AEKJIAPAIIMS O COOTBETCTBHHA

JEKJAPAHT, IPHHUMA IO NEKJIAPAITHIO O COOTBETCTBUH:

AOQ "Caroghu Poccus"

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Pedepansuoti Hano2060il caysicbor No
46 no 2. Mocxae 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 9. 22. Teregon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepansrviit dupexmop Monac O.A.

Hocepenrnoe mnjo: Kysneyosa H.FO JJosepennocms: 6/ om 20.08.2019

JAABJIIET, 9TO
nexapcmeenroe cpeocmeo: Ho-uma® mabremxu 40 m2 100 wim., daaxoner (1), nauxu xapmonnsie,

pez2.yo. Ne 1T N011854/02 om 23.07.2010 (0ama nepeogpopmnerusn PV 28.03.2016), cepus CV162, napmus
41556 ynaxoeox, 200er do 31.08.2024, npouzsodcimea Xunoun 3aeod Capmayesmuyecxux u Xaumudeckiox
npooyrmoe 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, ko0 OKII12 21.20.10.113, x0d TH B3 3004490009, xonmpaxm
No250/40056192/F-2 om 20.10.2010, uneotic Ne9085350655 om 18.10.2019 2.

COOTBETCTBYET TPEFOBAHHUSAM
17 N011854/02-160611 uam. Ne 1-6

AERJIAPATIHAA IIPAHATA HA OCHOBAHUH
ripomoxon ucnsimanii Ne 113851 om 25.10.2019 HJT 00O "Lenmp xoumponn kavecmea Buoaaiigh”,

ammecmam axxpedumeanyuy RA.RU.21I[KO1 om 22.07.2015 2., cepniugpuxam na cepuo XHHOHH 3a600
Papsayyesmuvecxux u Xumuiecxx Ipodykmos 340 6/ om 08.10.2019, Cepmughuram POCC
HU.@QMO05.CI0173 om 25.10.2019

AATA IPHHATHS JEKJTAPAIIMH: 25.10.2019 .
AEKJAPATBEARACTBATEILHA JIO: 31.08.2024 2.
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CBEJAEHMS O PETUCTPAITUN

OPI'AH IO CEPTH®HKAIIHH, 3APETHCTPHPOBABIIAN JEKJIAPAITAIO

Opaan no cepmugbuxayuu npodyryuu

Obujecnisa c ozpariuiennoil omeemcmeeHRocmyio «OXDYJNCHON yenmp cepmugurayuis,
adpec: 620014, POCCHA, Ceepdnoscxas obnacms, Examneptnbype, Xoxpsxoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam arxpeduinayuu Ne RA.RU.11 OMO5

JEKJAPAIHSA O COOTBETCTBHH, M POCC RU JJ-HU.®M05.4.47980/19
APXPRIBLKPAIIAN: 25.10.2019 .

Umgepuna A.A.

NOZITH Pyxosozurens opraga no
CepTHOHRANHE DPOXYKIHH




CEFTUD®HKAT HA CEPHIO

SANOFI W

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

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600/ Fax: +36 28 585 939

Kox ToBapa; VER 15868
HaumenoBaHne HO-LUMNA 40 mr tabnerkn 100X
npenapaTa:
CrpaHa-uMnopTep: Poccus
Homep cepum: Cvli62 Homep cepun: Cvie2
JlaTa NpOM3BOICTBRA: 16-CEH-2019 Hata ucreverua cpoka ABT-2024
TOJHOCTH:
To3npoBxka CM. PE3YNBTAT OTIpeReNeHHA
KONUUECTREHHOTO COAEPHKAHHA
JlekapcTeeHHan dopma: TabneTku
TUN YNakoBKH: thnakoH (1), Nauky KapTOHHBIE,
Koa GMID: 236972
[lokalaTtens Hopma PesynnTar
CBOHCTBA
Onucanue: JIBOAKOBBIMYKJIbIE TAGNETKH KEATOTO ¢ CooTtseTcTRYET
3€MeHOBATHIM HAH OPaHXEBATHIM OTTEHKOM LIBETA.
C rpaeuposKkoii «spa» Ha 0aHOH CTOpOHE. JlHaMeTp
npubi. 7 MM, BeicoTa npHBA.. 3,4 MM,
- CpenHas macca 140 Mr +/- 7.5 % (Esp. dapm.) 140 mr
- Macca ogHoit Tabnerku Cpeansas macca +/- 7,5% (Esp. @apm.) u3 20 CootBetcTBYET
TabneToK OTKIOHEHUe cpeaHeli Macchl +/- 15%
nomx Ao OBITh He Gonee, YeM B ABYX Tabnetkax,
- PacnamaemocTb < 15 muH {EBp. dapm.) 4 MuH
- HcTupaemocTth <=1 % (Esp. ®apm.) <l %
NMOJJIHHHOCTD
- o obpa3oBaHHIO Ocajxa IMonoxurensHo CooTteeTcTBYET
- Y ®-cnekTpodoTomeTpHa HabnonaioTca MakcHMyMbl nortoieHus npu 241 CooTseTcTByeT
+/- 2 um, 302 +/- 2 M, 353 +/- 2 HMm.
UHCTOTA (TCX)
- JlpoTaBepuHa <=1% <l %
- ApYyroil eAHHIMHOI NpUMecH, <=0,2 % <0,2 %
HHAHBHIYaILHO
- Konuuectso nateH Max. 5 naren 1 nRTHO
- CymMma npuMeceit <=2 % <2 %
KoauuecTBeHHoe onpexeene (Yd)
- JpoTaBeprHa ruapoxnopuaa 40,0 Mr +/- 5% 40.2 mr

