NEKJAPAIIMSI O COOTBETCTBUH

JEKJIAPAHT, MPHHUMAIONI¥I JEKJAPAIIVIO O COOTBETCTBUA

AO "Carnogu Poccun”

Ceedenun o pezucmpayuy opzanusayuu; Mexcpaionnas uncnexyus Dedeparvroti RANO2060T cryscOvt Ne 46 no
2 Mockse 01,01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, yn. Teepckas, 8. 22. Tenechon/pawc: 8 (495) 721 -14-00/721-14-11

B nuye: Ienepanvhutii Qupexmop Mousic O.A.

Hoeepennoe nuyo: Knoxosa FO.C., dosepennocmy 6/n om 01.12.2017

3AABIIAET, UTO
nexapcmeennoe cpedcmeo. Ho-wna, pacmeop 0as 6HympUgEHHO20 U 6HYMPUMbIMIEUHOZO seeoenun 20 ma/ma 2

ML, QMAYAbE THEMHO20 CIEKAQ (3), YRAKOSKY KOHMYPHbIE Aacmuxoesie (noddonsl) (1), nauku Kapmounbsie, PY
Mo IT NO11854/01 om 27.07.2010 (dama samenw: 02.04.2018), cepus 8CL27A, napmus 19200 ynaxosox, 200eH
do 01.10.2023, npousecdcmea XHHOHH 3a600 Papmayesmuteckux u XumMuuecKux HpodyKmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, ko0
OKILJI2 21.20.10.113, k00 TH B3J] 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085316474 om 07.12.2018

COOTBETCTBYET TPEBOBAHHIM
II NO11854/01-020418 usm. Ne 1

JAEKJAPATINSI IPUHATA HA OCHOBAHHH
npomoxon ucnstmanuil Ne 37000 om 13.12.2018 HJT 000 HI] "OAPMOBOPOHA", ammecman

axxpedumayuu POCC RU.0001.21®J140, Cepmupuxam POCC HU.®M08.C29914 om 13.1 2.2018

JIATA TIPUFITIS JIEKTAPAXTE] 13.12.2018
JEKJIAPAITHS AEACTBUTENGHA JO 07.10.2023

2 Knokosa 10.C.
Y O/INKCE ¢ N0

P
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CBEJEHMUS O PETUCTPAIINH

OPTAH IO CEPTH®UKAIUH, 3SAPEFMCTPHPOBABII N JEKJIAPAIIAIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKALIHH ITPONYKIHH OIECTBO C OlPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOM I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opezana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim. oyxr.pg.
AEKJAPALIAHA O COOTBETCTBHMH 3APETHCTPUPOBAHA ¥ POCC RU /I-HU.®M08.A.10228/18

JATA'PEIACTPALIAH 13.12.2018
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Cepranduxar aHanu3a

SANOF1
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy 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: 361/305-0000 / Fax: 361/505-0005
[TponyKT: HO-1UT1A PacTteop ans
HHbekuui, 20 mr/vn RUS,
5X2 Mn
Kox rosapa; 360551 Kon GMID: 360551
Ctpana-umnoptep:  Poccus
Homep cepuit: 8CL27A
JlaTa npouseonctea: 24-OKT-2018 Hara ucrevenus cpoka  OKT-2023
FOIHOCTH!
KoHuerTpaLus: 20 mMr/ 2 M1 apoTaBEpUHA
THAPOXJIOPUIA
UexapcTaeHHas PacTeop 18 HEbEKLAH
hopma:
Pazmep 1 THIE 5 % 2 MI aMmynsl Creupndukanus: ME160481 v.2.0
TIAKOBKH:
floxazaTenb Hopma Pesyawrar
Onucanue Tpospaunas 3eAeHOBATO-KEITAA COOTBETCTBYET
KUAKOCTh
COOTBETCTBYET
JlpoTaBepHHA MHAPOXAOPHA
- Y®-cnekrpodoToMeTpus COOTBETCTBYET COOTBETCTBYET
- B2XKX COOTBETCTRYET COOTBETCTBYET
- Jranon
-TKX COOTBETCTRYET COOTBETCTRYET
- Hatpus MeraGucynbduTa/THTPORAHNE COOTBETCTBYET COOTBETCTBYET
[Tpo3pauHOCT pacTRopa IMpoaykT Npollen HCIBITARKE. COOTBETCTBYET
{onanecLieHINs) OnanecleRUMA HCTIBITYEMOTO PacTBOPa
He TPEBBILIAET ONasieCSHINIO ITaN0Ha |
LlreTHOCTEL pacTBOPA HcnsiTyeMslii pacTsop OKpalieH He GY2
fSonee HHTEHCHEBHO, YeM 3TatoH QY]
pH 3,0-50 3.8
BuaumMeie MexaHHYecKUe NpuMech/ COOTBETCTRYET COOTBETCTBYET

