CepTHHKAT aHATH3A

SANOF]1
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
[poxykT: Ho-mna® pacteop ansa uHbekumi, 20 mr/mna
Kox Topapa; 360551 Koa GMID: 360551
CtpaHa-ummoprep: Poccun
Homep ceprH: CCI99A
Jlata nponssonctea: 25-Cen-2019 Hara ucteuenns cpoka  Cen-2024
TOOHOCTH:
KoHueHTpauua: 40 mr/ 2 M apoTaBepHHa
THAPOXAOpHIA
llekapcTBeHHAR Pactsop ana uHbeKuwi
thopma;
PasMep v THn 5 % 2 mn aMmynel Cneundrxauus: ME160481 v.2.0
MIAKOBKH:
[loka3aTenn Hopma PesyabTar
OnucaHKe Tpo3payiHasn 3eNeHOBATO-)KeNTasn COOTBETCTBYET
KHIKOCTD
[ToANHHHOCTE:
- poTapepHHa THAPOXAOPHA
Y ®-cniektpodoToMeTpHA COOTBETCTBYET COOTBETCTBYET
BIAXYKX COOTBETCTBYET COOTBETCTBYET
-Ortanon (IKX) COOTBETCTBYET COOTBETCTBYET
-Hatpus MeTabHCYNLQUT (THTPUMETPHIA) COOTBETCTBYET COOTBETCTBYET
Ipo3spa4HocThb [Tpenapat AokeH BHIAEPKHBATE COOTBETCTBYET
CpaBHEHUE ¢ 3TaNoHOM I
LgeTHoCTE Oxpacka npenapara He JOMKHa ObITh GY3
HHTEHCHBHEE OKpackH 3tanoHa GY1
pH 30-50 38
MexaHiueckHe BIMIOYEHHA
- Buanmele COOTBETCTBYET COOTBETCTBYET
- Hepnoumeie:
4aCTHIB! >=10 MKM He 6onee 6000/ammyna 7 / ammyna
HacTHUB! >= 25 MKM He bonee 600/ammyna 1/ ammyna
IMocTopornue npuMeck (BIXKX/VIXKX)
-[lepnapun He 6onee 0,2 % <0,1 %
-Enunitas Heupentuduuuposanias  He Gonee 0,5 % 0,1%
NpHMECh
-CyMMa npHmMeceit He Gonee 2,0 % 0,2%
H3snekaeMmelit 0GbeM He menee 2,0 Mn 2,1 mn
bakTepHansHeie SHAOTOKCHHBI He Gonee 80 E3/Mn <5 ED/mn
CrepunsHOCTh [Tpenapat cTepuien INpenapat crepuncH
KonnuecTseHHOE onpeneneHue: 40,0 Mr £5% [porasepuia Fuapoxnopuaa/ 40,0 Mr/ 2 mn

Y d-criektpodoToMeTps

2mn
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Ceprudukar ananuia

SANOFI W

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 uica 1-5. Hungary

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

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

[IpogykT: Ho-mna® pacteop mns nHbekumit, 20 Mr/mn
Koz ToBapa; 360551 Koa GMID: 360551
Crpana-umnoprep: Poccus
Homep cepuu: CCI9%A
JlaTa npomseoactea: 25-Cen-2019 Jlata ucteyeHua cpoka  Cen-2024
TOJHOCTH:
KoHueHTpauua: 40 mr/ 2 M apoTaBepHHa
THAPOXJIOpHIA
llekapcTBeHHanA PacTteop Ans nHbexumii
(opma:
Pazmep u THI 5 x 2 Mn ammynsl CrneundHkanus: ME160481 v.2.0
NaKOBKH:
IokazaTens Hopma PesynwTar
HITH
PKHAKOCTHAA XpoMmaTorpadus
(BIKX/VYIKX)
Conepxxanue HaTpus Metabucynndura  Ha MOMEHT BhIMycKa: 0,97 mr/mn
{ THTpHMETpHA) 1,00 mr £10% / mn (90%-110%)
Ha xoneu cpoxa rogHocTH:
1,00 Mr -15% - +10% / mn (85%-110%)
Conepxaune stanona (INKX) 66,0 Mr/Mn (B nepecueTe Ha abcomoTHBINA 62,8 Mr/mi
aranon 63,35 mr/mn) 10 %
(59,4 — 72,6 mr/mn)

HacrosiuM noareepx/aio, YTo BCe 3Tallbl IPOU3BOACTBA 3TOH CepHH FOTOBOM NPOAYKLHH OBUIH
BRINONHEHB] B MOJHOM cooTBeTcTBHM ¢ TpeboBanuasmMu GMP EC u  TpeGoBaHMAMH
PernctpauuonHoro ynoctoBepeHHs CTpaHbI Ha3HAYECHHSL.
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Ceprrinkar anannsa

rap_coa_resultats v5

SANOF1 %
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvolgy site
Csanyikvilgy, 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
lMpoaykrt: Ho-una® pacteop wia HHbeRUMH, 20 Mr/mn
Koz Topapa; 360551 Koa GMID: 360551
CrpaHa-umnoptep: Poccus
Homep cepuu: CCI99A
JMara npownssonctea: 25-Cen-2019 Jata ucreuenns cpoka  Cen-2024
TOJHOCTH:
KoHueHTpauma: 40 M1/ 2 Mn apoTaBepHHA
TUAPOXNOpHAA
JlexapcTBEHHAR PactBop mns uHbeKUui
dopma;
Pasmep 1 THN 5 % 2 M1 aMmy el Crieundmrauyn: MEI160481 v.2.0
NAKOBKH:
IPHMEYaHHI:
Pettenne otaena ofecnevyeHns KauecTsa
Pewrenne: BHIITVIIEHO
MaTa: 22-Ox1-2019 15:14
Y noaHoMoueHHOE JIHLO: Dr. Papai Judit

OTOT cepTHUKAT aHANH32 OBLT MOANMHCAH MEKTPOHHBIM CIIOCOG0M ¢ HCmonp3oBanuem LIMS.
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co.