HcnbiTanus Ha MEKpOGHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Esp. ®apm. (kasknas 100
cepHs, HO He MeHee | MCNBITaHHA B TeueHHE roja). ITa cepHs ObUla MPOM3BENCHA B HOJNHOM
COOTBETCTBMH ¢ TpeGoBaHuaMH CGMP u TpebGOBaHHAMH COOTBETCTBYIOWIErO PErHCTPALIMOHHOTO
YAOCTOBEPEHHSI.

ITOT cepTrduKaT aHaNM3a ObLT NOANMMCAH ICKTPOHHEIM CocoGoM ¢ Henonb3oBaHueM LIMS.
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CEPTU®HKAT HA CEPHIO

SANOF1

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

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

&,
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CrpaHa-uMnoprep:
Homep cepuu:
JlaTa npousBOACTRA:

TTo3upoBKa

UekapcTeeHHas dopma:
Tun ynakosku:

Koa ToBapa; VER 15868
HanmMeHoBaHHE HO-LIIIA 40 mMr tabnerkn 100X
npenapara:

Poccun
Ccvlie2 Homep cepuu:
16-CEH-2019 JlaTa ucreueHus cpoka

rOAHOCTH:
CM. pe3yALTAT ONpeaeneHyn

KOJIMMECTBEHHOTO COiEPHaHNn

TableTkH

¢naxoH (1), nauxH KapTOHHbIE.

cvie2
ABI'-2024

YnonxHoMoueHHOe HLO:

Kon GMID: 236972

Pewenue oTaena obecneyenns KavecTsa
Peruenne: BBIITYILEHO
aTa: 08-OKT-2019 10:24

dr. Solti Monika Maria
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BATCH CERTIFICATE

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

Veresegyh&z site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868

Product name : NO-8PA 40 mg tablets 100X

Import. country ; Russia

Lot number : cvlez Customer lot no. : cvlez
Date ¢f manufacture: 16-SEP-2019 Expiry date : AUG-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Tests Specifications Results
CHARACTERS
- Appearance Yellow coloured, cenvex tablets, with Complies

greenish or ovange tint, On one face of
the tablets sign "spa” engraved.

Diameter is approx. 7 mm, their height
is approx, 3.4 mm.
- Average mass 140 ‘mg +/= 7.5 % {Ph.Eur] 140 mg
- Individual mass Average mass +/- 7.5 % (Ph.Eur) Complies

20 tableéts a discrepancy of average mass
+/~- 15 % is permitted at riot more than
two tablets.

- Disintegration ‘¢ 15 minutes {Ph.Eur) 4 min

- Friability <=] & (Ph.Eur) <l %
IDENTIFICATION

- By precipitate Positive Complies
- BY UV spectrophotometry It shows absorption maxima at 2431 +/-2 Complies

pm, 302 +/- 2 nm, 353 +/- 7 nm.

PURITY TEST {TLC)

- Drotaveraldine gml % <l &

- Any other impurity individually <=0.2 % <0.2 %
- Number of spots Max. % spots 1 db

- Total impurities <=2 % <2 W
ASSAY (UV)

- Drotaverine HCL 40.0 mg +/- 5 % 40.2 mg

Microbiological purity tests comply to the Ph.Bur, requirements (test is performed for every 100th lot but ak
least for 1 lot/year).

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Ruthorizatien,

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

SANOFI «,

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

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : CV1e62 Customer lot no. : Ccvlg2
Date of manufacture: 16-SEP-2019 Expiry date : AUG-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
QP decision
Daecision : FELSZABADITVA / ACCEPTED
Date : 08-0CT-2019 10:24
Qualified person: dr, Solti Monika Maria
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