CepTudukart anaausa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvolgy site
Csanyikvélgy, 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
[Tpoxyxr: Ho-mma® pactBop [uist uHbEeKIMi, 20 Mr/mi
Kon ToBapa; 360551 Kon GMID: 360551
Crpana-ummnoptep: Poccus
Howmep cepuu: DCG96B
Jlara npomsBoacrea: 17-ABI'-2020 Jara ucreyenus cpoka  ABI'-2025
TOJHOCTH:
KonuenTtpauus: 40 mr/ 2 mn lporaBepuHa
THAPOXJIOpHIA
JlexapcTBeHHast PactBop st uHBEKUMT
(hbopma:
Pa3mep u Tun 5 X 2 M3 aMIyJbl Crneunduxanus: ME160481 v.2.0
YTTaKOBKH:
Iloxa3aTean Hopma PesyabTaTt
Omnncanne ITpo3pauHast 3e1€HOBATO-KENTAs COOTBETCTBYET
KHUIKOCTb
[TomIMHHOCTB:
-JlpoTaBeprHa TUAPOXIOPHUI
Y ®-criekTpodoToMeTpus COOTBETCTBYET COOTBETCTBYET
BOXX/YIXKX COOTBETCTBYET COOTBETCTBYET
-Otanoun (I7KX) COOTBETCTBYET COOTBETCTBYET
-Hatpus Metabucynbut (THTPUMETPHS) COOTBETCTBYET COOTBETCTBYET
ITpo3paunocTsb [Mpenapar noykeH BbIEPXKUBATH COOTBETCTBYET
CpaBHEHHE C ITAJIOHOM |
IIBeTHOCTB Oxkpacka npenapara He JI0JbKHa ObITh GY2
MHTEHCUBHEE OKpacku dTasmoHa GY'1
pH 30-50 38
MexaHn4ecKre BKIIOYCHUS
- Bunnmele COOTBETCTBYET COOTBETCTBYET
- HeBunumeie:
qacTuiel >= 10 MKM He 6omee 6000/ammyna 3/ ammyna
HaCcTUIBl >= 25 MKM He 6onee 600/amiryna 1/ ammymna
Iocroponnue npumecu (BOXX/VYIKX)
-Ilepnapun He 6omnee 0,2 % <0,1%

-Enunnunas nenpentugunuposannas — He 6osee 0,5 %
pUMech

-CymMa nipumecei He 6omnee 2,0 % .

3Biexaemblit 00beM He menee 2,0 mn 3

bakTepuanbHble YHIOTOKCHUHBI He 6onee 80 ED/mn ' 2 ﬂ‘g

CTepHIbHOCTh IIpenapart crepuiex £ ;Hweﬂz;ipﬁi"'(?j _gp}meH
Ja

KOnM4eCTBEHHOE ONPENEIICHHE: 40,0 mMr 5% JlpoTaBepuHa ruIpOxs ”\5@/ 39,2 Mp22 ;\}ff'

YV ®-crniekTpodoToMeTpus 2w D, & = 7
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CepTudukart anaausa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvolgy site
Csanyikvélgy, 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
[Tpoxyxr: Ho-mma® pactBop [uist uHbEeKIMi, 20 Mr/mi
Kon ToBapa; 360551 Kon GMID: 360551
Crpana-ummnoptep: Poccus
Howmep cepun: DCG96B
Jlara npomsBoacrea: 17-ABI'-2020 Jara ucreyenus cpoka  ABI'-2025
TOJHOCTH:
Konnenrpanus: 40 mr/ 2 mn IporaBeprHa
THAPOXJIOpHIA

JlexapcTBeHHas PacTtBOp 11 uHBEKLUI
(hbopma:
Pa3mep u Tun 5 X 2 M3 aMIyJbl Crneunduxanus: ME160481 v.2.0
YTTaKOBKH:
Iloxa3aTean Hopma PesyabTaTt
VTN
PKHIKOCTHAS! XpoMaTorpadus
(BOXKX/YIXKX)
Conepxanue HaTpusi MeTabucyiabdura  Ha MOMeHT Bbimycka: 0,96 mr/mn
(TI/ITpI/IMeTpI/IH) 1,00 mr £10% / M (90%'110%)

Ha konen cpoka rogHocTu:

1,00 mr -15% - +10% / M (85%-110%)
Coneprxanue dtanona (I'KX) 66,0 mr/mu (B miepecueTe Ha abCOIOTHBIN 66,4 mr/m

sta”ou 63,35 mr/mi) +10 %

(59,4 — 72,6 mr/min)

HacrosimuMm noaTBep ka0, 4To BCe 3Tarbl IPOU3BOJCTBA 3TOW CEPUU TOTOBOTO MPOIYKTa OBLIH
BBITIOJIHEHBI B TOJHOM COOTBeTCTBUU C TpeOoBanusimu GMP EC wu TtpebGoBanusmu
PerucrpaninoHHOTO yI0CTOBEpEHUS (-Hif) CTpaHbI/CTpaH Ha3HAYCHUSI.

