NEKJAPAIINSI O COOTBETCTBUHA

JAEKJAPAHT, MPHHUMAIOIAN JEKJIAPAITHIO O COOTBETCTBHMU

AOQ "Canogpu Poccus"

Ceedenun o peaucmpayuu opeanuzayuu: Mexcpaiionnas uncnexyus Gedepanvhoni Hano2o6oi cayxncovr Ne 46 no
2 Mocxkee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

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

B ruye: I'enepanvnutii oupexmop Monxe O.A.

Hosepernoe ruyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3AABJISIET, UTO
nexapcmeennoe cpedcmeo. Ho-wna, pacmeop 0as eHympueernHo20 u HympumMbiuiednozo egedenun 20 mz/ma 2

MR, QMNYIbE MEMHOZ0 CMEXRA (3), ynaxoexu KoRmypHbie nracmuxcesie (noddonv) (5), nauxu kapmonnvie, PY
Ne ITN011854/01 om 27.07.2010 (dama samenwvt 02.04.2018), cepun CCD66A, napmus 4385 ynaxoeox, zoden
0o 01.04.2024, npouseodcmea XHHOHH 3agod ®apmayeemuneckux u Xumuvecrwx npodyxmog 340, Benzpus,
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc, Csanyikvolgy, Hungary, xod
OKII[12 21.20.10.113, koo TH B3 3004490009, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085335164 om 28.05.2019

COOTBETCTBYET TPEBOBAHISAM

IING11854/01-020418 wam. Ne 1

AEKJAPAITAS ITPHHATA HA OCHOBAHHUHM

npomoxon ucrvimanui Ne 15130 om 04.06.2019 HIT 000 HI[ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @J140, Cepmugpuxam POCC HU.PM08.C41358 om 04.06.2019

JATA TIPH] AEKJAPAIIHHA 04.06.2019

KIS o] HCTBHTEALHA JO 01.04.2024

Crenanos C.C,
®.H1.0

CBEJEHMSA O PETUCTPAITAM

OPIAH IIO CEPTHDHKAITNN, 3APETHCTPHPOBABIOIAN JEKJIAPAIYHIO

RA.RU.11®PMO8 OPIAH ITO CEPTHOHKAIIHH ITPONYVKIIHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPV)KHOH ITEHTP KOHTPOJI KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockaa, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu; 115280, POCCHA, 20pod Mocxea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyrx.p.

lIERJIAPAIlHH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU.®PM08.A4.26051/19

(DI P{ Junenxo HL.B.
noan#ey | Pyxosomurens OC




Ceprudnxar ananusa

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- 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
[IponykT: HO-IUITA Pacteop ans
uHBekuni, 20 mr/mi RUS.
25X2 mn RUS
Koz Tosapa; 16288 Koa GMID: 272600
Crpana-umnoprep: Poccus
Homep cepuu: CCD66A
JNlata nponseoactea: 08-ATP-2019 Hara nctedenns cpoka  AIIP-2024
TOOHOCTH:
KoHuenTpauus: 40 Mr/ 2 mn gpoTaBepHHa
FHAPOXIOpPHAA
UlekapcTBeHHas PacTBop mna uHBEKUMIH
thopma:
Pa3Mep u THII 25 x 2 Mn aMmyne Crneunduratma: ME160481 v.2.0
NaKOBKH:
[MoxkazaTens Hopma Pesynurar
Onicanue [Tpo3pauHas 3eneHOBaTO-KeNTAd COOTBETCTBYET
KHIKOCTh
COOTBETCTBYET
flpoTaBepHHa THAPOXNOPUA
- Y®-cnexkTpodoToMeTpHa COOTBETCTBYET COOTBETCTBYET
- B3XX COOTBETCTBYET COOTBETCTBYET
- DraHon
- KX COOTBETCTBYET COOTBETCTBYET
- Hatpus meTabucynsuTa/THTPOBAHHE COOTBETCTBYET COOTBETCTBYET
ITpospauHocTs pacTBOpa [IponykT mpoiien UCNBITAHHE. COOTBETCTBYET
(omanecueHUHA) OnanecueHUns HCIILITYEMOrO pacTBOPa
HE MpeBLIAeT ONANECUEHLIHIO 3TajloHa |
LipeTHocTh pacTBOpa HenbiTyembtii pacTBop oxpaileH He GY2
Gonee HHTEHCHBHO, 4eM TanoH GY
pH 3,0-50 39
BHaumble MexaHITYECKHE NIpUMeCH/ COOTBETCTBYET COOTBETCTBYET
HEBHIHMEBIE MEXaHHYECKHE MPHMECH
d>=10 MKkM <=6000 en./amnyna 9 en./amnyna
d>= 25 Mkm <=600 en./ammyna 0 en./ammyna
PoacTeeHHble npumetckn MBIXKX
[epnapux <=0.2 (06/00)% <0,1 %
EnvanviHas HeHACHTHDHLNPOBAHHas «<=0.5 (06/06)% 0,1%
NpHMECH
CymMma npumecei <=2.0 (06/06)% 0.2 %
H3enekaemebiil 06bem He menee 2,0 mn 2.1 mn
HcnbiTaHkue Ha NpUCYTCTBHE <= 80 2E/Mn < 5 3E/Mn
GaKTepHanbHBIX YHAOTOKCHHOB
CTepUILHOCTD I[Npenapart ctepuneH CTEPHUJIEH
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CeprudukaT aHain3a

iy
L

SANOFI % @

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

Csanyikvdlgy site

Csanyikvilgy, P.O.B 565 - 3510 Miskolc, 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

