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JEKJIAPAIIUS O COOTBETCTBUH

JEKJIAPAHT, IIPHHUMAIOUIWAA JEKJIAPAITNIO O COOTBETCTBHH

AO "Canoghu Poccun"

Csedenusn o pezucmpayuu opzaruzayuu: Mescpationnan uncnexyus PedepanvHoti Karo2o60t cryxcbvr No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teaepon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnusiii oupexmop Monoc O.A.

Hoeepennoe ruyo: Cmenanoe C.C., dosepernocmy 6/ om 01.12.2017

3ASABJAET, UTO
nexapcmeaennoe cpeocmeo: Ho-wna, pacmeop ons 6Hympugenno20 u 6Hympumbluieynozo seedenun 20 ma/mn 2

MR, GMRYILI MEMHO20 chmekAaa (5), ynaxoexu KOHMypHble Raacmukosbie (noddowst) (1), nayku kapmounsie, PY
MNe ITN011854/01 om 27.07.2010 (0ama 3amenwt 02.04.2018), cepusa CCC19A, napmua 19200 ynaxoeok, 2o0ex
0o 01.02.2024, npousgoocmea XHHOHH 3asod Papmayesmuuecsux u Xumuveckux npodykmoe 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, koo
OKII2 21.20.10.113, ko0 TH B3] 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085328038 om 25.03.2019

COOTBETCTBYET TPEBOBAHUAM

ITN011854/01-020418 uzm. Ne |

JAEKJIAPAITAA ITPHHATA HA OCHOBAHHUH

npomoxon ucneimanui Ne 9320 om 02.04.2019 HJT 000 HI] "@APMOBOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC HU @M08.C37382 om 02.04.2019

JATA TIPHHSTHS! IEKJIAPAIAHN 02.04.2019

Crenanos C.C.

k1 A f] v

g ol
unan"“ / 6

’5 : ;:,;sf CBEJIEHUS O PETUCTPAIIAU

OPTAH IT10 CEPTH®HKAIIUHA, SAPETHCTPHPOBABIIHHI JEKJIAPAITUIO

RA.RU.11 MO8 OPTAH I10 CEPTHOHKAIJHH ITPONVKI[HH OBHECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTHIQ "OKPY)XXHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu.: 115280, 2. Mocksa, yn. Macmeproaa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmupuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim. oyxx.pe.

JEKJAPAIIHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU. ®M08.A.20455/19
,IIATA BEFHCIPAIJ,HPI 02.04.2019
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Ceprudukar ananusa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvblgy site
Csanyikvélgy, P.O.B 565 - 3510 Miskol¢, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
Mpoayxr: HO-IUITA Pacteop ans
HHBekumH, 20 Mr/mn RUS.
5X2 ma
[Kea Torapa; 360551 Koa GMID: 360551
Crpana-umnoptep: Poccus
Homep cepun: CCCI9A
Nlata npoussoacTea: 26-OEB-2019 Hara ucrewenns cpoxa  PEB-2024
Tosd FOAHOCTHS
KoHueHTpaums: 20 mr/ 2 Mn ApoTaBEpHHA
THApOXJIOpHIA
HlekapcTBeHHAA PacTBOp INA HHBEKLMI
topma:
Pasmep H THI 5 X 2 M1 aMITyIb! Crieumndukanun: ME160481 v.2.0
NIAKOBKH:
ln_OKafmTEJ'lb Hopnia_ PesyabTaTt il
nMUCcaHKe TIpo3payHag 3eJeHOBATO-KENTAR COOTBETCTRYET
MHAKOCTE
OTBETCTBYET
JIpoTapepaHa THAPOXIOPHA
 Yd-cniexTpodoToMeTpHa COOTBETCTBYET COOTBETCTBYET
- BOXX COOTBETCTRYET COOTBETCTBYET
- 3ranon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpua Metabucyneura/THTpOBaHHE COOTBETCTBYET COOTBETCTBYET
Tlpo3spa4rocTh pacTBOpa TIpoAYKT NpOMIEn HENLITAHHME. COOTBETCTBYET
(onanecueHuua) OrnanecLeHIHMA HCIILITYEMOrO pacTBopa
He NpPEBHINAET OMaeCUeHUMIO 3TanoHa |
HpetHocts pacTBOpa Hermityemsiit pacTsop oxpamien He GY2
fonee MHTEHCHBHO, Yem 3TanoH GY1
pH 3,0-590 3,7
BuiuMble MEXaHWYECKHE IPHMeEcH/ COOTRETCTBYET COOTBETCTBYET
HEBHAUMEIE MEXaHHYECKHE IPHMECH
d>=10 MEM <=6000 en./amityna 19 en/ammyna
d>= 25 Mxm <=600 en./aMmmyna 2 en./aMmyna
PoacTeenHble mpaMeuch /BIXKX
Tepnapux <=0.2 (06/06)% <0,1%
[EnHIMHas HeHeHTH(UIHpOBaHHan <=0.5 {06/06)% 0,1%
FIPHMECH

