JEKJAPAIIASI O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIIHWH JEKJIAPAITUIO O COOTBETCTBHH

AO "Canodgu Poccus”

Caedenus o pezucmpayuu opzanusayuu: Medxcpationnas uncnexyus Pedepanrvroi Hanoz060u cayrcbot Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckasn, 0. 22. Tenegpon/cpaxc: 8 (493) 721-14-00/721-14-11

B auye: Ienepanvruiii oupexmop Moo O.A.

Hoeepennoe nuyo: Cmenarnos C.C., dosepennocms 6/n om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo: Ho-wna, pacmeop ona enympusennozo u 6Hympumsiuieunozo esedenus 20 m2/mn 2
MR, QMRYIBL MEMHO20 cmekaa (5), YRaKoeKu KoHmypHoie naacmuxossie (noddonsi} (1), navxu xapmonnvie, PY
Ne [T NO11854/01 om 27.07.2010 (dama 3ament: 02.04.2018), cepus CCF464, napmus 22004 ynaxogox, 200¢ex
do 01.05.2024, npouseodcmea XHHOHH 3as00 @apmayesmuveckux u Xumuveckux npodykmoe 3A0, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskole, Csanyikvolgy, Hungary, koo
OKII2 21.20.10.113, k00 TH B3] 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085338498 om 27.06.2019

COOTBETCTBYET TPEBOBAHUAM
1T N011854/01-020418 wam. Ne |

JEKJIAPAIIHA ITPUHATA HA OCHOBAHHH
npomoxon ucnuimarui Ne 19940 om 03.07.2019 HJI OO0 HI{ "DAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJ140, Cepmugpuxam POCC HU.PM08.C43420 om 04.07.2019

JATA FRHHSATHS AEKJAPALY 04.07.2019
AEKTAPALHST JEHCTBUTEILHA O 01.05.2024

«CanopMEEECHAN |
Sanoh Russia AD |5 5 _ Crenanos C.C.

dexaapannt 5 ®.1.0
.

CBEJEHUSA O PETUCTPAIINHA

OPTAH 110 CEPTH®HUKAILIHH, 3APETUCTPHPOBABIIHI JEKJIAPAIIUIO

RA.RU. 11 ®M0O8 OPTAH I10 CEPTHOHKAIIHH TPOLYKLHH OBL[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH UEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, aeb-
catim: oyxx.pg.

JEKJAPAIINA O COOTBETCTBHM 3APETHCTPHPOBAHA X POCC RU I-HU. DOMO8.A.29117/19
JATA PETHCTPAIIUH 04.07.2019

. ”}J}} Junenko U.B.

1
Qpedit no MOANHCE Pyxosoautens OC
ceprugbura




CepTidukar anannsa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co, Ltd.
- a Sanofi company
Csanyikvolgy 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
[Tpoaykr: HO-1UITA Pactsop ana
HHBeKUuii, 20 mr/mn RUS,
5X2 mn
Kox Tosapa; 360551 Kon GMID: 360551
Crpana-umnoprep: Poccna
Homep cepun: CCF46A
Jlata nponssoncraa: 22-MAM-2019 Hara ncrevenus cpoxa  MAM-2024
TOIHOCTH:
Konnentpauns: 20 Mr/ 2 Mn apoTaseplHa
THIpOXIOopHAa
TlexapcTBeHHas PactBop nna uHbeRIN
topma:
PazMmep n THn 5 % 2 Mn aMImyn Crermduraumn: ME160481 v.2.0
NaKoBKH;
[l'lmcasaTe.nb Hopma PesynnTar
Omncanne Tlpo3paynan 3enenosaro-xenTas COOTBETCTBYET
KHIKOCTh
COOTBETCTBYET
JporagepnHa riapoxnopua
r Y®-cnexTpodoTomeTpis COOTBETCTBYET COOTBETCTBYET
- BOXX COOTBETCTBYET COOTBETCTBYET
- 3Tanon
-TKX COOTBETCTBYET COOTBETCTBYET
- Hatpus merabucynsuta/rutpopanne COCTBETCTRYET COOTBETCTBYET
NpospaunocTs pacTeopa [lpoaykT npowen nembitanve., COOTBETCTBYET

(onanecuexurs)
LiseTHOCTB pacTBOpa

pH
Buaumble Mexanudeckue npuMect/
HEBUAMMBIE MEXZHIYECKHE NPHMECH
d>=10 Mxm
d>= 25 MKM
PoncTeenHrie npametcn /BOXX
IMepnapun
Emimirzas venaenTudUURpOBaHHAS
inpuMecs