TTpoaykT: HO-1UITA PactBop ans

nubekaui, 20 mr/mn RUS.

25X2 mn RUS
Koa ToBapa, 16288 Koz GMID: 272600
CrpaHa-uMnoptep:  Poccua
Homep cepum: CCD66A
Mara npoussoactea: 08-AIIP-2019 Jlata ucteuenus cpoka  AlIP-2024

FOAHOCTH:

KoHueHTpaums: 40 mr/ 2 Mn npoTaBepHHa

THAPOXJIOpHAA
TlekapcTBEHHAA Pacteop ans unbexumit
copma:
Paimep u Tun 25 x 2 Mn aMmyIbt Cneundurauns: ME160481 v.2.0

MaKOBKH:
TMokasaTens Hopma PesynsbTat
KonnuectsenHoe onpenenenue myrem 40,0 mr +/-5% / ipotarepun ruapoxaopuy 2 40,2 Mrf 2 mn
'Y ®-cnekTpogoTomeTpHi M
Conepxumoe Hatpua metabucynsdura 1,00 Mr +/-10% / Mmn (90%-110%) 0,97 mr/mn
ConepxaHne 3TaHona 66,0 Mr/mn (B nepecyere na abcomoTHbIH 64,6 mr/Mn
atanon 63,35 mr/mn) 10 % (59.4 - 72,6
Mrimn)

HacTosiuum noATBep:KAako, YTo BCE ITAIb! IPOM3BO/CTBA 3TOH CEPHH rOTOBOH NMPOAYKUMH OBLIH
BBINOJIHEHBl B IOJHOM COOTBETCTBHH C TpeboBaHuaMH GMP EC u TpeGoaHuAMH
PeructpallioHHOrO yZoCTOBEpEHHA CTPAHBI HA3HAYEHHS.
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CepTdukar ananusa

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Csanyikvolgy 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
[Tpoayxr: HO-ILITA Pactsop mna

uHbeKUi, 20 mr/mn RUS.

25X2 mn RUS
Koa ToBapa; 16288 Koa GMID: 272600
CtpaHa-uMnopTep:  Poccus
Homep cepuu: CCDo66A
lata nponseoactea: 08-AIIP-2019 Jara ucreuenus cpoka  AIIP-2024

FOHOCTH:

KoHueHTpauus: 40 mr/ 2 Mn gpoTtaBepiHa

THAPOXJIOPHAA
JlekapcTBeHHaA PacTeop ana WHbeKLUMi
dopma:
Paimep W THN 25 x 2 M1 aMny bl Crneunduranus: ME160481 v.2.0

NIAKOBKH:
l TNpHMCYAHHA:
Pewenne oTaena oGecnmeyeHHA KavyecTea

Pewenne: BBIITYILEHO
Mara: 13-MAH-2019 15:27
YnosHoMOMeHHOE JIHLLO: dr. Papai Judit

3710T cepTH(HKAT aHaNH3a OBI MOANHCAH 3NEKTPOHHBIM CIIOCOGOM ¢ Hcnonb3oBaHneM LIMS.
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Certificate of Analysis

CHINOTH Pharmaceutical and Chemical Works
- a Sanofi company
Caanyikvdlgy site

Private Co. Ltd.

Csanyikvtlgy, P.C.B 565 - 3510 Miskole, Hungary

SANOFI g

Phone: +3646/804-000

Registered Office: 1045 Budapest, T6 utca 1-5. Humgary

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

Phone: 3€1/505-0000 / Fax: 361/505-0005

Broduct Ho-spa® solution for injection, 20 mg/ml

Item code : 16288 GMID code 272600
Import. country : OROSZORSZAG / Russia

Batch number : CCDEGR

Manufacturing date: O0B-APR-2019 Expiry date APR-2024

Potency :
Dosage form :

+

Pack.size, type 25x2 ml amp.

