CeprudukaTt aHanmnsa

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

Csanyikvilgy site

Csanyikvtlgy, 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

SANOFI % ; y

[Mponykr: Ho-mna® pacteep mnsa uHbeKimit, 20 Mr/mn
Koa ToBapa; 16288 Koa GMID: 272600
CrtpaHa-umnoprep: Poccus
Homep cephu: CCK35A
flata npon3soactea: 31-Okr-2019 Jara ncreueHus cpoka  Okr-2024
TOIHOCTH:
KoHueHTpaLua: 40 mr/ 2 Mn npoTaBeprHa
THOPOXJIOPHAA
llexapcTBeHHAs PacTBop ana uHbeKkuwmit
popma:
PaaMep W THO 25 x 2 M1 aMmynb Cneunduixauus: MEI160481 v.2.0
yMaKOBKH:
TokazaTens Hopma PesynbTart
Onucanue [Ipospauxad 3eneHoBaTo-xKeNTAA COOTBETCTBYET
KHIKOCTh
lMonnHHHOCT:
-JIpoTaBepHH
Y d-cnextpodoToMeTpis COOTBETCTBYET COOTBETCTBYET
PKupkocTran xpomarorpadus COOTBETCTBYET COOTBETCTBYET
(BIKX/YVINX)
-OraHon (IKX) COOTBETCTBYET COOTBETCTBYET
-Hatpus meTabucynbdHT (THTPHMETPHA) COOTBETCTBYET CootsercrByeT
MpospaunocTdb INpenapart fonxeH BbIAEPKHBATE COOTBETCTBYET
CpaBHEHHE ¢ 3TaNnoHoM |
LIBeTHOCTE Oxpacka npenapara He ZOMKHA ObITh GY3
HHTEHCUBHEE oKkpackH atanoHa GYl
pH 30-50 3,8
MexaHHYECKHEe BKNIOYEHHA
- Bunumeie COOTBETCTBYET COOTBETCTBYET
- Hepuaumele:
yacTHLbl >=10 MKM He Gonee 6000/ammyna 15/ ammyna
HACTHLBI >= 25 MKM He 6onee 600/ammyna | [ammyma

[NocToponnue npumec (BXKX/YINX)

- [lepnapun He Gonee 0,2 %
- EnvHnuHas HeupeHTduuMposannas  He Gonee 0,5 %
NpHMEChH

- CymMma npumecei He Gonee 2,0 %

‘CaH0¢‘“ poccua®
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CepTidukar aHanmsa

SANOFI %

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

Csanyikvélgy 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

[Mponykr: Ho-mna® pacteop ans HHBekuutl, 20 Mr/mn
Kon Tosapa; 16288 Kor GMID: 272600
Crpaua-uMnoprep:  Poccun
Homep cepuu: CCK35A
Jlata npoussoactea: 31-Oxr-2019 Jlata ucteyenun cpoka  Oxkt-2024
TOAHOCTH:
KoHueHTpanus: 40 mr/ 2 Mn gporaBepuHa
THAPOXNOpHAA
UlekapcTBeHHAs PacTteop ans uabexuHi
thopma:
Pasmep ¥ TMN 25 x 2 Mn amnynsl Cneundukauusa: ME160481 v.2.0
NaKOBKH:
IMokazaTens Hopma PesynbTat
H3snekaeMblii 06bem He menee 2,0 mn 2,1 Mn
BakTepHanbHble S3HAOTOKCHHBI He 6onee 80 E3/mMn <5 E9/mn
CTepunbHOCTH [Mpenapat cTepHnex IMpenapat cTepuacH
KonnuecTeeHHOE OnpeaeneHue:; 40,0 mr £5% JlpotaBepuna 40,0 Mr/ 2 Mmn
'Y d-cnektpodoToMeTpHa ruapoxnopupa’
W 2 Mn
HMAKOCTHAA XpoMarorpadus
(BIAX/YIHKX)
ConepwaHne HaTpusa mMeTabucyabdura  Ha MoMeHT Bhinmycka: 0,96 mMr/mn
{(TUTpUMeTPHA} 1,00 Mr £10% / Mt (90%-110%)
Ha xoHew cpoka romHocTH:
1,00 Mr-15% - +10% / mn (85%-110%)
|
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CepTHHKAT aHaNHIA

