TEKJIAPAIIASI O COOTBETCTBHM

JEKJAPAHT, MPHHUMAIONHI AEKJIAPAITHIO O COOTBETCTBHUH

AO "Canoghu Poccun"

Csedenun o pezucmpayuu opeanusayuu. Mexcpaiionnan uncnexyus Pedepanvroii Hano2oeoi cayxchvl Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckasn, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanousiii dupexmop Monoic O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepenrnocms 6/u om 01.12.2017

3ASIBJAET, YTO
nexapcmeennoe cpedcmeo: Ho-wna, pacmeop Ons 8HYMpUGEHHO20 U BHYmpUuMbitieuHozo egedenun 20 maima 2

M, QMAYbL MEMHO20 CMeKAa (5), YNaKoeKU KonmypHole niacmuxossie (noodowst) (1), nauxu xapmounvie, PY
Ne IT NO11854/01 om 27.07.2010 (dama 3amenwr 02.04.2018), cepus 8CN394, napmus 21902 ynaxosox, 200en
do 01.12.2023, npouzeodcmea XHHOHH 3as0d Papmayeemuyeckux u Xumuneckux npodykmos 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskole, Csanyikvolgy, Hungary xo0
OKII2 21.20.10.113, koo TH B3 3004490009, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085322712 om 08.02.2019

COOTBETCTBYET TPEBOBAHHUAM

IT N011854/01-020418 uzm. Ne |

JEKJAPAIIUS ITPHHATA HA OCHOBAHHH

npomoxon ucnsimaruii Ne 3740 om 12.02.2019 HJ1 000 HL] "®APMOBOPOHA", ammecmam arKpeoumayuu
POCC RU.0001.21®DJ140, Cepmugpuxam POCC HU. OM08.C33712 om 13.02.2019

JIATA IIPHHSTHST JEKJIAPALIHM /3.02.2019
NEKAAPAHAS SEACTBHTEILHA JIO 01.12.2023
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CBEJEHUS O PETUCTPALIN

OPTAH I10 CEPTU®UKAIUH, 3APETHCTPHPOBABIIIHI JEKJIAPALTUIO

RA.RU. 11 ®M08 OPIAH ITO CEPTHOHKAL[HH IPONYKUHH OBLJECTBO C OF, PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, zopoo Mocxkea, yr. Macmepxosa, 0. 4, sm. 3., men. :(495)788-02-88, eeb-
catim; oyxkk.pe.

JEKJAPALAST O COOTBETCTBHHM 3APETHCTPHPOBAHA M POCC RU J-HU.PM08.4.15542/19
JATA PETHCTPAIIUNA [3.02.2019
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Ceprudnkar anamaa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd,
- a Sanofi company
Csanyikvdlgy 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
TpomykT: HO-IINTA Pacteop njs
vubekumtl, 20 mr/mn RUS.
5X2 mn
Kon Toeapa; 360551 Kon GMID: 360551
Crpana-umnoprep: Poccua
Homep cepuu: BCN39A
Ilara npouseoncTea; 11-JIEK-2018 Hara ycredenna cpoka  JEK-2023
FONHOCTH;
OHUCHTPALLIA: 20 M1/ 2 Mn fipoTaBepuHa
THAPOXJIOpHIA
€KapCTBeHAAA Pacteop ana nepexumi
dbopMa:
a3Mep H THI 5 x 2 Mn aMmmyns! Cremnduxaigs: ME16048] v.2.0
AKOBKH:
OKA3aTeNb Hopma PesyanTar -
‘Ormucanue Ilpo3paunan 3enenosato-kenTan doBTBeTcmyeT
HHOKOCTS
KOOTBETCTBYET
JIpoTaBepHHA rHAPOXNOPHA
- Y®-cnextpodotomerpus COOTBETCTBYET COOTBETCTRYET
- BaXX COOTBEYCTBYET COOTBETCTBYET
- Otanon
- T COOTBETCTBYET COOTBETCTBYET
- Harpua Metabucym.¢ura/rutpopasne cooTrercrayer COOTBETCTBYET
IlpospausocTs pacteopa TIpomyxT npomen yemutanne. COOTBETCTBYET
(onanecueHms) Onanecueruns uenbiTyeMoro pacTeopa
He NpeBHMIACT ONaNeCHeHLMIO 3TANoHa |
LpeTHOCTS pacTsopa Hcrmrryemplit pacTsop okpamen He GY2
fonee NHTEHCHBHO, YeM 3TanoH GY1
pH 3,0-50 3.8
BumiMiie Mexarmmeckue npuMech/ COOTBETCTBYET COOTBETCTBYET
HEBHANMEIE MEXaHWIECKHUE MPHMECH
d>=10 MrM <=6000 en./ammyna 10 en./amnyna
>= 25 MKM <=600 en./amMnyna 1 en./ammyna
OACTBEHHEIE puMedcH /B3XKX
epIiapuH <=0.2 (06/06)% <0,1 %
JHHUIHAA HEHAeHTHHITHPOBaHHAN <=0.5 {06/06)% 0,1%
HMECh
YMMa OpEMeceit <=2.0 (06/06)% 6,2%
3pnexaeMeili o6bem He meHee 2,0 Mn 2.1 Mn
CTIBITaHHe HA IPUCYTCTBHE <= 80 3E/Mn <5 JE/mn
KTePHANBELIX SHAOTOKCHHOB
[CTepuiIBHOCTH Ipemnapar crepunen CTEPWIEH
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Ceprudnxar anamaa