YMMa npHMeceii
Esnnexaemmﬁ ob1eM
Hcrbiranme Ha NPHCYTCTEHE
bakTepHanbHBIX 3HAOTOKCHHORB
CrepunsHocTh

Onanecuenuna uenuiTyemoro pacTsopa

HE NpeBLIUALST ONanecueHLIIO STanoHa I

Henbiyembiii pactsop okpawen He
Gonee HHTEHCHBHO, YeM 3Tanon GY1
3,0-50

COOTBETCTBYET

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

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

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

Tlpenapat crepunen

GY2

3,7
COOTBETCTBYET

14 en.fammyna
1 ea./ammyna

<0,1 %
0,1%
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Cepruduxar anammsa

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvslgy 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
Itpomyxr: HO-1LMA Pactsop asa

HHBeKnmil, 20 Mr/mn RUS.

5X2 mn
Kon Toeapa; 360551 Koa GMID: 360551
Crpana-umMnoprep:  Poccus
Homep cepun: CCF46A
/lata nponseozcrea: 22-MA1-2019 Hara uctevenms cpoxa  MAI-2024

TOAHOCTH:

KonuenTpauus: 20 Mr/ 2 mn ppotasepina

THApOXNopHAa
JlekapcTBeHHAs PacTROp M1 UHBEKLH
(opma: '
Pasmep u THn 5 % 2 Mn aMmyJisl Cremndikanns: ME160481 v.2.0

NaKOBKH:
ITokazaTens Hopma PesynwTar
Konmyecteennoe onpenenenue nyrem 40,0 Mr +/-5%/ Aporasepun riuapoxnopua/ 2 40,6 mr/ 2 mn
Y ®-cniekTpodotomeTpun M
ConepxumMoe HaTpiia Merabucynsdura 1,00 Mr +/-10% / mx (90%-1 10%) 0,97 mMr/ma
Conepxatue 3tanona 66,0 Mr/na (B nepecuere ra aGeoMmOTHEL 64,6 Mr/mn
3rakon 63,35 mr/mn) 0 10 % (59,4 - 72,6
MI/Mn)

Hacrosmum noarsepxnato, uTo Bee sTamsl TIpOH3BOACTBA 3TOH CEpHH TOTOBOM NPOIYKIHH
OBUIM BBINONHEHB! B MOJHOM COOTBETCTBHH C TpeboBanmsamu GMP EC u Tpe6opanusMu
PerncTpaunoHHoro y1ocToBeperHs CTpab! HasHaveRys,

i'ap_coa_resu]tats V5




CepTidurar amanmg

SANOFI g\% §

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

Csanyikvdlgy 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

Mpomykt: HO-1ITIA Pacteop ana
UHBeKUMH, 20 Mr/mn RUS.
SX2 mn
Kox ToBapa; 360551 Koz GMID: 360551
Crpasa-umMnoprep:  Poccus
HoMep cepun: CCF46A
laTa nponsBoncTea: 22-MAM-2019 Mata ncresenns cpoxa  MAA-2024
TOIHOCTH;
KonieHTpauns: 20 mr/ 2 Mn npotasepuna
THAPOXJTIOpKAA
TlekapcTeeHHan PacTBop 119 HEBEKUM
thopma: ]
Paimep 1 Tun 5 % 2 Mn aMmynbi Crieundnkanus: ME160481 v.2.0
NaKOBKH:
lﬂanmeqamm G
Pewenne oraena ofecnevenng KauecTea
Peuienite: BLBUTVIIEHO
aTa: 20-HIOH-2019 08:56
YnonHoMovenHoe miuo: Dr. Papai Judit

3T0T ceprHduKaT ananmsa Geur noAmHcaH SJIEKTPOHHBIM CIIOCOGOM ¢ HCIONB30BanKeM LIMS.

rap_coa resultats v5




Certificate of Analysis

SANOFI %

CHINOIR Fharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company

Csanyikvtligy site

Csanyikwilgy, P.O.B 565 = 3510 Miskelc, Hungary

Phone: +3646/804-000

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

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

Product ; Ho-spa® solution for indjectiom, 20 mg./ml

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

Batch number : CCR4{BA

Manufacturing date: 22-MAY-2010 Expiry date : MAY-2024
Portency : 20 mg/ 2ml Drotaverin HCL

Dosage form : solution for injection

Pack.size, type : 5% 2 ml amp. Specification : MEL1&0481 v.2,0

B T e et b et o P rrady st pirh e pertrotr e — -...-.-a..a..a-.--..--..-q.--.-..-.-...-..-a.-a.q.o.-a..a,-—.-.-

' KbvetehnényckfﬂPECIFIC&TIﬁNE Eredményck/RESULTS |
T Megfelel/Complies

Vizsgélatok/TESTS

LeiTas /Description

hzonossag/Iidentification
- Drotaverin / drotaverine
OV spektrofotometria /

UV spectrophotometry
Folyadékkromatografia (HPLC/UPLE) / !