- a Sanofi company
Csanyikvblgy site

Ltd.

Csanyikvblgy, P.0.B 565 - 3510 Miskolc, 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

SANOFI 7

Product :
Item code : 360551
Import. country :
Batch number :
Manufacturing date:

CCI99a
25-SEP-2019
Potency :
Dosage form :

Pack.size, type : 5 x 2 ml amp.

—

Vizsgalatok/TESTS

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

GMID code :

OROSZORSZAG / Russia

Expiry date :

40 mg/ 2ml Drotaverin HCl
solution for injection

Specification :

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

360551

SEP-2024

ME160481 v.2.0

Leirds /Description

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotometry
Folyadékkromatogréfia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)
= Etanol (GLC) / Ethanol {(GLC)

- Natrium-metbiszulfit (Titrimeria) /
Sodium-metabisulfite (Titrimetry)

Tisztasadg / Clarity

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter
- Lathaté / Visible

= Szabad szemmel nem lathatéd/Invisible

Tiszta zdldessarga folyadék/ Megfelel/Complies
Clear greenish-yellow ligquid

Megfelel /Complies Megfelel/Complies
Megfelel /Complies Megfelel/Complies
Megfelel/Complies Megfelel /Complies
Megfelel /Complies Megfelel/Complies
Maximum I. $sszehasonlitd oldat/ Megfelel/Complies
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

3.0 - 5.0 3.8

Feleljen meqg / complies Megfelel /Complies

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

7 db/amp/vial

1 db/amp/vial
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- & Sanofi company

Csanyikvdlgy site

Csanyikvélgy, P.0.B 565 - 3510 Miskolec, 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

i

SANOFI g

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

Item code : 360551 GMID code :
Import. country : OROSZORSZAG / Russia

Batch number : CCI99A

Manufacturing date: 25-SEP-2019 Expiry date :

Potency : 40 mg/ 2ml Drotaverin HC1
solution for injection

5 X 2 ml amp,

Dosage form :

Pack.size, type : Specification :

360551

SEP-2024

ME160481 v.2.0

Vizsgalatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

4

Roken anyagok
Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/UPLC)

Perparin / Perparine

Ismeretlen szennyezdik egyenként /
Single unspecified impuries

Osszes szennyez® / Total impurities

Kivehet# t&ltettérfogat /
Extractable volume

Bakteridlis endotoxin/
Bacterial endotoxin

Sterilités / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC)/
Liquid chromateography {HPLC/UPLC)

Natrium-metabiszulfit tartalom
{Titrimetria) /

Content of sodium metabisulfite
(Titrimetry)

max.0.2 % / not more than 0.2 %
max.0.5 % / not more than 0.5 %

max.2,.0 ¥ / not more than 2.0 %

Legalabb 2.0 ml /
Not less than 2.0 ml

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

Steril legyen/The product is sterile

40.0mgt5% drotaverin hidroklorid/2 ml/
40.0mg+5% drotaverine hydrochloride/2 ml

Felszabaditédsi hatar:

1.00 mg+10%/ml (90%-110%) /

At release: 1.00 mg+10%/ml {90%-110%)
Lejérati idé végi:

1.00 mg -15% - +10%/ml (85%-110%)/
At end of shelf iife:

1.00 mg -15% - +10%/ml (85%-110%}

<0.1 %
0.1 %

<5 EU/ml

A termék steril / The product is
sterile

40.0 mg/2 ml

0.97 mg/ml
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Certificate of Analysis

SANOFI .

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

Csanyikvdlgy site

Csanyikvtlgy, P.O.B 565 - 3510 Miskole, Hungary

Phone: +3646/804-000

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

Pheone: 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 : CCI99A
Manufacturing date: 25-SEP-2019 Expiry date : SEP-2024
Potency : 40 mg/ 2ml Drotaverin HCl
Dosage form : solution for injection
Pack.size, type : 5% 2 ml amp, Specification : ME160481 v.2.0
Vizsgélatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Etanol tartalom (GLC)/ 66.0 mg/ml {ekvivalens 63.35 mg/ml 62.8 mg/ml
Content of ethanol (GLC) abszolit etanollal)i10%
(59.4-72.6 mg/ml) /
66.0 mg/ml (equivalent to 63.35 mg/ml
of absolute ethanol)i10%
{59.4-72.6 mg/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 of
the Marketing Authorisation (S)
of the destination country/countries.

QA decision
Decision : FEL3SZABADITVA / RELEASED
Date : 22-0CT~2019 15:14
Qualified person : Dr. Papai Judit

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