AEKJIAPAIIAS O COOTBETCTBHH

JEKJAPAHT, MIPHHUMAIOIWNA JEKIAPAIIAIO O COOTBETCTBUH:
AO "Canogpu Poccun"

Caedenus o pezucnpanuu opzanuzayuu: Mexcpationnas urcnexyus Pedeparvroit Ha10206011 cvHcEol No
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepexan, 0. 22. Teregpon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepansrvtii oupexmop Mownaic O.A.

Hoeepennoe nuyjo: Kanyemun A.0. Joeepennocnw: 6/u om 06.11.2018 ¢.

3AABJSET, UTO

Aexapcmigennoe cpedcmeo: Ho-uma® pacnieop Ona 6HYNPUSEHHO20 U GHYNIPUMBINIEHO20 86edentn 20
MM 2 M3, QMINYABE INEMHO20 CIeKAq (5).ynaKoeku KoHypHele naacmuxosste (noddowst) (5), nauxu
xapmonusie, pez2.yd. Ne IT NO11854/01 om 27.07.2010 (dama 3avenst PY 02.04.2018), cepus CCF8IA,
napmiis 4440 ynaxosoxk, 2o0en 0o 01.06.2024, npouszeodcmea XHHOHH 3aeod Dapaiaijesmiuueckux i
Xuwuveckux Hpodyxkmoe 340 / CHINOIN Pharmaceutical and Chemical Works Private Co Lrd., 3510
Miskolc, Csanyikvolgy, Hungary, Benzpus, ko0 OKIIJ2 21.20.10.113, xod TH B3 3004490009,
xoumpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085340391 om 15.07.2019

COOTBETCTBYET TPELOBAHHAM
II NO11854/01-020418 usm. Me 1

JEKJIAPAIINA ITPHHSATA HA OCHOBAHHHA

npomoxoa ucnotmarnti Ne 690171 om 22.07.2019 HIT OO0 "Llenmp xoumpoas kavecmea Buoaanig”,
ammecmam axkpedumayuu RA.RU.21LJKOI om 22.07.2015 2., cepmugpuram anarnza XHHOHH 3acod
Dapyaesmueckux i Xumuueckux npodyxmoe 340 ont 03.07.2019, Cepmugpuram POCC
HU.OM05.C08135 om 22.07.2019

JATA HPﬂH.ﬂTHH AEKJIAPAIIHHA: 22.07.2019 2.

,E[EMAPAI{I{H agncmmmm J10: 01.06.2024 2.
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CBEJEHHA O PETUCTPAIINNA

OPI'AH IIO CEPTH®HAKAIIAH, 3APETHCTPAPOBABINAN JEKJIAPAITAIO

Opzan no cepnmighuxauu npooveyun

OBujecnea ¢ 02paniientot omeemcmeeHHocmbio «OKPYICHOT ijenmp cepmugurayu»,
adpec: 620014, POCCHA, Ceeponoscras obnacnw, Examepunbype, Xoxpaxosa, 74, 1706,
me: (343) 380-27-55, www.ekbocs.ru, ammecman axxpeoumayuu Ne RA.RU.11OMD5

JAEKJIAPAIIHS O COOTBETCTBHH M POCC RU I-HU.®PM05.4.34410/19
JATA PETHCTPAITHH: 22.07.2919.

UuaeprHa A.A.