HEBUAHMbIE MEXAHHYCCKHE NIPHMECH

d>=10 MKM
d>= 25 MKM

PoactaeHHble npuMeyck /BIAX
[Tepnapuu
E aMHH1HAA HeMeHTHOUIMPOBaHHAA

NpHMECh
Cymma apumecei

H3enexaeMblil 00beM

HcnbITagHe Ha IPUCYTCTBHE
DaKTepHalbHbIX IJHAOTOKCHHOB
CTepHILHOCTS

<=6000 ex./ammyna
<=600 en./amnyna

<=0.2 (06/00)%
<=0.5 (06/06)%

<=2.0 (06/00)%
He menee 2,0 mn
<= 80 DE/mn

IMpenapar crepunen

6 en./amnyna
0 en./ammyna

<0,1 %
0,1%

0,2%
2.1 ma
<5 BE/mn

CTEPWJIEH
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Ceprudrxar aHannsa

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 I-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
IIpoaykr: HO-UITA Pacrsop ans

uabekuni, 20 mr/mn RUS.

5X2 mn
Kon roeapa; 360551 Koa GMID: 360351
Crpana-umnoprep:  Poccns
Homep cepu: S8CL27A
Jlata npouszsoactea: 24-OKT-2018 Hara ucreuenus cpoxka  OKT-2023

TONHOCTH:

KoHueHTpauus: 20 mr/ 2 Mn gpoTasepHHa

THIpOXJ0pMAA
JlexapcTBennas PacTsop 4715 NHBEKLM#H
dopma:
Pasmep 1 TUI 5 x 2 M1 aMITyab Creunduxaiys: ME16048] v.2.0

NAKOBKH:
Hokazarens Hopma Pesynbrar
Konmuecrsennoe onpeaenchue myrem 40,0 mr +/-5% / iporasepnn ruapoxnopu/ 2 40,1 mr/ 2 ma
Y®-cnekrpodoToMeTpin M
Conepxumoe Hatpns Metabucynnpura 1,00 mr +/-10% / M (90%-110%) 0,96 Mrimn
Conepanine 3TaHoNa 66,0 Mr/ma (B nepecyere Ha abeoMOTHEIH 63,8 Mr/Mn
yranoa 63,35 mr/mn) 3 10 % (59,4 - 72,6
MI/MIT}

HacTosiunM NOATBEPKIAALD, YTO BCE ITAILI IPOH3BOACTRA TOH CEPHH TOTOBOH NPOAYKIHH OBLIH
BLINNOJHEHH B noMHOM cooteetcTBuu ¢ Tpedosanmamu GMP EC w  rpeboBanusamu
PerucTpatiOHHOTO YI0CTOREPEHHS CTPanbl Ha3HAYCHH.
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Ceprudukar anaansa

SANOFI N
*

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvilgy 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
[1poaykT: HO-UIT1A PacTtsop Ans

nhbexunf, 20 mr/ma RUS.

5X2 Mn
Kon rosapa; 360551 Kon GMID: 360551
Crpana-umnoprep:  Poccus
Homep cepuu: BCL27A
lara npouszgoactea: 24-OKT-2018 Jlata ucteuenus cpoka  OKT-2023

Ir'OJAHOCTH:

KonuenTpanys: 20 Mr/ 2 M npoTaBeprHa

THApOXnoOpyia
JiexapcTaennasn PacTsop 118 MHBEKUMH
thopMma;
Pasmep u Tin 5 % 2 MA aMAyAbl Creundukaliua: ME160481 v.2.0

