JEKJIAPAIIUST O COOTBETCTBHHA

JEKJIAPAHT, IPHHUMAIONIIHIT JEKJIAPAITMIO O COOTBETCTBUH

AO "Canogpu Poccun"

Ceedenus o pezucmpayuu opzanuzayuu: Mexcpationnan uncnexyus Dedepansnoii Hanoeoeol cayxcbvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Teneqpon/parc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvruiti oupexmop Momnxc O.A.

Hoaepennoe auyo: Cmenanoe C.C., doeepennocmp 6/n om 01.12.2017

3AABJIAET, UTO

nexapcmeennoe cpedcmeo: Ho-wna, pacmeop Ons éHympugeHHo020 u eHympumbiuieyHo2o esedernun 20 me/mn 2
M, QMAYAbL MEMHO20 cmekaa (5), ynakoexu kowmypHsle nracmuxoesie (noddonsy) (1), navku kapmounvie, PY
Ne TT N011854/01 om 27.07.2010 (dama 3amenvt 02.04.2018), cepua CCF454, napmus 22013 ynaxosox, 2o0en
do 01.05.2024, npouzeodcmea XHHOHH 3ag00 Papmayesmuveckux u Xumuueckux npodykmos 3A0, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, koo
OKIIII2 21.20.10.113, koo TH B3 3004490009, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic M
9085338498 om 27.06.2019

COOTBETCTBYET TPEBOBAHUAM

T N01i1854/01-020418 uam. No |

JEKJIAPAIIUS ITIPUHATA HA OCHOBAHHH

npomoxon ucnuimaruii Ne 19930 om 03.07.2019 HJI 000 HI "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.DM08.C4341 9om 04.07.2019
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zlA'm YIPHHSATUSA AEKJIAPALIMH 04.07.2019
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CBEJEHMUS O PETUCTPALINHA

OPTAH IO CEPTU®HKALMH, 3APETHCTPHPOBABIIUI JEKJIAPALIIO

RA.RU.11®M08 OPTAH I10 CEPTHO®HKALIHH MPOJYKLHH OBU[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPV)KHOH L[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzara no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmepkoga, 0. 4, sm. 5., men.:(495) 788-02-88, eeb-
catim: oyxx.pe.

NEKJIAPAIIHISI O COOTBETCTBHUH 3APETUCTPUPOBAHA M POCC RU J-HU.®@M08.4.29116/19
JATA PETHCTPAIIAH 04.07.2019
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Ceprudnkar amanma

0‘_&«;
SANOFI ey §
CHINOIN Pharmaceutical and Chemical Works Private Co, Ltd.
- a Sanofi company
Csanyikvilgy site
Csanyikvdlgy, P.O.B 565 - 3510 Miskole, 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
[ponyxt: HO-1IIMNA Pacteop nna
HHBeKkUnH, 20 Mr/mMa RUS.
5X2 mn
Kon Torapa; 360551 Kon GMID: 360551
Crpana-umnoprep:  Poccus
HoMep cepuu; CCF45A
Jlata nponssoacTea: 22-MAI1-2019 Mata nerevenns cpoxa  MAFA-2024
TOIHOCTH:
Konuenrpauus: 20 mr/ 2 Mn npoTaBepHna
THAPOXJIOpHaa
UlekapcTBenHas Pactop ans unvekunit
dopma:
Pasmep 1 Tun 5 % 2 My aMOynBl Cneundurauus; MEI16048]1 v.2.0
NAKOBKH:
Moxazatens Hopma o Pezy.ﬁb'raT
Onucanne Ipo3paunan 3eneHoparo-nenTan COOTBETCTBYET
HHAKOCTD
ICOOTBETCTRBYET
UlpoTasepiina ruapoxnopia
- Y®-cnextpodoromMerpua COOTBETCTBYET COOTBETCTBYET
- BIXX COOTBETCTBYET COOTBETCTBYET
- Jtadon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpua merabucynsdura/rutposanue COOTBETCTBYET COOTBETCTBYET
IpospausocTs pacteopa IpoayxT npowen uermitanme. COOTBETCTBYET
(onanecueHumsa) Onanecuennng ucnuityemoro pacTeopa
HE NPEBLIUACT ONANECUeHIIHIO 3TanoHa |
L{seTHOCTL pacTeopa Hcenbiryemsiii pacteop oxpamen ne GY2
Gonee HHTEHCHBHO, yeM sTayon GY1
pH 3,0-50 3,9
Bunumeie mexanmdeckue npumecy/ COOTBETCTBYET COOTBETCTBYET
HEBHIHMbIE MEXaHIMECKHE IPHMECH
d>=10 MKM <=6000 ex./ammyna 17 en./ammyna
d>= 25 mrm <=600 exn./amMmyna 1 en./amnyna
PoacTsenubie npuMeycn /BIKX
Meprapun <=0.2 {06/06)% <0,1 %
EauHugnas HenpenTHpIIHpOBaHHAN <=0.5 (06/06)% 0,1%
HNpHMech
Cymma npHmeceit <=2.0 (06/00)% 0,2%
Hipnexaembili 06nem He mexee 2,0 mn 2.1 mn

