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Y ®-cnextpodoToMeTpHs

2mMn

[Tponykr: Ho-wna® pacteop ans uebexuuid, 20 Mr/m
Kon ToBapa; 360551 Kox GMID: 360551
CrpaHa-ummoptep: Poccun
Homep cepun: CCl02A
/laTa npon3poacTea: 26-Cen-2019 Harta ncreuenns cpoka  Cen-2024
TOAHOCTH:
KoHuentpaumus: 40 mr/ 2 Mn zpoTaBepHHa
THAPOXJIOPHAA
JlekapcTBEHHAnA PactBop Ansa HHBEKIHHA
dopma;
Pa3mep 1 THI 5 x 2 Mn amnysl Cnenuduxauus: MEI160481 v,2,0
MAaKOBKH:

ToxazaTenn Hopma PesynbTar
IOnucanue [po3paunad 3eneHOBaTO-KENTAA COOTBETCTBYET B

KHAKOCTB
ITOATHHHOCTS:
-JlpoTapepHHa rHAPOXAOPHA
'V ®-cnektpodoromeTpus COOTBETCTBYET COOTBETCTBYET
BIXX/YIHKX COOTBETCTBYET COOTBETCTBYET
-Ortanon (IKX) COOTBETCTBYET COOTBETCTBYET
-Hatpusa MeTaGHCYABQHT (THTPUMETPUSA) COOTBETCTBYET COOTBETCTBYET
[Tpo3pauxocTs Ipenapat noskeH BbLIEPKHBATD COOTBETCTBYET

CpaBHEHHe C 2TaNoHOM I
LgeTHOCTD Oxpacka npenapaTta He Jo/MKHE ObITh GY3

HHTCHCHBHEE OKpackH stanona GY
pH 30-50 3,8
Mexanieckne BKIOYEHHA
- Buaumbie COOTBETCTBYET COOTBETCTBYET
- Hepnnumeie:
MacTHLB >=10 MKM He 6onee 6000/ammyna 7/ ammyna
4acTHLBI >= 25 MKM He 6onee 600/ammyna 1 / ammyna
[MocTopornue npuMecH (BIXKX/Y KX
-TTepnapux He Gonee 0,2 % <0,1 % kg,
-Eaunmnag HeunentuduunposanHas  He Gonee 0,5 % 0,1% \)”} ; ’ 5 :
NpHMECE ; %
-CymMMma nipHMecei He Gonee 2,0 % 0,2% ’\
W3enexaeMeiit 00neM He menee 2,0 Mn 21mn ] ..‘E"f??ﬂ Poccug, | 'L
BakTepHaibHble SHIOTOKCHHDI He Gonee 80 ES3/Mn <5 E3/mi Sar.ofyRussia ad | & E
CrepunbHOCTh IMpemnapar cTepunen I'lpenapafbﬁlmgen t.éﬁ?
Konau4yecTeeHHoe onpeacnenue:; 40,0 mr 5% [porasepuna ranpoxnopuna/ 40,0 Mr/ 2 Ma “a -J_:-,;W:f.ﬂ"‘r
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Ceprudukar ananusa

SANOFI % &5

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

Csanyikvolgy site

Csanyikvélgy, P.O.B 565 - 3510 Miskole, 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

[TpoaykT: Ho-wna® pacteop ana aubekinii, 20 Mr/Ma
Koa ToBapa; 360551 Koa GMID: 360551
Ctpanra-umnoptep: Poccus
Homep cepuu: CCIo2a
Hara npoussoacrea; 26-Cen-2019 Jata ucteuenns cpoka  Cen-2024
TOJHOCTH:
KoHueHTpauus: 40 mr/ 2 Mn gpoTasepuHa
THApOXNOpHIa
UlexapcTBeHHan PactBop ana nHBekuMi
topma:
Pasmep u THN 5 x 2 Mn aMnynbl Creundmkams; MEL160481 v.2.0
MAKOBKH:
IokasaTenn Hopma PesynsTar
WU
PKHAKOCTHAA XpoMaTorpadus
(BIXKX/YIXKX)
Conepokanne HaTpuA MeTabucynsdmta  Ha MomenT Brinycka: 0,96 Mr/mn
(THTpUMETpHA) 1,00 mr £10% / ma (90%-110%)
Ha xoneu cpoka roaroctu:
1,00 Mr -15% - +10% / mn (85%-110%)
ConepsxaHuie 3Tadona (IFHKX) 66,0 mr/Mn (8 nepecyere Ha abconoTHEIH 61,9 mr/Mn
TaHen 63,35 mr/mn) =10 %
(59,4 — 72,6 mr/mn)