PyxoBoauTens opraHa no
cepTROHKAIMHA NPOXYKITHH




CepTudHkaT aHaaH3a

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanofi company
Csanyikvilgy site
Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary
Phone: +3646/804-000
Registered Office: 1045 Budapest, To uica 1-5. Hungary
Mail: 1325 Budapest, P.O.Box: 110
Phone: 361/505-0000 / Fax: 361/505-0005
[TpogyxrT: HO-IIIA PactBop ans
uHbekuuil, 20 mr/mn RUS.
25X2 mn RUS
Kon ToBapa; 16288 Kog GMID: 272600
CtpaHa-ummoptep:  Poccus
Homep cepuu: CCF81A
JMata npouseoactea: 06-Hiou-2019 Jata uctenenus cpoka  WMion-2024
TOJHOCTH:
KonuenTpauus: 40 mr/ 2 Mn mpoTtapepuHa
ruapoxnopuaa
lexapcTBeHHan Pacteop ana uHBbEKLMi
thopma:
PasMep H THD 25 x 2 Mn aMnyJbl Cneunduxannsa: ME160481 v.2.0
[YNAaKOBKH:
IokazaTens Hopma PesyabTar
Onucanue IMpo3spaunas 3eneHoBaTO-KeNTAA COOTBETCTBYET
HHIKOCTD
COOTBETCTBYET
JpoTaBepiHa THAPOXAOPHA
- Y@-cnexkTpodoToMeTpHa COOTBETCTBYET COOTBETCTBYET
- BOXX COOTBETCTBYET COOTBETCTBYET
- JraHon
-IKX COOTBETCTBYET COOTBETCTBYET
- Hatpua meTaOHCynBQUTA/THTPOBAHHE COOTBETCTBYET COOTBETCTBYET
ITpo3pauHocTs pacTBOpa MponykT npoluen HenbITaHHE, COOTBETCTBYET
{onanecueHLms) OnanecueHUNs UCNBLITYEMOrC pacTBopa
HE TPEBLIILAET OMNANECUEHLIIO 3TajIoHa 1
LipeTHoCTH pacTBOpa HenbiTyemelii pacTBop okpawreH He GY?2
Gonee HHTEHCHBHO, ueM 3TanoH GY1
pH 30-50 39
BuauMble MexaHHUYECKHE NpUMECH/ COOTBETCTBYET COOTBETCTBYET
HEBHIMMEIE MEXAHIYECKHE IPHMECH
d>=10 MKkm <=6000 exn./ammyna 6 en.famMmyna
d>= 25 MM <=600 ea./amnyna 0 en.famnyna
PoscTeennrie npuMedcH /BIXKX
[Nepnapun <=0.2 (06/00)% <01 %
EavHyiHas HeuaeHTHOUUMpPOBaHHAS <=0.5 (06/06)% 0,1%
npUMech
Cymma npHmMeceh <=2.0 (06/06)% 0.2%
H3pnekaemblii oObeM He meree 2,0 Ma 2.1 mn
Hcneitanue Ha npucyTcTBHE <= 80 DE/Mn <5 9EMn
BaKTepHaNbHLIX SHAOTOKCHHOR
CTepunbHOCTH [Tpenapat crepuneH CTEPHJIEH
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CeprudukaTt aHaNH3A

SANOF1
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
[MponykT: HO-HITIIA Pacteop mns

HHbeKUKHA, 20 Mr/ma RUS.

25X2 mn RUS
Kon ToBapa; 16288 Kon GMID: 272600
CtpaHa-umnoprep:  Poccua
Homep cepuu: CCF81A
ata npoussoactea: 06-Hion-2019 Jlata ucteuenus cpoka  Hion-2024

FOAHOCTH:

KoHUeHTpaLHa: 40 mr/ 2 mn apoTasepHHa

THIpOXJIOpHAA
UlexapcTeeHHas PacTtBop ana HHbEKUHH
topma:
Pasmep W THD 25 % 2 Mn amMIEynst Cneundukauus: ME160481 v.2.0
[YTAKOBKH:
MokazaTenab Hopma PesyabTar
KonuvectseHHoe onpenenenve nytem 40,0 Mr +/-5% / Rporasepur rnapoxnopun/ 2 39,9 Mr/ 2 Mn
Vd-cnektpodoToMeTpHH Ma
ConepxxnmMoe HaTpua MeTabucynsura  1.00 Mr +/-10% / mn (90%-110%) 0,96 Mr/Mn
ConepxaHue »TaHONa 66,0 mr/Mn (B nepecyete HA abCOMOTHEIIH 64,6 Mr/man

aTaHon 63,35 mo/mn) 10 % (59,4 - 72,6
Mr/MIT)

HacTosumm noateepaxaato, YTo BCe Talbl NIPOH3BOACTBA ITOH CEPHH rOTOBOH IIPOAYKUMH ObLIH
BBINIOJIHEHBl B IOJAHOM COOTBEeTCTBHH ¢ TpeboBanusmMu GMP EC u  TtpeGoBanmsamu
PerucTpauyoHHOro yaocTOBEpEeHHA CTPaHbl HA3HAYCHHUS.
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Cepridurar aHanmza

SANOFI %

CHINOIN Pharmaceuticat 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

[MpoayxT: HO-LIITA Pacteop ans
HHbekunit, 20 mr/mn RUS.
25X2 mn RUS
Kon Tosapa; 16288 Kog GMID: 272600
CtpaHa-umnoptep:  Poccus
Homep cepuu: CCF81A
Jlata npou3seoactea: 06-Hion-2019 Jarta uctedenus cpoxa  Hion-2024
FOAHOCTH!
KoHueHTpauwus: 40 Mr/ 2 mn opoTaBepHHa
THApOXNopHAa
NekapcTBEHHaA PacTtBOp Ana uHbekumii
popma:
Pa3mep u TUN 25 x 2 mn amImyne! Cneundmrauns: ME160481 v.2.0
[y MaKOBKH:
| IIpUMEYann:

Peuntenne otaena obecneveHNa Kavecrsa

Pentenne: BLIMMYLWEHO
ata; 03-UIOJI-2019 14:26
Y no1HOMOMEHHOE JTHLO: dr. Papai Judit

IToT cepTHdHKAT aHamM3a GBI IOAMMCAH 3NEKTPOHHBIM CIIOCOBOM ¢ HcToab3oBanreM LIMS.
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Certificate of Analysis

SANOFI \7

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

Csanyikwtlgy site

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

Phone: +3646/804-000

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

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

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

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCFB1Aa

Manufacturing date: 06-JUN-2019 Expiry date : JUN-2024
Potency : 40 mg/ 2ml Drotaverin HCI