CymMa npumecedt
3BneKaeMbif 06BeM

CILITAHKE Ha PHCYTCTBHE
KTEPHANEHEIX SHAOTOKCHHOB
prunmoc‘rb

<=2.0 (06/06)%
He menee 2,0 Ma
<= 80 JE/Mn

Ilpenapat crepunen

0,3%
2.1 M

<5 3EAM

rap_c6a_resultats v5
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Ceprudnkar anannsa

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvélgy 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
Mpoxykr: HO-LUMNA Pacteop ans

HHBexumit, 20 mr/ma RUS.

5X2 mn
Kon Tomapa; 360551 Kon GMID; 360551
(Crpana-uMnoptep: Poccus
Homep cepuu: CCCl19A
Jlata nponseoacTea: 26-GEB-2019 Hara nereuerun cpoka  OEB-2024

FOJHOCTH:

KoHueHTpauns: 20 Mr/ 2 mn apoTaBepHHa !

THApOXJI0pHIa
flexapcreenHan Pactsop mna uHbeKuui
topma:
PasMep W THR 5 x 2 Mn aMmmyb! Cremmduxaups: ME160481 v.2.0

TIAKOBKH:

Mokazarens Hopma Pesynstar

ONU4ECTBEHHOE onpeeneHue myteM 40,0 Mr +/-5% / [iporarepun ruapoxnopua/ 2 39,7 mr/ 2 Mn
@-CcneKTpoGoTOMETPHA M

OAePKHMOE HaTpuA MeTabucynpdura 1,00 Mr+/-10% / Mn (90%-110%) 0,96 Mr/mn
OfePKAHNE 3TAHONA 66,0 Mr/Mn (B nepecyere va aGecomoTupili 63,2 Mr/mn
ataHon 63,35 mr/ma) 0 10 % (59,4 - 72,6
Mr/mi)

HacTosiM moATBEpKAalo, YTO BCe 3TANbI IPOM3BOACTBA 3TOH CEPHHM rOTOBOH TIPOAYKIHH
OBUIH BBIOJIHEHB! B TIONHOM COOTBETCTBMH ¢ TpeGosanwsMu GMP EC u TpeboBaHHAMHE
PerucTpaltHoHHOr0 YA0CTOBEpPEHHS CTPAHB Ha3HAYEHHS.

rap_coa resultats v5




Ceprndukar anannia

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvalgy 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
IpoaykT: HO-ILITA Pacreop ans

HHBeKUHHA, 20 Mr/ma RUS,

5X2 mn
Kon ToBapa; 360551 Koa GMID: 360551
Crpana-umnoprep:  Poccun
Homep cepun: CCC19A
llaTa mpou3eoacTea: 26-DEB-2019 Hara uctenenna cpoka  ©EB-2024

FONHOCTH:

Konuenrparma: 20 M1/ 2 Mnt ApoTasepHHa

THIPOXNOpHAA
JlexapcTBeHHan PacteOp ana unbekumi
dopma:
Pazmep u THI 3 x 2 My amimynst Crieumdrxamma; ME160481 v.2,0

NAKOBKH;
Ii[pHMC‘I&HPIH:
Pewenne otaena ofecnedennn xadecrea

Peinenne: BBIIMTYIIEHO
UaTa: 21-MAP-2019 08:01
Y nonHoMOYeHHOR JTHID: Dr. Papai Judit

ITOT cepTUHKAT aHaM3a OBLI MOAMNCAH SMEKTPOHHBIM CIIOCOGOM € HCTIOMb30BagHeM LIMS.

rap_coa_resultats v5




Certificate of Analysis

SANOFI wg

CHIKCIN Fharmaceutical and Chemical Works Private Co. Ltd.
= a 3anofi company

Csanyikvolgy site

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

Phone: +3646/804-000

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

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

Froduct 3 No-spa® solution for injection, 20 mg/ml

Item code : 360551 GMID code : 360551

Import. country : OROSEZORSZAG / Russia

Batch number : CCCLoA

{Manufacturing date: 26-FEB-2010 Expiry date : FEB-2024
Potency : 20 mg/ 2ml Drotaverin HCl

Dosage form solution for injection

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

Vizsgilatok/TESTS xamam&uwswcmnmomﬁredmemkmmm
Leirds /Description miq;wmama:q- mnauur o

:. 3 ; . Megfelel /Complies
Maar waﬁ:’h‘gﬂiw Liquird : :'f e

hzonossag/Identification

- Drotaverin / drotaverine

OV spektrofotometria /

UV spectrophotometry
Folyadékkromatografia (HPLC/UELC) /S
Ligquid chromatography (MPLC/UELC)
= Etanal (GLC) / Ethanol (GLC)