Iiﬁééggﬂ&éijESTsnw”.mw

40 mg/ Zml Drotaverin HCL
solution for injection

Specification :

ME160481 v.2.0

lEl%ﬂﬂhlléaiywﬂ;}l!]EEIlIlJlﬂi.."“

Lelras /Description

ARzonossag/Identification

~ Drotaverin / drotaverine

v spektrofotometria f

U spectrophotometry
Folyadékkromatografia (HPLC/UPLC)/
Ligquid chromatography (HFLC/UPLC)
- Etancl (GLZ) / Ethanol (GLC)

= Hatrium-metbiszulfit (Titrimeria) /
Sodium-metablsul fite (Titrimetry)

Tisgtasag J Clariey

Szin / Colour

pH / pH

Részecakeszennyezés/Particulate matter
= Lathatd f Visible

= Szabad szemmel nem lithatéSInvisible

Tiszta zoldessarga folyadék/

Clear greenish-yellow liguid

Megfelel/Complies

Megfelel/Complies

Megfelel/Complies

Megfelel /Complies

daszehasonlitd oldarn/
The product passes the test

Maximum I.
with reference I.

Mem lehet intenzivebb, mint GY1/
Colour of the product is not more

intenzive than colour of reference GYl

3.0 - 5.0

Feleljen meg / complies

>=10 um részecske:<=6000 db/ampulla/
Farticles»=10 um:not more than 6000/ vial
>=25 pum részecske:<=600 db/fampulla /
Particlea>=25 pm:not more than 600/ wial

Megfelel/Complies

Megfelel /Complies

Megfelel/Complies

Megfelel /Complies

Megfelel/Complies

Megfelel/Complies

GY2

Megfelel /Complies

9 db/amp/vial

0 db/amp/vial

rap_coa_resultats v5
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Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvdlgy site

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

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té& utca 1-5.
P.0.Box: 110
Phone: 361/505-0000 /

Mail: 1325 Budapest,

Hungary

Fax: 361/505-0005

SANOFI . g

i

Product

Item code

Import. country
Batch number
Manufacturing date:
Potency

Dosage form
Pack.size, type

No-spa® selution for injection, 20 mg/ml

16288 GMID code 272600
OROSZORSZAG / Russia

CCDG6A

08-APR-2019 Expiry date APR-2024

40 mg/ 2ml Drotaverin HCI1
solutien for injection

25x2 ml amp. Specification

ME160481 v.2.0

Vizsghlatok/TESTS

" Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

SRR

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /[
Related impurities

Ligquid chromacgraphy (HPLC/UPLC)
Perparin / Perparine

Ismeretlen szennyezdk egyenként /
Single unspecified impuries

Osszes szennyezd / Total impurities

Kivehetd toltettérfogat /

Extractable volume

Bakteridlis endotoxin/

Bacterial endotoxin

Sterilitas / Sterility

Hatdanyagtartalom / Assay

UV spektrofotometria/

UV spectrophotometry

or

Folyadékkromatografia (HPLC/UPLC)/
Liquid chromatography (HPLC/UPLC)

NAtrium-metabiszulfit tartalom
{Titrimetria) /
Content of sodium metabisulfite

(Titrimetry}

max.0.2 % / not more than 0.2 % <0.1 %
max.0.5 % / not more than 0.5 & 0.1 %
max.2.0 % / not more thanm 2.0 % 0.2 %
Legalabb 2.0 ml / 2.1 ml
Not less than 2.0 ml

Kisebb mint 80 EU/ml/ <5 EU/ml

Mot more than 80 EU/ml

Steril legyen/The product is sterile A termék steril / The product is

sterile

40.0mg25% drotaverin hidroklorid/2 ml/
40.0mg*5% drotaverine hydrochloride/Z mi

40.2 mg/2 ml

Felszabaditasi hatar:

1.00 mg+10%/ml {90%=-1108} /
At release: 1.00 mgtlf%/ml
Lejarati ids végi:

1.00 mg -15% - +10%/ml (85%-110%)/
At end of shelf life:

1,00 mg ~15% - +10%/ml (85%-110%)

0.97 mg/ml

(90%-110%)

rap_coa_rasultats v5
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Certificate of Analysis

SANOFI « 4

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

Csanyikvdigy site

Csanyikvslgy, P.C.B 565 - 3510 Miskolec, Hungary

Phone: +3646/804=-000

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

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

4

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

Item code : 16288 GMID code : 272600

Import. country OROSZORSZAG / Russia

Batch number CCD66BA

Manufacturing date: 08-APR-2019 Expiry date : APR-2024
Potency : 40 mg/ Zml Drotaverin HCl

Dosags form : solution for injection

Pack.size, type : 25x2 m) amp. Specification : ME160481 v.2.0

Vizsgéalatok/TESTS elmények/SPECIFICATIONS Eredmények/RESUL
Etanol tartalom {GLC)/ & 7l [exvivalens 63.35 mg/ml 64.6 mg/ml
Content of ethanol (GLC) abs etdnollal) #10%

il {equivalent to 63.35 mg/ml
¢ ‘ethariol) £10%

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 RAuthorisation [8)

of the destination country/countries.

QA decision
Decision : FELSZABADITVA / RELEASED
Date : 13-MAY-2019 15:27
Qualifiad person : Dr. Papai Judit

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