Hcrbitanne Ha npucyteTene
GaKTepHANEHBIX IHIOTOKCHHOR
CrepunbHocTs

<= 80 3E/Mn

ITpenapar crepunen

rap_coa_resultats v5




Cepruduixar anammsa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lud,
- a Sanofi company
Csanyikvilgy site
Csanyikvalgy, 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-ILMA Pactsop nna

uHbexuuH, 20 mr/mn RUS.

5X2 mn
Koa ToBapa; 360551 Kon GMID: 360551
Crpana-umnoprep:  Poccus
HoMep cepiu: CCF45A
laTa npoussoncrea: 22-MA1-2019 Bara ycrevenns cpoka MAM-2024

TOAHOCTH:

KonueHnpauns: 20 Mr/ 2 Mnt apoTasepina

THAPOXIOpUAa
UlexapcTBeHHAS Pacteop mns nHbekumii
(opma:
Pazmep M THR 5 x 2 M aMnynwl Creuudnxatps; MEI160481 v2.0

NaKOBKM:
Itorxasarens Hopma PesynbTar
KonuuecTeennoe onpenenenne mytem 40,0 Mr+/-5% / Jpotasepun ruapoxaopny/ 2 40,8 mr/ 2 ma
Y ®-cnexrpodoTomerprn Ma
ConepxiMoe HaTpus Metabucynbdura 1,00 Mr+/-10% / mn (90%-1 10%) 0,97 mMr/mn
Conepxaune aranona 66,0 Mr/mn (B nepecuere na abconoTHbiit 63,3 Mr/mn
31aHon 63,35 Mr/Mn) [ 10 % (594-72,6
MI/Mn}

HacrosmumM monrsepxaato, uro Bce atamsi TIPOM3BONCTBA 3TOH CEPHUH TOTOBOH NPOXYKIHH
OBUIM BBINONHEHH B NOJHOM COOTBETCTBHH Tpebosannsmuy GMP EC 1 rpeGosannsmu
Pernctpaunonnoro ynocrosepenns CTPaHB! HA3HAYEHHS.
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Cepruduxar ananma
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SANOFI % ‘&@

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

Csanyikvilgy site

Csanyikvalgy, 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

PONYKT: HO-1UINA Pactsop ana
unbexuit, 20 Mmr/mn RUS,
5X2 mn
Kon Toeapa; 360551 Kon GMID: 360551
Crpana-umnoprep:  Poccus
Homep cepuu: CCF45A
lata npoussoacTea: 22-MAIM-2019 JlaTa ncteuepns cpoka  MAM-2024
FOIHOCTH:
KonuenTpaums: 20 Mr/ 2 Mn npoTaBepHHa
rHOpOXNOpHAa
TlekapcTBeHHan Pacteop 1ns uHbekumii
(popma:
Pazmep # THN 5 % 2 Mn aMmynsl Creundnxauns: ME160481 v.2.0
NAKOBKH:
[ NpHUMEYaHH:
,_ Peuenne ornena ofecnevenns kauectsa
Peluenne; BHIITYVIIEHO
ara: 20-U1OH-2019 08:49
Y nonHoMouenHOR A LO: Dr. Papai Judit

