh GY3
MHTEHCUBHEE OKpacku dTasmoHa GY'1
pH 3,0-5,0 3.8
MexaHn4ecKre BKIIOYCHUS
- Bunnumsle COOTBETCTBYET COOTBETCTBYET
- HeBugumeie:
acTuIb >=10 MKM He 6onee 6000/ammyna 13/ ammyna
JacTUIBI >= 25 MKM He 6onee 600/ammyna

1 / ammyoa
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CepTudukart anaausa

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
IIpoayxr: Ho-mma® pacTBop a1 uHbeKIMH, 20 Mr/mi
Kon ToBapa; 793096 Kox GMID: 793096
Crtpana-ummnoprep: Poccus
Howmep cepuu: ECBI3A
Jlata mpom3BoacTBa: 23-OEB-2021 Jlata ucreuenus cpoka ~ DEB-2026
TOJTHOCTH:
KonuenTtpauus: 40 mr/ 2 M qpoTaBepuHA
THIPOXIIOpHIA
JlexapcTBeHHast PactBop st uHBEKUMT
(hbopma:
Pa3mep u Tun 25 X 2 MJI aMITyJIbl Crneunduxanus: ME160481 v.2.0
YIaKOBKH:
Iloxa3aTean Hopma PesyabTaTt
IMocroponnue npumecu (BOKX/YIKX)
- [lepnapun He 6omnee 0,2 % <0,1 %
- Enmnananas venaentudumupoBannass  He 6omee 0,5 % 0,1%
pUMeCh
- Cymma npumeceit He 6omnee 2,0 % 0,2%
I3BekaeMblii 00BEM He menee 2,0 mn 2,1 mn
bakTepranbHbIE YHTOTOKCHHBI He 6omee 80 ED/Mn <5 ED/mn

CTepHIbHOCTh

(TUTPUMETPUST)

IIpenapat crepuiien

1,00 mr £10% / M1 (90%-110%)

Ha xosnern cpoka rogHocTH:

1,00 Mr -15% - +10% / it (85%-110%)

IIpenapar crepuiien

KonnuecTBeHHOE OnpesieIeHHE: 40,0 mr £5% [potaBepuna 40,1 mr/ 2 M
Y ®-criekTpodoToMeTpus THUAPOXJIOpHUaa/

i 2 M

PKMJKOCTHAs! XpoMaTorpadus

(BOXKX/YDXKX)

Conepxanue HaTpusi MeTaducyinbdura  Ha MOMeHT Bblycka: 0,98 mMr/mn
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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
IIpoayxr: Ho-mma® pacTBop a1 uHbeKIMH, 20 Mr/mi
Kon ToBapa; 793096 Kox GMID: 793096
Crpana-ummnoptep: Poccus
Howmep cepuu: ECBI3A
Jlata mpom3BoacTBa: 23-OEB-2021 Jlata ucreuenus cpoka ~ DEB-2026
TOJHOCTH:
KonuenTtpauus: 40 mr/ 2 M qpoTaBepuHA
THAPOXJIOpHIA
JlexapcTBeHHast PactBop st uHBEKUMT
(hbopma:
Pa3mep u Tun 25 X 2 MJI aMITyJIbl Crneunduxanus: ME160481 v.2.0
YIaKOBKH:
Iloxa3aTean Hopma PesyabTaTt
Conepxanue dtanona (IKX) 66,0 Mr/mi (B iepecueTe Ha 63,8 Mr/mi
abcomoTHBIN 3TaHoT 63,35 Mr/min) +10 %
(59,4 — 72,6 mr/mi)

Hacrosmum nmoaTBepxiaro, 4TO BCE ITAIBl MIPOU3BOJACTBA 3TOW CEPHUHM TOTOBOW NMPOAYKIHMU OBUIM BBIIOJTHEHBI B
MoJHOM cooTBeTcTBHM ¢ TpeboBanusiMu GMP EC u TpeOoBanusiMu PerncTpanoHHOTO yAOCTOBEPEHMS CTPaHBI

Ha3sHaA4YCHMA.

Pemenue otesna odecneyeHnsi Ka4ecTBa

Pewenne: BBIITYIIEHO
JlaTa: 22-MAP-2021 09:58
Yo ITHOMOYEeHHOe JIHIIO: Mezeine Fekete Aniko

O1oT ceprudukaT aHamM3a OBUT TOMMUCAH DSJIEKTPOHHBIM CIIOCOOOM C HCIOJIB30BAaHHUEM
BanuupoBaHHoM cuctemsbl 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 : 793096 GMID code : 793096

TImport. country : Oroszorszadg/Russia

Batch number : ECB13A

Manufacturing date: 23-FEB-2021 Expiry date : FEB-2026
Potency : 40mg/ 2ml drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25x2ml 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)

Tisztasdg / Clarity Megfelel/Complies

Szin / Colour GY3

pH / pH

Részecskeszennyezés/Particulate matter
- Lathatdé / Visible Megfelel/Complies

- Szabad szemmel nem lathatd/Invisible 13 db/amp/vial
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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 : 793096 GMID code : 793096
Import. country : Oroszorszag/Russia
Batch number : ECB13A
Manufacturing date: 23-FEB-2021 Expiry date : FEB-2026
Potency : 40mg/ 2ml drotaverin HC1
Dosage form : solution for injection
Pack.size, type : 25x2ml 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

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 : 793096 GMID code : 793096
Import. country : Oroszorszag/Russia

Batch number : ECB13A

Manufacturing date: 23-FEB-2021 Expiry date : FEB-2026
Potency : 40mg/ 2ml drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 25x2ml amp. Specification : ME160481 v.2.0

Etanol tartalom (GLC)/ 63.8 mg/ml

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.
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Megjegyzés / Comment :

RS
o

Decision : FELSZABADITVA / RELEASED
Date : 22-MAR-2021 09:58
Qualified person : dr. Mezeiné Fekete Anikd

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