Cepruduxar anannia

SANOFI %
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvilgy site
Csanyikvblgy, 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
[poaykT: Ho-mna® pacreop ans unvexunii, 20 Mrimn
Koxa Topapa; 16288 Kog GMID: 272600
Crpana-uMnoptep: Poccus
Homep cepuu: CCI0O8A
ata npoussoacTea: 20-Cen-2019 lata uctreuenus cpoka  Cen-2024
FORHOCTH:
KoHueHtpaumns: 40 Mr/ 2 mn apoTaBepHHa
THAPOXNOpHIa
eKapcTBeHHas PacTBOp AN RHBEKUHMH
(popma:
PasMep u THN 25 % 2 Mn aMImynel Crennduranms: MEI160481 v.2.0
MaKOBKH:
TokalaTenn Hopma PesynbTtar
IOnHcaHue Ipo3pauHas 3eneHOBaTO-KeNTaA COOTBETCTBYET
HHAKOCTD
IMoAIMHHOCTE:
-JlpoTaBepHHA THAPOXIOPHA
Y O-cnekrpodoToMeTpHa COOTBETCTBYET COOTBETCTBYET
BIOXX/YINKX COOTBETCTBYET COOTBETCTBYET
-3tanon {[XKX) COOTBETCTBYET COOTBETCTBYET
'-Ha‘rpna MeTabHCYNbOHT (THTPHMETPHA) COOTBETCTBYET COOTBETCTBYET
[Mpo3pauHoCcTh IMpenapat nomkeH BbIAEPKUBATE COOTBETCTBYET
CpaBHEHHE C TAIOHOM |
LIgeTHOCTD Oxpacka npenapara He A0NKHA OBITH GY2
HHTEHCHBHEE OKpACKH 3TanoHa GY 1
pH 3,0-50 38
MexaHHYecK1e BIIIOYSHHS
- Bunumeie COOTBETCTBYET COOTBETCTBYET
- HeBHauMbIe:
MACTHLB! >=10 MKM He 6onee 6000/ammyna 5/ ammyna S“Iﬁ e C_-;‘géﬁ;
MacTULRL >= 25 MKM He Gonee 600/ammnyna 0/ ammyna ;{{’/*/"— S
[NocTopotnue npumeck (BN YIKX) J: A
[Tepnapunx He 6onee 0,2 % <0,1 % j :
FrEauHHuHan nenperTrunuposaHHas  He bonee 0,5 % 0,1% 57|
NpUMeECh ‘é. “ e
-CyMma npumeceit He 6onee 2,0 % 0,2%
HasnexaeMeiil obnem He menee 2,0 ma 2,1 mn
bakTepHanbHbIe SHAOTOKCHHEI He Gonee 80 ED/Mn <5 E3/Mn
CTepuaLHOCTD [Ipenapar cTepuneH Ipenapart cTepunen

KommecTBeHHOE ONpeaeneHHe:
|Y(D-cnex'rpo¢)orome1'pnx

40,0 mr +5% [poTtasepuna riapoxnopuaal
2 Mmn

39,9 M1/ 2 Mmn
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Cepruduxar anaania

SANOF1
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
IMponykr: Ho-wmna® pacteop mig uHbexuui, 20 Mr/mMa
Kor ToBapa; 16288 Kong GMID: 272600
Ctpana-uMnoptep: Poccun
Homep cepun: CCIOBA
Jlata npoussoacrsa: 20-Cen-2019 Hara ucteuenus cpoka  Cen-2024
FOAHOCTH:
KonueHTpauus: 40 Mr/ 2 ma aporaBepHHa
THAPOXAOpHAA

lekapcTBeHHas PacTeop Ana HHbexumit
(popma:
Pa3Mep u THII 25 % 2 M1 aMIy sl Creundukauns: ME160481 v.2.0
[yNakoBKu:
MokasaTens Hopma PesyasTar
HITH
DKHAKOCTHaA XpoMaTorpadiis
(B2AOLYIKX)
Conepxanne HaTpus MeTaGucynsduta  Ha MoMeHT Bhimycka: 0,96 mr/mn
(THTPHMCTPH’I) 1,00 mr £10% / mn (90%-1 10%)

Ha xoneu cpoka roaHocTH:

LOOMr -15% - +10% / Mn (85%-110%)
Conepxanue stanona (IMHKX) 66,0 mr/Mn (B nepecyere Ha aGCOMOTHLIH 61,7 Mr/mn

araden 63,35 mo/mn) 210 %

(59,4 - 72,6 Mr/mm)

HacrosmuM noxTsepaaro, 4To BCe 3TaNbl IPOH3BOACTBA 3TOH CEPUM rOTOBOH MPOTYKIUKH GbUTH
BBIMOJIHCHEI B TIOJIHOM COOTBETCTBHH ¢ TpeGoBanmamMu GMP EC u TpeGoBaHHAME
PerucrpanoHHoro ymocroeepesus CTpaHbl HA3HAYEHHUS,
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CepTudnkar ananusza