ST0T cepTH(HKAT aHANK3a GbUI OAMICAH 3IEKTPOHHBM CIOCOBOM C HCMIOMb30BAHHEM LIMS.
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Certificate of Analysis

SANOFI g

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

Csanyikvolgy site

Csanyikvelgy, P.O.B 565 - 3510 Miskolec, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, TO6 utca 1-5, Hungary
Mail: 1325 Budapest, B.O.Box: 110

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

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

Item code ; 360551 GMID code ; 360551

Import. country : OROSECORSZAG / Russia

Batch number : CCF45A

Manufacturing date: 22-MAY-2010 Expiry date : MAY-2024
Potency 20 mg/ 2Zml Drotaverin HC1

Dosage form : solution for injection

Pack.size, type : 5% 2 ml amp. Specification : ME160481 v.2.0
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Hagfalel!tnnplies

Leiras /Descripticn ————

Azonossag/Identification
- Drotaverin / drotaverine

W spektrofotometria /

uv spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
Liguid chromategraphy [HELC/UPLC)
= Etanol (GLC) / Ethanol (GLC)
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- Mitrium-metbiszulfit (Titrimeria) /

i Megfelel /Complies
fodivm-metabisulfite (Titrimetry) :

o

Tisztasdg / Clarity gﬁ {_}

Si

,ﬁ HMegfelel /Complies

Szin f Colour

PH / pH

Részecskeszennyezés/Particulate matter
= Lithaté / Visible

= Szabad szermel nem lathaté/Invisible
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Certificate of Analysis

SANOFI

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

Cranyikvolgy site

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

Fhone: +3646/804-000

Registered Office: 1045 Budapest, Téd wtca 1-5, Hungary
Mail: 132% Budapest, P.0,.Box: 110

Fhone: 361/505-0000 / Fax: 361/50%-0005

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

Item code : 360551 GMID code : 360551

Import. country : ORCSZORSZAG / Russia

Batch number : CCF458

Manufacturing date: 22-MAY-2019 Expiry date : MAY-2024
Potency i 20 mg/ Zml Drotaverin HC1

Dosage form : solution fer injection

Fack.size, type 5% 2 ml amp. Specification : MELG60481 v.2.0
o R G SRR

Vizsgélatok/TESTS

Rok&nh anyagok
Folyadékkromatografia (HPLOC/UBLC) /
Related impurities

Liguid chromacgraphy (HELC/UPLE)
Perparin / Perparine

Ismerstlen szennyezSk egyenként /
Bingle unspecified impuries

Osszes szennyezé / Total impurities man‘gs i fﬂdﬁ ‘m:vri ,ﬁﬂmh

e

Eivehett toltettérfogat /
Extractable volume

Bakterialis endotoxin/
Bacterial endotoxin

A termék steril / The product is
i sterile

Sterilitas / Sterility

Hatéanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatogréfia (KELC/UPLC)/
Liguid chromatocgraphy (HELC/UBLC)

-m B mg/2 ml

Hatrium-metabiszulfit tartalom
{Titrimetrial /

Content of sodium metabisulfite
iTitrimetry)

rap_ooa_resultats v



Certificate of Analysis

SANOFI 7

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

Csanyikvtlgy site

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

Phone: +3646/B04-000

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

Import. ecountry : OROSZORSZAG / Russia

Batch number : CCF45A

Manufacturing date: 22-MAY-201% Expiry date : MAY-2024

Potency : 20 mg/ 2ml Drotaverin HCl

Dosage form ; solution for injection

Pack.size, type : 5 %X 2 ml amp. Specification ; ME160481 v.2.0
Vizsgilatok/TESTS .+ Kévetelményelk/SPECIFICATIONS Eredmények/RESULTS

e

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

66,0 mg/ml 7 63.3 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 requirements of the EU and with the requirements of
the Marketing Authorisation (5]

of the destination country/countries.

L O deaiions - ; ”
Decisgion : FELSZABADITVA / RELEASED
Date : 20-JUN-2019 08:49
Qualified person : Dr, Papai Judit

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