= Natriem-metbiszulfit (Titrimeria} /

. Megfelel/Complics
Sodivm-metabisulfite (Titrimetry) :

pi

Tisztasdq /[ Clarity - Megfelel/Complies

Szin / Colour

pH / pH

Részecskeszennyezés/Particulate matter
~ LAthaté / Visible

- Szabad szemmel nem lathatd/Invisible

fﬁttiﬂ';' >u10 m__m&t :x.hﬁ __ﬁﬁua?wﬁipi
3225 an r‘iﬁ%‘:&m«ﬁﬁ apfempuils /2 db/amp/vial

i

sticles>-25 minot pore than €00/viel |

it e bt B
et ...>.-o-6->"‘-: : .

AR ) FA ey e S S R o W ok QR

e R TR ) E R A P % ot

rap_ooca_resultats v§ La%ge 1/23




Certificate of Analysis

SANOFI «g

CHIKCIN Pharmaceutical and Chemical Works Priwvate Co. Ltd.
= a Sancfi company

Csanyikvitlgy site

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

Fhone: +3646/804-000

Registered Office: 1045 Budapest, T& utca 1-5. Hungary
Mail: 1325 Budapest, P.D.Box: 110

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

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

Item code : 360551 GMID code : 360551

Import. country : ORCSZORSZAG / Russia

Batch number : CCCl9Aa

Manufacturing date: Z26-FEB-2019 Expiry date : FEB-2024
Fotency : 20 mg/ Zml Drotaverin HC1

Dosage form : solution for injection

Pack.size,type : 5 x 2 ml amp. Specification : MELEQO4BL v.2.0

mtelményekjswcmmnom Eredmények;RESlJL‘l‘S

Rokon anyagok
Folyadékkromatogrdfia (HPLC/UFLC) /
Related impurities

Liguid chromacgraphy (HPLC/UFLC) 3
Perparin / Perparine 28 pot'm::! i:iian Ih'ai "%
Ismeretlen szennyezdk egyenként / m-lx ma xvf not ﬂ.q#li Eﬁm ?:5
Single unspecified impuries fie i 59 :
Usszes szennyezd / Total impurities »t-hia;'i ‘

; FEHH

{-{J\.§

Eivehetd tdltettérfogat / 2.1 ml
Extractable volume
Bakteridlis endotoxin/ s B <5 EU/mL

Bacterial endotoxin

Sterilités / Sterility -h termék steril / The product is

: sterile

Hatdanyagtartalom / Assay

PRI S

UV spektrofotometria/ 10 Mgﬁi drqmoxin pmum!z -51

}‘-m 39.7 mg/2 ml

UV spectrophotometry #D ﬂdﬁiii :til::;t;tnrinw E?drnﬂhlmmefﬂ
or ;

Folyadékkromatogrdfia (HPLC/UPLC) S
Liguid chromatography (HPLC/UPLC) [ sl

e e

R R S e

a.«.\-{:-‘%x‘?‘“ oS
3 .<<ﬁvv--

Hatrium-metabiszulfit tartalom . ©0.96 mg/ml

(Titrimetria) / 1.00 ﬂg:mmn m%—;;im F o
Content of sodium metabisulfite At release: 1.00 M&i@gfg Mm;_ u:n

i R

(Titrimetry) M;;nﬁ‘* %@WH L o

e e

:e 00 n§< ~154 - wcuuaml %53&1}?@1 i
"of shelf 111;&1133311?_.:: :

r,m ng -5y Lflaauuiw«iihwnw

o
&
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e e
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Certificate of Analysis

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

Csanyikvdigy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6é utca 1-5. Hungary
Mail: 1325 Budapest, P.0.Box: 110

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

SANOFI %

Product : No-spa® solution for injection, 20 mg/ml
Item code 360551 GMID code :
Import. country : OROSZORSZAG / Russia

Batch number : CCC18A

Manufacturing date: 26-FEB-2019 Expiry date :

Potency :
Dosage form :

20 mg/ 2ml Drotaverin HC1
solution for injection
Specification :

Pack.size, type : 5 x 2 ml amp.

Vi ___ KbvetelményelySPECIFICATION

360551

FEB-2024

ME160481 v.2.0

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

66,0 mg/ml (ekvivalens 53.35 mg/ml
‘abs2014t etancllaljsios

gt absolute ethanoli#10k

63.2 mg/ml

66.0 mg/ml leguivaient to 63.35 mo/ml

Rt o

I hereby certify that all the manufacturing stages of this bateh of finished

the Marketing Authorisation (8)
of the destination country/countries.

product have been carried out in full compliance with the GMP requirements of the EU and with the requirements of

 QAdecision

FELSZABADITVA / RELEASED
21-MAR-2019 08:01

Decision :
Date :
Dr.

Qualified person : Papai Judit

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