HacTos1umM noATBepkAaro, YTo BCe ITANbl IPOH3BOACTBA 3TOM CEPHH FOTOBOH MPOAYKLMH GEUTH
BLHIONHEHBI B TIOTHOM COOTBETCTBHH ¢ TpebosanuamMu GMP EC u Ttpe6opanuamu
PerucTpannoHHoro yaocToBepeHus CTpaHbl Ha3HAYEHHS.
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Ceprudukar ananusa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvdlgy, 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-mna® pacrsop ans nHbekumit, 20 Mr/mn
Kox ToBapa; 360551 Koa GMID: 360551
CtpaHa-ummoptep:  Poccus
Homep cepum: CCIozA
[lata nponseofcTea; 26-Cen-2019 Hara ucteuenns cpoka  Cen-2024
FOAHOCTH:
KoHueHTpauus: 40 M1/ 2 mn gpoTaBepHHa
rHIpoOXIopUIA
ITekapcTBEHHAsA PactBop nia nHbEKUMH
dopma:
Pa3mep 1 TN 5 x 2 MA aMITyJibl Crneuudukarus: ME160481 v.2.0
MaKOBKH:
| IIPHMCYAHH A
Pewienne oTaena offecnedeHnn KavecTna
Pewenne: BBITIYLLIEHO
UlaTa: 22-OxT-2019 16:01
YNOAHOMOYEHHOE JTHLO: Dr. Papai Judit

IJTOT cepruduKaT aHanu3a G MOANKCaH SIEKTPOHHEIM CHOc060M ¢ Henoip3oanHeM LIMS.
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Certificate of Analysis

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

Csanyikvdlgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

SANOFI g

=

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

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

Batch number : CCJ0o2a

Manufacturing date: 26-SEP-2019 Expiry date :

Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

Vizsgéalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

360551

SEP-2024

ME160481 v.2.0

Leirds /Description Tiszta zdldessdrga folyadék/

Clear greenish-yellow liquid

hzonossdg/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel /Complies
UV spectrophotometry

Folyadékkromatografia (HPLC/UPLC)/ Megfelel /Complies
Liquid chromatography {HPLC/UPLC)

- Etanel (GLC) / Ethanol (GLC) Megfelel /Complies
= NAtrium-metbiszulfit (Titrimeria) / Megfelel /Complies

Sodium-metabisulfite (Titrimetry)
Tisztasag / Clarity Maximum I. Ysszehasonlité oldat/
The product passes the test

Wwith reference I.

Szin / Colour Nem lehet intenzivebbk, mint GY1/
Colour of the product is not more
intensive than colour of reference GY1
PH / pH 3.0 - 5.0
Részecskeszennyezés/Particulate matter
- Lathatd / Visible Feleljen meg / complies
- Szabad szemmel nem lathatd/Invisible >=10 pm részecske:<=6000 db/ampulia/
Particles>=10 um:not more than 6000/vial
>=25 pm részecske:<=600 db/ampulla /
Particles>=25 pm:not more than 600/vial

Megfelel/Complies

Megfelel/Complies
Megfelel/Complies
Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

GY3

Megfelel/Complies

N
7 db/amp/vigls

g

1 db/amp/¥ial

s}
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvdlgy site

Csanyikvdlgy, P.O.B 565 - 3510 Miskolce, Hungary

Phone: +3646/804~000

Registered Office: 1045 Budapest, Té utca 1-5. Hungary

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

361/505-0005

SANOFI g

Phone: 361/5053=0000 / Fax:
Product :

Item code : 360551
Import. country

Batch number : ccJgoza
Manufacturing date:; 26-SEP-2019

Potency :
Dosage form :
Pack.size, type :

e —r—

S5 x 2 ml amp.

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

GMID code :

OROSZCRSZAG / Russia

Expiry date :

40 mg/ 2ml Drotaverin HCl
solution for injection

Specification :

360551

SEP-2024

ME160481 v.2.0

Vizsgilatok/TESTS

Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatogrdfia (HPLC/UPLC) /
Related impurities

Liquid chromacgraphy (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyez$k egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd t&ltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitas / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatogréfia {(HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)

Hatrium-metabiszulfit tartalom
(Titrimetria) /

Content of sodium metabisulfite
(Titrimetry}

max.0.2 ¥ / not more than 0.2 %
max.%.,5 % / not more than 0.5 %
max.2.0 % / not more than 2.0 &

Legaléabb 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

40.0mg15% drotaverin hidroklorid/2 ml/
40, 0mgt5% drotaverine hydrochloride/2 ml

Felszabaditdsi haté4r:

1.00 mgti0%/ml (90%-110%) /

At release: 1.00 mg+l0%/ml (90%-110%)
Lejarati id8 végi:

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

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

<0.1 &
0.1 %

<5 EU/ml

A termék steril / The product is

sterile

10.0 mg/2 ml

0.96 mg/ml
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Certificate of Analysis

SANOFI .

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

Csanyikvbdlgy site

Csanyikvélgy, P.O.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

e

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

Item code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : CCJ02A

Manufacturing date: 26-SEP-2019 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.2.0
PR m—— e —— S o p———

Vizsgiilatok/TESTS Kdvetelmények/SPECIFICATIONS Eredmények/RESULTS

Etancl tartalom (GLC)/ 66.0 mg/ml (ekvivalens 63.35 mg/ml 61.9 mg/ml

Content of ethanol (GLC) abszolit etanollal)+i0%

(59.4-72.6 mg/mt) /

66.0 mg/mi (equivalent to 63.35 mg/ml
of absolute ethanol)10%

{59.4-72.6 mg/ml)

8

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 Marketing Authorisation (S)

of the destination country/countries.

the requirements of

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 22-0CT-2019 16:01
Qualified person : Dr. Papai Judit

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