[Ipumeuanue:
Pemenue oraena odecneyeHus Kayecrsa
Pemenne: BBIITYIIEHO
JlaTa: 13-OKT-2020 09:49
'YnoaHoMo4YeHHOE JIHI0: Dr. Mezeine Fekete Aniko

Ortor cepruduKaT aHamM3a ObUI TOANHUCAH 3neKTp0};}‘r§b;;’«g\<‘
) A A
BanuaupoBaHHoU cuctemsl LIMS. £y
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NMPUNTOXXEHUE K CEPTUDOUKATY AHAJIU3A

(conpoBoauTenbHoe NMCbMO)

HaumenoBanue nponykra: Ho-mma® p-p as1s unbekumid, 20 Mr/mi
Howmep cepuu: DCG96B

GMID: 360551

JlaTa mpou3BOCTBA: 17.08.2020

T'omen mo: 08.2025

Howmep PV, 3apeructpuposannoro B Poccuu: IT N011854/01

A®MU (na3Banue cyOCTaHINM, HA3BaHUE U aJJpeC POU3BOANTENS CyOCTaHIIUK):
JpoTaBeprHa TUAPOXIOPUL

XunouH 3aBoj dapMareBTHUECKUX U XUMUUECKUX NpoaykTos 3A0

H-1045 Budapest,To u. 1-5.

Hungary

Hacrosmum st moATBep ka0, 4TO JaHHAs CEpHs NPOTECTUPOBAHA MO BCEM IOKa3aTeNlsIM KauecTBa, IEPEUNCICHHBIM B
cnenndukanun HopmatueHO# [lokyMeHTaIMH, 3aperHCTPUPOBAHHOM B HacTosmIee BpeMs B Poccuiickoit denepannn.

Hacrosimum moaTBepkaaeTcs, 4TO CepHUs COOTBETCTBYeT TpeOoBaHMSIM Pa3nenoB «VYmakoBka» U «MapKHUpOBKa»
cnetmudukanu HopMaTuBHO#M TOKyMEHTaIMH, 3aperICTPUPOBaHHOM B HacTosiiee BpeMs B Poccuiickoii
Deneparun *.

IMoanuce/naTa: [MOATHUCH|
13.10.2020

Wwmst (meuatusimu GykBamn): Mezeine Fekete Aniko
JlOJKHOCTS: MeHemkep 10 00eCIEYEHUIO KauecTBa POLYKIIUU

VYOHOMOYECHHOE JTHAI0
CSA olGecnieueHme KauecTBa MpOIyKIHH

* «MapKkupoeka 6 noIHoM cOOMEemcmeun ¢ ROCIeOHUMU 000OPEHHbIMU BePCUSItL MARZH
Mamepuanos u UHCMpYKyuu no MeOUyUHCKOMY NPUMEHEHUIO. YNaKoeka 6 NOIHOM (i
cneyugurayuer  Hopmamuenoti  0okymemmayuu u  nepemenHas  umgopmayus  HameceHa 8

coomeemcmeyrouiue nojiAi».



Certificate of Analysis

S QAT :
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 : DCGY96B
Manufacturing date: 17-AUG-2020 Expiry date : AUG-2025
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)/
Liquid chromatography (HPLC/UPLC)

- Etanol (GLC) / Ethanol (GLC)

Megfelel/Complies

Megfelel/Complies

- Natrium-metbiszulfit (Titrimeria) / Megfelel/Complies

Sodium-metabisulfite (Titrimetry)

Tisztasdg / Clarity Megfelel/Complies

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter

- Lathatdé / Visible

. A
- Szabad szemmel nem lathatéd/Invisible ?@y'/gmp/v1al

7
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Certificate of Analysis

S QAT :
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 : DCGY96B
Manufacturing date: 17-AUG-2020 Expiry date AUG-2025
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

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 : DCGY96B

Manufacturing date: 17-AUG-2020 Expiry date : AUG-2025
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)/ 66.4 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.

A L U LU
A T A TR AR

Megjegyzés / Comment :

RS
o

Decision : FELSZABADITVA / RELEASED
Date : 13-0CT-2020 09:49
Qualified person : dr. Mezeiné Fekete Anikd

This Certificate of ARnalysis has been electronically signed from a validated LIMS.
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: No-Spa® solution for injection, 20 mg/ml
Batch Number: DCG96B

GMID: 360551

Manufacturing Date: 17.08.2020.

Expiry Date: 08.2025.

Reference number to MA registered in Russia: M1 N011854/01
API (name of API, name and address of manufacturing site):
Drotaverine hydrochloride

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
H-1045 Budapest To u. 1-5.

Hungary

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation*.

= ti,(.L.Lu_r :F'_'Q. e -l*{_ AL,/Z.o’ S A N O F l h:‘-ﬁ

Signature/Date:
Chinoin Private Co. Ltd. - a Sanoti companv
?92 o '{O L fB Csanyikvalgyi site
Dr. Aniko Mezei-Fekete
Printed Name: Mezeiné Fekete Aniko Qualified Person
Title: QA Pharmasist

Qualified Person
CSA Products' Quality Assurance

* ‘Labelling is in full compliance with the last approved version of packaging and leaflet artworks.
Packaging /s in full compliance with the Normative Document specification and variable information is
located in corresponding fields’.
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