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvélgy 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
Mpoaykrt: Ho-mna® pacteop ang uebekuuii, 20 Mr/mMna
Kon ToBapa; 16288 Koz GMID: 272600
CtpaHa-uMnoptep: Poccus
Homep cepuu: CCI0BA
Ilata npon3eoacta: 20-Cen-2019 Hara ucrevenus cpoka  Cen-2024
TORHOCTH:
KoHueHTpauHa: 40 M1/ 2 Mn ApoTaBepHHa
THAPOXNOpHAA
JlexapcTBEHHAs PactBop mna uubekumii
dopma:
Pa3mep u Tun 25 % 2 Mn aMmmynel Crneunduxanus: ME160481 v.2.0
HAKOBKH:
Iﬂ)PlMe‘{aHHﬂl
Pemtenne otnesa ofecnetenns KauecTna
Pewmenne: BbHITYUIEHO
TaTa: 15-Okt-2019 08:19
YnoanoMoueHHoOe JINLO: dr. Mezeine Fekete Aniko

tot cepruduKaT aHanK3a GbUT MOANHCAH NEKTPOHHBIM crocoboM ¢ Heronb3oBaHuem LIMS.
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works
- a Sanofi company
Csanyikvdlgy site

SANOFI .7

Private Co. Ltd.

Csanyikvdlgy, P.0.B 565 - 3510 Miskoleg, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té utca
Mail: 1325 Budapest, P.O.Box: 110

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

1-5. Hungary

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCIOBA

Manufacturing date: 20-SEP-2019 Expiry date : SEP-2024

Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type : 25%2 ml amp, Specification : ME160481 v.2.0
Vizsgilatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leirds /Description

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
Liguid chromatography {(HPLC/UPLC)
= Etanol (GLC) / Ethanol (GLC)

- NAtrium-metbiszulfit (Titrimeria) /

Sodium-metabisulfite (Titrimetry)

Tisztasag / Clarity

Szin / Colour

PH / pH

Részecskeszennyezés/Particulate matter
- Lathaté / vVisible

- Szabad szemmel nem lAthatd/Invisible

Tiszta zdldessarga folyadék/ Hegfelel/Complies
Clear greenish-yellow liquid

Megfelel /Complies Megfelel/Complies
Megfelel/Complies Megfelel/Complies
Megfelel /Complies Megfelel/Complies
Megfelel /Complies Megfelel /Complies
Maximum I. ®sszehasonlité oldat/ Megfelel/Complies

The product passes the test
with reference I.

Nem iehet intenzivebb, mint GYl/
Colour of the product is not more
intensive than colour of reference GYl

3.0 - 5.0

Feleljen meg / complies

>=10 pm részecske:<=6000 db/ampulla/ S5 db/amp/vial
Particles>=10 pm:not more than 6000/vial
>=25 pm részecske:<=600 db/ampulla / 0 db/amp/vial

Particles>=25 pnm:not more than 600/wial
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Certificate of Analysis

SANOFI «p»

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

Csanyikvidlgy site

Csanyikvélgy, P.0O.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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCIOSA

Manufacturing date: 20-SEP-2019 Expiry date : SEP-2024

Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 252 ml amp, Specification : ME160481 v.2.0

2 — ——

Vizsgélatok/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 tdltettérfogat / Legalabb 2.0 mi / 2.1 ml

Extractable volume Not less than 2.0 ml

Bakterialis endotoxin/ Kisebb mint 80 EU/ml1/ <5 EU/ml

Bacterial endotaxin Not more than 80 EU/ml

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

Hatdanyagtartalom / Assay

UV spektrofotometria/ 40.0mgt5% drotaverin hidroklorid/2 ml/ 39.9 mg/2 ml
UV spectrophotometry 40.0mg+5% drotaverine hydrochloride/2 ml
or

Folyadékkromatocgréfia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)

Matrium-metabiszulfit tartalom Felszabaditdsi hatéar: 0.96 mg/ml
{Titrimetria) / 1.00 mg+10%/ml (90%-110%) / o
Content of sodium metabisulfite At release: 1.00 mg+10%/ml (90%-110%)

(Titrimetry) Lejérati idé végi:

ik

1.00 mg -15% - +10%/ml (85%-110%}/
At end of shelf life: .
1.00 mg -15% - +10%/ml (B85%-110%)

rap_con_tesultats vs Lap/Page 2 / 3



Certificate of Analysis

SANOFI g

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

Csanyikvdlgy site

Csanyikvdlgy, 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

===

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCIO8A

Manufacturing date: 20-SEP-2019 Expiry date : SEP-2024

Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : sclution for injection

Pack.size, type : 252 ml amp. Specification : ME160481 v.2.0
ES—— p———— ERmm—— A ——— A —— ] ————

Vizsgalatok/TESTS Kévetelmények/SPECIFICATIONS Eredmények/RESULTS

Etanol tartalom (GLC)/ 66.0 mg/ml (ekvivalens 63,35 mg/ml 61.7 mg/ml

Content of ethanol (GLC) abszolut etanollal)}+10%

{59.4-72.6 mg/ml}/

66.0 mg/ml {equivalent to 63.35 mg/ml
of absolute ethanol)+10%

(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 reguirements of the EU and with the requirements of
the Marketing Authorisation (5)

of the destination country/countries,

Rt - — — — -

Megjegyzés / Comment :

W

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 15-0CT-2019 08:19
Qualified person : dr. Mezeiné Fekete Aniké

R

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