SANOFI % 5

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

Csanyikvolgy site

Csanyikvtlgy, 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

IMpogykT: Ho-wna® pactsop ansa uubekuuii, 20 Mr/mn
Kok ToBapa; 16288 Koa GMID: 272600
Crpana-umnoprep:  Poccus
Homep cepuu: CCK35A
Hata npoussoactea: 31-Okr-2019 Jara ucreyenna cpoka  Okr-2024
TOJHOCTH:
KoHueHTpauus: 40 Mr/ 2 M apoTaBepHHa
FHAPOX/opHAA
UlexapcTBeHHanA PacTteop Ans uHbEKLMI
dopma:
Pasmep v THR 25 x 2 Mn aMmynst Cneundurauns: ME160481 v.2.0
MAKOBKH:
MMokasaTtens Hopma PesynnTar
Conepxanue stanona (HKX) 66,0 Mr/mn (B nepecyete Ha abCOMOTHLIN 62,7 Mr/MN
3TaHou 63,35 mr/Mn) £10 %
(59,4 — 72,6 Mr/mn)

HactoawmM noaTBepRalo, YTO BCE 3TaMbl NMPOH3BOACTBA 3TOH CepHUH rOTOBOMH MPOAYKUMH GBUIH BBIIONHEHB! B
MOJMHOM COOTBETCTBHH ¢ TpedosanHamu GMP EC u TpeboBaHHAMH PerucTpalMOHHOTO YIOCTOBEPEHHA CTPAHBI

HasHa4YeHHs,

Pewncnne oTaena obecneyeHns Kayecrsa
Pewrenne: BLITTYUIEHO
Jlara: 22-Hoa6-2019 14:53
Y MOJIHOMOYEHHOE JIHIO; dr. Papai Judit

IToT ceprudukaT aHanK3a GbUI NOANKCAH ANEKTPOHHBIM CIIOCO60M C Hcnonb3oBanuem LIMS.
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NMPUNOXXEHUE K CEPTU®UKATY AHAJIU3A

(conposoauTenbHoe NUCbMO)

HaumenoBanue npoaykra: Ho-wna p-p ans uebexuui, 20 mr/ma
Howmep cepun: CCK35A

GMID: 272600

Jarta npoussojicTea: 31.16.2019

l'onex no: 10.2024

Howmep PY, sapeructpupoBantoro B Poccuu: ITNO11854/01

A®H (nazpaume cybeTaHLINKM, HA3BAHNE H a[pec NPOHU3IBOAHTENA CyOCTaHLIMK):
JpoTageprna [napoxnopun

XHHOKH, KOMNIAHHA C OrPaHHYEHHON OTBETCTBEHHOCTBIO

H-1045 Bysanewr, To ya., 1-5.

Benrpua

A noaTsepHmAlo, MTO HaHHAA CEPHA MPOTECTHPOBAHA MO BCEM NApaMeTpaM, NEPEMHCAEHHBIM B CheLM(HKalyn
Hopmaruexo# [lokyMeHTamii, 3aperHcTpHpoOBaHHOi B HacTosLwee BpeMs B Poccutickoii Menepauin.

Hacroawmm noareepxaaercs, YTO NapTis coOTBETCTBYET TpeGopaHUaM Paznenos Ynakoska v MapkupoBka
HopmaTieHOi NOKyMEHTaLMH, 3aperHCTPHPOBAHHOI B HacToAwee BpeMs B Poccubickoii Menepaumy *,

[Moanuce/nara: [noanucs]
09.01.2020

Hma (neuatheiMu Gyksamu): Jokyaur [Tanaii

HomxnocTs: QA Tlposuzop
Y nonHOMOYEHHOE AHLIO
CSA ObBecneueHue kauecTBa NPOAYKLHH

* «MaprupoeKa GeinONHEHA 6 NOTHOM COOMEEMCMEUU C ROCTIEOHUMY OOGBPEHNBIMU BEPCUAMU MAKEMOB
VHAKOBOUHBIX MAMEPUANO8 U UHCHIPYKYUU ONA MEOUYUHCKO2O RNPUMEHEeHUS. Ynakosxa noaHocmuio
coomeememeyem cheyuguxayuu k Hopmamueroti Doxymenmayuu, u nepemennan unpopyaiis afqueceua 8
COOMBEMCMBYIOUUE ROAAY,




Certificate of Analysis .

