JEKJAPAIINA O COOTBETCTBHH

JEKJIAPAHT, IPHHUMAIOIIHWIA JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canocpu Poccun”

Ceedenun o pezucmpayuu opzanuzayun: Mexcpationnan uncnexyus Pedepansroii Hanozoeot cayscbvi Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, 0ama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/721-14-11

B nuye: Ienepanonutii oupexmop Monaic O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepenrnocmo 6/n om 01.12.2017

3AABJSET, UTO
Rexapcmeennoe cpedcmeo. Ho-uina, pacmeop 04s 6HyMPUBEHHO20 U BHYMPUMbILLEYHO020 66e0eHuUn 20 M2/mn 2

MA, GMAYIbL MEMHO20 CMeKAa (3), yRaKosKy KOHMypHble niacmukossie (nodoousy) (1), nauku xapmonnsie, PY
No IT NO11854/01 om 27.07.2010 (0ama 3amenvt 02,04.2018), cepus 8CN36A, napmun 22070 ynaxoeox, 200eH
0o 01.12.2023, npouzeodcmea XHHOHH 3aeod @apmayesmuseckux u Xumuyeckux npodyxmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary xoo
OKIIO2 21.20.10.113, oo TH B3 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085322712 om 08.02.2019

COOTBETCTBYET TPEBOBAHHSAM
IT N011854/01-020418 uzm. Ne 1

JAEKJIAPAITUSA ITPHHATA HA OCHOBAHHH
npomoxon ucnwmanui Ne 3710 om 12.02.2019 HJT 000 HI "®APMOBOPOHA", ammecmam axxpeoumayuu

POCC RU.0001.21J140, Cepmugpuxam POCC HU. ®M08.C33709 om 13.02.2019

JATA ITIPHHATHSA JEKJIAPAIIMMA [3.02.2019

Crenanos C.C.

”HOT‘) ’a A‘l :ﬁj (@ﬁf O.U.0
B BT £
CBEJAEHUSA O PET'NCTPALIUHA

OPTAH IO CEPTHOHUKAIIHH, 3APETHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU.11OMO8 OPTAH 10 CEPTH®HKALIHH ITPOLYKLHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxkosa, 0. 4, am. 3., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JNEKJAPAIIUA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-HU.®M08.A.15539/19
JATA PECUCTPAITHH /3.02.2019

MIT
Kauan E.B.

np2UH-no Yonmiaes 3am. pykosoautens OC
cepmughukayin




Ceprudukar anannsa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co, Ltd.
- a Sanofi company
Csanyikvolgy site
Csanyikvslgy, 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
TIpomykr: HO-LIITA Pacrsop s
EHbexumit, 20 Mr/mn RUS.
5X2 mn
Ken ropapa; 360551 Kon GMID: 360551
Crpana-mvnoprep:  Poccha
Homep cepimi: 8CN36A
lara npouseoacTea: 07-7IEK-2018 Jara vcregerms cpoka  TEK-2023
TOIHOCTH:
KoHueHTpamms; 20 mr/ 2 Mn npoTaBepuHa
THAPOXICPHARA
UlexapcTBeRHaA Pactsop w11 nHbeXumH
opMa;
a3Mep M THN 5 X 2 M1 aMImyImi Cnemmduaxannn: ME160481 v.2.0
AKOBKH:
Moxasarens Hopma PesynpTar
(Omicanue TIpospatnas 3eneHOBATO-KENTan COOTBETCTRYET
KHAKOCTD
COOTBETCTBYET
HlpoTasepuna rEApoxAOpHA
- Y-cnektpodioTomMeTpus COOTBETCTBYET COOTBETCTBYET
- B3XKX COOTBETCTBYET COOTBETCTBYET
- JTaHon
-TKX COOTBETCTBYET COOTBETCTBYET
- Harpus merabucysmdura/rurpopanme COOTBETCTBYET COOTBETCTBYET
HIpo3pausocTs pacTeopa MpomxyxT npowen nenwranme. COOTBETCTBYET
{onanecueHIn) Onanecueruna yemiTyeMoro pacteopa
HE NpEBLIAET ONANCCUSHITHIO 3TaNoHa |
IipeTHOCTS pPacTBOpa Hermaryemsiit pactaop okpamen He GY2
Gonee HATEHCHBHO, YeM atanol GY]
pH 3,0-50 39
Buznumiie MexaHHUeCKHE HpuMeck/ COOTBEICTBYET COOTBETCTBYET
CBHIMMEIE MEXAHHIECKHE IPAMECH
=10 MKM <=6000 en./ammyna 4 en/amimyna
>= 25 MEM <=600 en./amMmyna 1 en./amiryna
OICTBEHHBIE MpHMeucH /B3XKX
epnapHH <=0.2 (06/06)% <0,1 %
“IVHAYHaA HeHACHTHDHIMpOBaHHas <={.5 (06/06)% 0,1%
MMeCh
CymMa nprMeceti <=2.0 (06/06)% 0,2%
3ENeKaeMbill o6BeM He menee 2,0 mn 2.1 Mn
CNLITAHME HA IPUCYTCTEHE <= 80 3E/Mn <5 3E/Mn _
aKTePHATLHBIX 3HIOTOKCHHORB ¢
TEPHILHOCTE TIpenapar crepiien CTEPUIEH /

B -

rap_coa_resultats v5

una 1/3




CepTudukar anamiza

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikviigy 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
TTpoayxT: HO-1ITIIA Pacteop s

uHbekiMi, 20 mr/Ma RUS.