MaKOBKH:
IMPpUMEYHAHUA
Peluense otieia obecneveHlsA KaYecTBa

Penlenne: BBUIYIIEHO
Tara; 03-TIEK-2018 10:33
Y nOIHOMOYEHHOE JTHIT0: dr. Mezeiné Fekete Aniko

DroT cepradukar anauza ObUI MOANHCAH MIEKTPOHHBIM ClIOcO00M ¢ uenonbiosanueM LIMS.
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Certificate of Analysis

CHINCIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikviblgy site

Csanyikvdlgy,
Phone: +3646/804-000

1045 Budapest,
P.0.Box: 119

Registered Office:
Mail: 1325 Budapest,
Phone: 361/505-0000 / Fax:

P.0.B 565 - 3510 Miskolc,

361/505-0005

Hungary

Té utca 1-5. Hungary

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

Item code 360551 GMID code 360552
Import. country OROSZORSZAG / Russia

Batch number 8CL2TA

Manufacturing date: 24-0CT-2018 Expiry date OCT-2023

Potency
Dosage form

Pack.size, type 5 x 2 ml amp.

Vizsgalatok/TESTS

20 mg/ 2ml Drotaverin HCL

solutien for injection

ME160481 v.2.0

Specification

Leilr&s /Description

hzonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria /

UV spectrophotomatry
Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)
/ kthanol {GLC)

- bBtanol {(GLC)

- Natrium-metbiszulfit (Titrimeria} /

Scdium-metabisulfite (Titrimetry)

Tisztasdg / Clarity

Szin / Celour

pH / pH

Részecskeszennyezés/Particulate matter
- Lathaté / Visible

- Bzabad szemmel nem lathaté/Invisible

.Megfelel/Complies
Megfelel /Complies
Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

GY2

Megfelel/Complies
S 6 db/amp/vial

0 db/amp/vial
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Certificate of Analysis

CHINCIN Fharmaceutical and Chemical Works Private Co. Ltd.
- a Banecfil company

Csanyikvélgy site

Csanyikvélgy, P.O.B %65 -~ 3510 Miskelc, Hungary

Phone: +3646/804-000

Registered COffice: 1045 Budapest, TO utca 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110

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

Preduct No-spa® solution for injecticon, 20 mg/ml
Item code : 380551 GMID code
Import. country : OROSZORSZAG / Russia

Batch number : 8CL27A

Manufacturing date: 24-0CT-2018 Expiry date
Potency : 20 mg/ 2ml Drotaverin HCL

Dosage form : solution for injectien

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

360551

OCT-2023

ME1e0481 v.2.0

'Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /
Related impurities

Liguid chromaography (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Usszes szennyezd / Total impurities

Kiveheto toltettérfogat /

Extractable volume

Bakterialis endotoxin/

Bacterial endotoxin

Sterilités / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UFRLE)/
Liquid chromatography (HPLC/UPLC)

Nitrium-metabiszulfit tartalom
(Titrimetria) /
Content of sodium metabisulfite

(Fitrimetry)

<0.1 %
0.1 %

<5 EU/ml

A termék steril / The precduct is

sterile

40.1 mg/Z2 ml

.96 mg/ml
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Certificate of Analysis
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CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
~ a Sanofi company
Csanylkvélgy site
Csanyikvtélgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, T¢ utca 1-5. Hungary
Mail: 1325 Budapest, P.0O.Box: 110
Phone: 361/5C5-0G00 / Fax: 361/505-0005
Product : No-spa® solution for injection, 20 mg/ml
Item code : 360551 GMID code : 360551
Import. country : OROSZORSZAC / Russia
Batch number : 8CL27A
Manufacturing date: 24-0CT-2018 Expiry date : OCT-2023
Potency : 20 mg/ 2ml Drotaverin HC1
Dosage form : selution for injection
Pack.size, type : 5 %x 2 mi amp. Specification : ME16C481 v.2.0

Etanol tartalom (GLC)/
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 ARuthorisation (8}

of the destination country/countries,

o Aoy L A L U A A A L A A A A A R N A A A AU K K R AR AT
et st SO e D B B B a1 L S A R AL AT A AR

Megjegyzés / Comment

Decision : FELSZABADITVA / RELEASED
bate : 03~DEC-2018 10:33
Qualified person : dr. Mezeiné Fekete Anikod

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