SANOFI

CHINOIN Pharmaceutical and Chemical Works Priwate Co, Ltd,
- a Sanofi company

Csanyikvblgy 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.O.Box: 110

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCK35A

Manufacturing date: 31-QCT-2019 Expiry date : OCT-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type : 25x2 ml amp. Specification : ME160481 v.2.0

Leirds fDescription Tiszta zbldessdrga folyadék/ Megfelel/Complies

Clear greenish-yellow liguid

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel /Complies Megfelel /Complies
UV spectrophotometry

Folyadékkromatografia (HPLC/UPLC)/ Megtelel/Complies Megfelel /Complies
Ligquid chromatography (HPLC/UPLC) :

- Etanol {GLC) / Ethanol ({(GLC) Megfelel /Complies Megfelel /Complies
- NAtrium-metbiszulfit (Titrimeria) / Megfelel /Complies Megfelel /Complies

Sedium-metabisulfite (Titrimetry)

Tisztasdg / Clarity Maximum I. Ssszehasonlits oldat/ Megfelel /Complies
The product paases the test
with reference 1.

Szin / Colour Nem lehet intenzivebb, mint GY1/ GY3
Colour of the product is not moce
intensive than colour of refersnce GY1

PH / pH 3.0 -3.0 o 1.8

Részecskeszennyezés/Particulate matter ;
- Lathaté / Visible Feleljeh neg ./ complies. i Megfelel /Complies

- Szabad szemmel nem lathaté/Invisible svio.pmﬂrészecske:<—500b dbfampullas
Particles>=10 pminot more than 6000/vial
3+25 yn részecske:<=600 db/ampulla /
Particles>«25 pminot more than 600/vial
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Certificate of Analysis

CHINOGIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvdlgy site

Csanyikvdlgy, P.0O.B 565 - 3510 Miskolc,

Phone: +3646/804-000

Hungary

Registered Office: 1045 Budapest, T6 utca 1-5. Hungary

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

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

Potency 1
Dosage form :
Pack.size, type :

| |

25x2 ml amp.

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

Item code : 16288 GMID code 272600
Import. country OROSZORSZAG / Russia

Batch number : CCK35a

Manufacturing date: 31-0CT-2019 Expiry date OCT-2024

40 mg/ 2ml Drotaverin HCl

solution for injection

Specification ME160481 v.2.0

Rokon anyagok
Folyadéxkromatografia (HPLC/UPLCY /
Related impurities

Liguid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyez8k egyenként /
8ingle unspecified impuries

Osszes szennyezt / Total impurities

Kivehat# toltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitds / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC)/
Liguid chromatography (HPLC/UPLC)

Natrium-metabiszulfit tartalom
{(Titrimetria) /
Content of scdium metabisulfite

{Titrimetry)

max.0.2 % / not more than 0.2 % <0.1 %
max.0.5 % / not more than 0.5 % 0.1%
max.2.0-% / not more than 2.0 % 0.1 %
Legalabbh 2.0 ml / 2.1 ml

Not . less than 2.0 ml
Kisebb mint 80 EU/ml/ <5 Ell/ml
Not ‘more than 80 EU/ml

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

sterile

40.0mg+5% drotaverin hidroklorid/Z ml/
40, 0mg+5% drotaverine hydrochloride/2 ml

40.0 mg/2 ml

Fels:ahadit&si.hat&r: 0.96 mg/ml
1.00 mgtl0%/ml (90%-110%) /

At release: 1.00 mgtl0a/ml (908-1108)

Lejdrati idd végi:

1.00 mg -15% - +10%/ml {B53-110%)/

At end of shelf 1ife:

.00 myo=15% = +10%/ml (B5%-110%)
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Certificate of Analysis

SANOFI| v g

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

Csanyikvdlgy site

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

Phone: +3646/804-000

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

Phone: 361/505-0000 / Fax: 361/505-000%

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCK35A

Manufacturing date: 31-0CT-2019 Expiry date : OCT-2024
Potency : 40 mg/ 2ml Drotaverin HC1

Dosage form : sclution for injection

Pack.size, type : 25%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/mi 62.7 mg/ml
Content of ethanaol ({GLC) abszolGt 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/mi)

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 ($)

of the destination country/countries.

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 22-NOV-2019 14:53
Qualified person : Dr. Papai Judit

This Certificate of Analysis 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: CCK35A

GMID: 272600

Manufacturing Date: 31.10. 20109,

Expiry Date: 10. 2024,

Reference number to MA registered in Russia: 1 N011854/01
API {name of API, name and address of manufacturing site):
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
H-1045 Budapest TS 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 Russlan 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*,

SANOF! w2

Chlno!ﬂ Private Co. Ltd. - o Sanofi company
] " Csanykviigy site
Dt Judd Papai

’20 20 Q( Oﬁ Qualfied Person
Printed Name: Papail Judit

Signature/Date:

Title: QA Pharmacist
Qualified Persan
CSA Products’ Quality Assurance

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