5X2 mn
Kon ToBapa; 360551 Kon GMID: 360551
CTpana-mmnopTep:  Poccus
HoMep cepuH: 8CN36A
Mlata npouseoacrea: 07-MEK-2018 Hara ncregenma cpoka  JIEK-2023

TOAHOCTR:

[Konuentpanmn: 20 mr/ 2 M1 ApoTasepHHa

THAPOXIOpHAA
TlexapcTBeHHAA PacTteop ans WHbeKowi
dopma:
Pazmep H THII 5 x 2 Ma aMITy B! Cnemmdbuxamms: ME160481 v.2.0

TI2KOBKH:
Moxasarens Hopma PesyabTaT
KonwmaectaeHHoe onpenenexue mytem 40,0 Mr+/-5%/ Jporasepun runpoxnopu/ 2 39,9 Mr/ 2 M
Y ®-criekTpodroToMeTpim M
Conepsximoe HaTpyus MeTaGucymbpura 1,00 Mr +/-10% / mn (90%-110%) 0,97 mMr/ma
Conepskaie 3TaHONA 66,0 Mr/mn (B nepecucre Ha a6COTOTHEIH 64,9 mr/mn
3TaH0N 63,35 mr/mn) O 10 % (59,4 — 72,6
MI/Mm)

HacTosmmm HOATBEpAAAIO, ¥TO BCe 3TANK NPOM3BOJCTBA 3TOH CEPHH TOTOBOH NpOIyKIHH
OBUTH BBLIIOJHEHE! B TONHOM COOTBETCTBHH ¢ TpebomammwiMu GMP EC m tpefopammsmu
PerncTpaiinoHHOro yNoCTOBEpEHHST CTPAHE] Ha3HAYERH .

rap_coa restultats v5




Ceprudnkar anannsa

SANOFI % 3
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvdlgy 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
POIYKT: HO-ILITA Pacteop mns

uabexm, 20 mr/ma RUS.

5X2 mn
[Kon Torapa; 360551 Kon GMID: 360551
Crpana-uMnoprep: Poccun
Homep cepun: 8CN3eA
Mara nponssoncTea: 07-7IEK-2018 Hara ycrenenns cpoka  JIEK-2023

TOIHOCTH:

[KonmeHTpaims: 20 mr/ 2 Mn ApoTasepHHa

rUApOXJIOpHAa
UlexapcTBeHHAA Pacteop ana nbexuuii
popma:
PasMep 1 THR 5 x 2 M1 aMITy I Crnemdrxampa: ME160481 v.2.0

AKOBKH:
| IpHMEeYaHMs:
Peurenne otaena ofiecnevennn Kauecysa
elueHHe: BBIITYILEHO

IlaTa: 30-HB-2019 06:39
Y nonnomoueHHoe JIHIO; Dr, Papai Judit

ITOT cepTUdHKAT aHaNH3a GBUT NOIHCAH MEKTPORHEIM CIIOCOBOM ¢ Henoib3osannem LIMS.
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Certificate of Analysis

SANOFI wg

CHIROTIN Fharmaceutical and Chemical Works Private Co. Ltd,
- & Sancfi company

Ceanyikvolgy site

Ceanyikvolgy, F.0.B 565 - 3510 Miskole, 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 f Fax: 361/505-0005

Product 3 Ho-spa® solution for injection, 20 mg/ml
Item code :

Import. country
Batch number :
Manufacturing date:
Potency

Dosage form :
Pack.size,type :

360551

OROSEZORSBAG / Russia
BCHN3IGA

07-DEC-2018

20 mag/ 2ml Drotaverin HC1
solution for injection
522 ml amp.

GMID code 360551

DEC-2023

Expiry date :

Specification ME1E04E81 v,2.0
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Certificate of Analysis

SANOFI wg

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

Ceanyikviolgy site

Csanyikvtlgy, P.0O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

HRegistered Office: 104% Budapest, Té utca 1-5. Hungary
Mail: 1325 Buodapest, P.O.Box: 110

Fhone: 361/505-0000 / Fax: 361/505%-0005

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

Item code : 360551 GMID code : A60551

Import. country : OROSZORSZAG / Russia

Batch number : BCN3G6A

Manufacturing date: 07-DEC-2018 Expiry date : DEC-2023
Potency : 20 mg/ Zml Drotaverin HCL

Dosage form : solution for injection

Pack.size, type : 5x Zml amp. Specification : ME1604E81 v.2.0
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Certificate of Analysis

SANOFI

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

Csanyikvdlgy site

Csanyikvtlgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 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 code : 360551 GMID code : 360551

Import. country : OROSZORSZAG / Russia

Batch number : 8CN36A

Manufacturing date: 07-DEC-2018 Expiry date : DEC-2023
Potency : 20 mg/ 2ml Drotaverin HC1l

Dosage form : solution for injection

Pack.size, type : 5x 2 ml amp. Specification : ME160481 v.2.0

Etanol tartalom (GLC)/
Content of ethanol (GLC)

AN TR e i
e roscrtes =

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 (5)

of the destination country/countries.

R
iy vt

Date : 30-JAN-2019 06:39

Qualified parsecn : Dr, Papai Judit

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