Liguid chromatography (HPLC/UPLE) : ‘:*::ééii.’
- Etanol (GLC) / Ethanol (GLC}

' -f. Megfelel /Complies

. Hegfelel/Conplies

- Megfelel/Complies

= Bitrium-metbiszulfic (Titrimeria} / Megfelel/Complies
Sodium-metabisulfite (Titrimetey)
Tisztasdg / Clarity  Megfelel/Compliss

Szin S Colour

PH / pH

Részecskeszennyezés/Particulate matter
= Lathaté / Visible

;,r' .:mpu é

”:A‘? T

lalain m

-{'{!""{

= Szabad szemmel nem lathatéd/Invisible

rap_cos_resultats v5




Certificate of Analysis

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

Csanyikvolgy site

Csanyikvolgy, F.0.B 565 - 3510 Miskolc, Hungary

Phonie: +3646/804-000

Registered Office: 1049 Budapest, To utca 1-5. Hungary

SANOFI \ g

Mail: 1325 Budapest, P,.0.Box: 110

Phome: 361/505-0000 / Fax: 361/5%05-000%

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

Item code : 360551 GMID code : 360551
Import, country : CROSZORSZAG / Russia

Batch number : CCF46A

Manufacturing date: 22-MAY-2010 Expiry date : MAY-2024

Fotency :
Dosage form
Pack.size, type

20 mg/ 2ml Drotaverin HC1
sclution for injecticn
5% 2ml amp.

*

"
+

Specification :

zsgmt“kn

ME160481 vw.2,0

Rokon anyagok
Folyadékkromatografia (HPLO/UBLC) /
Related impurities

Ligquid chromacgraphy (HPLC/UFLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
S8ingle uwnspecified impuries

Osszes szennyeztt / Total impurities

Rk h

iﬂx Déi ;' mtm:a t?h&nvDEMrt_‘

Eivehett toltettérfogat /
Extractable volume

.v¢=‘><\>>..

Bakteridlis endotoxin/ ebhg@i{-& ':'é'ug. ﬁgﬁi-_

Bacterial endotoxin

Sterilitas / Sterility

Ratbanyagtartalom / Assay

UV spektrofctometria/

UV spectrophotometry

or

Folyadékkrometografia ({HPLC/OPLC) /
Liguid chrematography (HELC/UELC)

gmm drqtavnegin nid:ukiq;wz
§0 | ;ng*i% qrotiveriné »u:.ramcnumf’z

Natrivm-metabiszulfit tartalom
{Titrimetria) /

Content of sodium metabisulfive
{(Titrimetry)

A termék steril / The product is
sterile

'duua mg/2 ml

Eap_ooa resultats v§




Certificate of Analysis

SANOFI %

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

Csanyikvolgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 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 : 3605512
Import. country : OROSZORSZAG / Russia
Batch number : CCF46A
Manufacturing date: 22-MAY-2019 Expiry date : MAY-2024
Potency : 20 mg/ 2ml Drotaverin HCl
Dosage form : solution for injection
Pack.size, type : 5% 2 ml amp. Specification : ME160481 v.2.0
Mmmmmmmmm&m R i : FRITRITRIRR W R Y
Vizsgélatok/TESTS = = Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
“Etafiol tartalom (GLC}/ 6.0 mg/ml. (ekvivalens 63,35 mg/wl ~  64.6 mg/ml
Content of ethanol [GLC) abszoltt etahﬁilé;iélﬁﬂi CiAmi b e
(89.4-72. 5 mg/mip/

66.0 mg/ml (equivalent &
of .ah’,s"dlutg__g_t_h_anézz;)',i;o%:_ _
189.4-72. 6 mg/miy

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 (S)

of the destination country/countries,

B el et  QAdecision Shdie e R
Decision : FELSZABADITVA / RELEASED

Date : 20-JUN-2019 08:5%

Qualified person : Dr. Papai Judit

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

s d

z:EGZBGSL

rap_coa_ragultats v5