Desage form : sclution for iniection

Pack.size, type @ 252 ml amp. Specification : ME160481 v.2.0

Leiras /Description Tiszta z8ldessdrga folyadék/ Megfelel/Complies

Clear greenish-yellow liquid

Azonossag/Identification

- Drotaverin / drotaverine

UV spektrofotometria / Megfelel/Complies Megfelel/Complies
UV spectrophotometry

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

- Etanol (GLC) / Ethanol (GLC) Megfelel/Complies Megfelel/Complies
- Natrium-metbiszulfit (Titrimeria) / Magfelel /Complies Megfelel/Complies

Sodium-metabisulfite (Titrimetry)
Tisztasag J Clarity Maximum I. Ssszehasonlitéd oldatS Megfelel/Complies
The product passas the test
with reference I.
3zin S Colour Nem lehet intenzivebb, mint GY¥1l/ GY2
Colour of the product is not more
intensive than colour of reference GY1

pH / pH 3.0.-5.0 3.9

Részecskeszennyezés/Particulate matter

- LAthatd / Visible Felelien meg [/ complies Megfelel/Complies
- Szabad szemmel nem lathatd/Invisible  »=10 pm részecske:<-6000 db/ampulls/ 6 db/amp/vial
Particles>=10 um:not more than 6000/ /vwial
=25 pum részecske;<=600 db/ampulla / 0 db/amp/vial

Particles>=25 um:not more than 600/ /vial
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Certificate of Analysis

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

Csanyikvdlgy site

Csanyikvdlgy, P.0.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® soclution for injection, 20 mg/ml

Item code : 16288 GMID code : 272600

Import. country : OROSZORSZAG / Russia

Batch number : CCF81A

Manufacturing date: 06-JUN-2019 Expiry date : JUN-2024
Potency : 40 mg/ 2ml Drotaverin HCl

Dosage form : solution for injection

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

......... CERRSRIRY

Vizsgalatok/TESTS Kovetel PECIFICATIONS Eredmények/RESULTS

Rokon anyagok

Folyadékkromatografia (HPLC/UPLC) /

Related impurities

Liquid chromaography (HPLC/UPLC)

Perparin / Perparine max.0.2 % / not more than 0.2 % 0.1 %
Ismeretlen szennyezdk egyenként / max.0.5 % / not more than 0.5 % 0.1 %

Single unspecified impuries

Osszes szennyezd / Total impurities max.2.8 % / not more than 2.0 % 0.2 &

Kivehetd toltettérfogat / Legaldbb 2.0 ml / 2.1 ml

Extractable volume Not less than 2.0 ml

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

Bacterial endotoxin Not more than 80 EU/ml

Sterilités / Sterility Steril legyen/The product is sterile B termék steril f The product is
sterile

Hatdanyagtartalom / Assay

UV spektrofotometria/ 40.0mg+5% drotaverin hidroklorid/2 mi/ 1%.% mgs2 ml
UV spectrophotometry 40.0mgt5% drotaverine hydrochloride/? ml
or

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

Natrium-metabiszulfit tartalom Felszabaditasi hatér: 0.9%6 mg/ml
(Titrimetria) / 1.00 mgt10%/ml {90%-110%) /

Content of sodium metabisulfite At release: 1.00 mg#l0%/ml (20%-110%)

{Titrimetry) Lejarati idd végi:

1,00 mg -15% - +10%/ml (85%-110%)/
At end of shelf life:
1.00 mg -15% - +10%/ml (85%-110%)
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CHINOIN Pharmaceutical and Chemical Works Private Co.

- a Sanofi company
Csanyikvtlgy site

Csanyikvdlgy,
Phone: +3646/804-000

Certificate of Analysis

P.C.B 565 - 3510 Miskeolc,

Ltd.

Hungary

Registered Office: 1045 Budapest, Té utca 1-5. Hungary

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

SANOFI s

e

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

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

Item code 16288 GMID ceode 272600
Import. country : ORCSZORSZAG / Russia

Batch number : CCF81A

Manufacturing date: 06-JUN-2019 Expiry date JUN-2024

Potency :
Dosage form :

Pack.size, type 25%2 ml amp.

40 mg/ 2ml Drotaverin HCL
solution for injection

Specification

zsgélatok/ TESTS

Kovetelmények/SPECIFICATIONS Eredm

ME160481 v.,2.0

ények,

{GLC) /
iGLC}

Etanol tartalom
Content of ethanol

66.0 mg/ml {ekvivalens 63.35 mg/ml
abszelat etanollal)110%

(59.4-72.6 mg/ml) /

66.0 mg/ml {equivalent to 63.35 mg/ml
of absolute ethanol)£10%

{59.4-72.6 mg/ml)

64.6 mg/ml

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

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

QA decision

Decision
Date :

Qualified person :

FELSZABADITVA / RELEASED
03-JUL-2019 14:26

Dr, Papai Judit

This Certificate of Analysis has been

electronically signed from a validated LIMS$.
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