SANOFI

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 utca 1-5. Hungary

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

Phone: 361/505-0000 / Fax: 361/505-0005
PORYKT: HO-1LTIIA PacTsop ana

Hnbekuui, 20 Mr/ma RUS.
5X2 mn

Koz ToBapa; 360551 Kon GMID: 360551

Crpana-manoprep:  Poccus

HoMmep ceprm; 8CN3%9A

Mlata nponseonctea: 11-TTEK-2018 Hara uctenenns cpoka  JIEK-2023

TOIROCTH:

KoHneHTpawms: 20 mr/ 2 Mn ApoTaBepyHa

THIAPOXNIOpHI2

lexapcTBeHnan PacTsop anq unneximii

dopma:

Pasmep u THI 3 X 2 MII aMITyIILl Crempdmxamms: ME!60481 v.2.0
NIAKOBKH:

[Moxasarens Hopma Pe3yibTaT
OJIHICCTBEHHOE ompeneneHne myteM 40,0 Mr +/-5% / iporasepun rHapoxaopun/ 2 40,0 Mrf 2 mn
P-cniekTpodoTOMETPHH MA
OLEPXUMOE HATPHA MeTabucyabpura 1,00 Mr+-10% / ma (90%-110%) 0,97 mr/mn
ONepXKaHNE 3TAHONA 66,0 Mr/mn (B nepecyere pa a6coMOTHEN 64,6 Mrimn

aranon 63,35 mr/mn) O 10 % (594-72,6
MI/MIT)

Hacrosmmm noaTsepxaaro, 9T0 Bce 3Tamsl OPOHM3BOACTBA 3TOH CEPHH TOTOBOH NpPOAYKIIMH
OBUIM BLIONHEHB! B IONHOM COOTBETCTBHH C TpebosanisiMu GMP EC u TpeboBarmamu
Peructpanuorsoro yaocTosepennus crpans Haznauenus,
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Ceprudukar anannia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvblgy 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
TIpoxyxr: HO-IIITA Pacreop mns

unbeximii, 20 mr/man RUS,

5X2 mn
Koz Tosapa; 360551 Ko GMID: 360551
Crpana-ummnoprep:  Poccus
HoMep cepun: 8CN39A
[aTa mponssoactea: 11-JEK-2018 Hata neteverua cpoka  JIEK-2023

FOIHOCTH:

KoHueHTpaIpi: 20 M1/ 2 MI ApoTaBEpHHA

THOpOXJopHaa
UlexapcTBeHHas PactBop nna unbexumi
dbopma:
PasMep u THII 5 x 2 Mn aMmyst Criemmguxamin: ME160481 v.2.0

TAKOBKH:
| TIPHMEYaHHUS:
Pewenne otnena obecnevennn kadecTBa

{Petenne: BBIOTVIIERO
farta: 30-AHB-2019 06:30
Y moasoModYeHOe MLO: Dr. Papai Judit

10T cepTHdHKaT aHanH3a OBUI IOATMCAH MEKTPOHHLM crioco6oM ¢ HeHomb308anAeM LIMS.
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Certificate of Analysis

SANOFI wg

CHINOIN Pharmaceutical and Chemical Works Frivate Co, Ltd.
= a Sanofi company

Ceanyikvilgy site

Caanyikvilgy, P.0.B 565 - 3510 Miskele, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, T& utca 1-3%. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

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

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

Batch number : BCHAGH

Manufacturing date: 11-DEC-2018 Expiry date : DEC-2023
Fotency : 20 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

Pack.size, type

s

5x 2 ml amp. Specification : ME160481 v.2.0

N e

Leirés /Description " Megfelel/Complies

iy
S
Azonossag/ldentification yg'%
= Drotaverin / drotaverine “t*
UV spektrofotemetria / ' Megfelel/Complies
IV spectrophotometry Ng
Folyadékkromatografia (HPLC/UPLC)/ - Megfelel/Complies

bok s

Liguid chromategraphy (HELC/UPLC)

- Etancl (GLC) / Ethanol (GLC) iMegfelel /Complies

Ry

- Matrivm-metbiszulfit (Titrimeria) /

c
G

Bl Megfelel /Complies
e
Sodium-metabisulfite (Titrimetry) b
A e
e
s
Tisztasag /[ Clarity _s_’;’jzt% ‘Megfelel /Complies
S
e 3 ..'° 3
: e b
e

e

o
AT

Szin / Colour

3
e

e

PH / pH

Részecskeszennyezés/Particulate matter
= Lathaté / Visible

- Szabad szemmel nem lathsaté/Invisible

rap con_resultate v5 Lap/Page 1 IZ3



Certificate of Analysis

SANOFI g

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

Caanyikvolgy site

Ceanyikvilgy, P.0.B 565 - 3510 Miskole, Hungary

Fhone: +3646/804-000

Registered Office: 104% Budapest, Té utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

Froduct : No-zpa® solution for injection, 20 mg/ml

Ttem code : 360551 GMID code ; 360551
Import. country : OROSZORSZAG / Russia

Batch number : BCH3OA

Manufacturing date: 11-DEC-2018 Expiry date : DEC-2023
Potency : 20 mg/ 2Zml Drotaverin HCl

Dosage form : solution for injectien

Pack.size,type : 5% 2 ml amp. Specification : ME1604E1 v.2.0

Bokon anyagok
Folyadékkromatografia (HPLC/UBLC) /
Related impurities

Liguid chromaography (HPLC/UPLE)
Ferparin / Perparine

Ismeretlen szennye:dk egyenként /
Single unspecified impuries

Usszes szennyezd / Total impurities

»&}33?

P e

o .n..b°."

Fivehetd toltettérfogat / (ﬁ;;;“?“, "& &M%i
[ e e T
Extractable volume ;,&@g;&@‘a: thas 2
A e [ Gt

e

Bakteridlis endotoxin/
Bacterial endotoxin

+ =5 El/ml

S
Ak
Ak

o i
Gani
R

.;y':v
i o
Sterilités / Sterility A termsk steril / The product is
SEEEEET sterile
e
2 o o ]
g

2R

Hatdanyagtartalom / hssay

W spektrofotometria/

UV spectrophotometry

or

Folyadékkromatogrdfia (HPLC/UPLC)/
Ligquid chromatography (HPLC/UPLC)

2 40.0 mg/2 m

Naitrium-metabiszulfit tartalom
[Titrimetria) /
Content of scdium metabisulfite

£ 0.97 mg/m

s o
iTitriretry) 4 dde i
AT e Foah - =
Al 5 i i
i o - Fi 2
1400 mg ~13% -~ H1oh/my
S R el 5 AT
At end of snelf iire e
i) R ey it mM_-'j;.
_ﬁm L si'{;ﬁia ﬁ-t?ﬂ'-"
e, S e :»*M‘;\/ T
»wxwvﬁ,,wxw”ﬁ@»&V-¢«wo SR
i R T B b
e e & i
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Certificate of Analysis

SANOFI «

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

Csanyikvdlgy site

Czanyikvblgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

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

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

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

Item ccde : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : 8CN39A

Manufacturing date: 11-DEC-2018 Expiry date : DEC-2023
Potency : 20 mg/ 2ml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 5% 2ml amp. Specification : ME160481 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 reguirements of the EU and with the requirements of
the Marketing Authorisation (§)

of the destination country/countries.

i
R e e R R R
o e e
SR s NS
Decision :
Datea : 30-JAN-2019 06:30
Qualified person : Dr. Papai Judit

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