JNEKJAPALISI O COOTBETCTBUHA

JEKJAPAHT, IPUHUMAIONHH AEKJIAPALIMIO O COOTBETCTBHU

AO "Canoghu Poccun”

Ceedenus o pezucmpayuu opaanusayuu: Mexcpaiionnan uncnexyus Pedepanvroii Hanozoeou cayxcovt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, yn. Teepcxas, 3. 22. Tenegon/paxc: 8 (495) 721-14-00/721-14-11

| B nuye: I'enepanvhbiti oupexmop Monoic O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dogepennocme 6/ om 01.12.2017

3ASBJHET, UTO

nexapcmeennoe cpedcmeo. Ho-wna gopme, matnemru 80 m2 24 wm., ynaxoexu auesixosvie xonmypHote (1),
nauxu kapmonnwie, PY Ne IT N015632/01 om 18.03.2009 (dama 3amenst 13.04.2018), cepun AV042, napmus
12622 ynaxosox, zoden 0o 01.09.2021, npouzssdcmea XHHOHH 3aeo0 Papmayesmuyieckux u Xumuveckux
Ipodyxmoe 340, Benzpus, CHINOIN Pharmaceutical and Chemical Works Private Co Lid, Levai u. 5, 2112
Veresegyhaz, Hungary xod OKII[]2 21.20.10.113, koo TH B3] 3004490009, xonmpaxm Ne 250/40056192/F-2
om 20.10.2010, uneoiic Ne 9085319473 om 10.01.2019

COOTBETCTBYET TPEFOBAHHUAM

IT N015632/01-021209 uzm, Ne 1-7

JEKJIAPAITHS ITIPHHATA HA OCHOBAHHH

npomoxon ucnwimarnuii Ne 750 om 16.01.2019 H/T OO0 HL "®APMOBEOPOHA", ammecmam axxpeOumayuu
POCC RU.0001.21®DJI40, Cepmugpuxam POCC HU.PM08.C31558 om 16.01.2019

NATAFIPABSATHSJEKIAPAIINH /6.01.2019
KAAPAIIS AEACTBUTEILHA 10 01.09.202]

Crenanos C.C.
& .U.0

CBEJAEHHSA O PETHCTPAIINHA

OPTAH 110 CEPTU®HUKAIIAH, 3APETHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU.11®OM08 OPTAH ITO CEPTHOHKALIMH ITPONYKIHH OBL{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XXHOH I[EHTP KOHTPOJLA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., men.;(493)788-02-88, eeb-
caiim: oyxx.pe.

JEKJIAPAITUA O COOTBETCTBUH 3APETMCTPUPOBAHA A POCC RU /I-HU.DM08.4.12668/19

Hunenxo U.b.
Pykoogutens OC
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«XMHOHH 3ason PapMalleBTHIECKHX ¥ XUMHYECKHX IIPoxyktop 3AO»
- Komnanns «Canodu»

Iiomanxa Bepewenyxas - 2112 Bepeinenpxas, yi. Jlepau 5., Bearpua
Tenedon: +36 28 585 600/dakc: +36 28 585 939

Kon Torapa: VER_482103
HaumeHoBanue HO-IITIA ®OPTE 80 mr Tabnericu 24X
npenapara:

Crpana-ummoprep:  Poccms

Howmep cepun: AV042 Homep cepun AV042
3AKATIMKA;

Jara aponssoactea: 21-CEH-2018 r. Jlara ucrewenna CEH-2021T.
CpoKa FOMHOCTH:

Jo3npoeka: CM. KONHYECTBEHHOE ONpejiclicRHe

JlexapcTReHHas TabNeTKH

tbopmMa:

Tun ynakoBxu: KOHTYpHas sg9elikoBan ynmakoeka [IBX - AJTIOMWUHWNA

GMID kon: 482103

TokazaTenn . Hopwmsi b Pe3yIbTaThl &

OU3IMYECKHE | 7

XAPAKTEPHCTHKH (-

- Onncanue Hpn,uonroname R CooTBeTCTBYET

| | ‘IIBOAKOBBITYKIILIE "mﬁnencn

- JENTOT0 C senenogamm WIH
| OpaHKEBBIM OTTeHKOM 11BeTa. C'
' rpaBrpoRKoit (NOSPAY Ha ool
| CTOPOHE H JIMHHElipazioMa Ha
| ApyroH cropone, Jitna TabaeTok
| COCTABNAET NpUDMA3ATENHHO 13
| MM, FX IIADAHA ~
| IPEOMU3ATENLHO 6, MM, B BLICOTA -
{ IpHONM3ATENLHO 3 8 MM.

— Cpennas Macca 1280 Mr + 5% {Esp:: CDapM ) 280 mMT

— Enmaugnas macca [ Jinsa 20 Tabnerox npnycrm : CooTBeTCTBYET
paaﬁpoc cpemaen Maccel + 5%,
paaﬁp&;{ cpenHel Macen1 £ 10 % :

| AOTIYCTHM [LIA He Eonee JBYX
| TaGJIemK B, |
— Pacmamaemocts | <15 MunyT (EBp G)apM ) - 4wmun
— IIpounocTs Ha AcTHpaHHe b = 1~/6 (Enp_ d}apmi._)_. AunE b <1%
NOJIMHHOCTD :  ~' 4o
— MeronoM ocaxacHHS F Honoxm:renmo B o Coo;ggmwg;
- V-cnextpodoromerpus | ﬂp,gim 1 2m,5uz 22m, Qﬁﬁﬁmmmf%*
1353%2. mgj?ﬂeuoncmpn_pyer o A J/{:g \ﬁx
g i B
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CEPTHO®UKAT CEPHM S A N O F l ’%%

«XHWHOHH 3aBop ®apManeBTHIeCKIX H XHMHIECKHX opoayxTos 3AO»
- Komnamma «Canogpun

Inowusanxa Bepememnsxas - 2112 Bepewenpxas, yn. Jlesau 5., Bearpns
Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Koza ToBapa: VER_482103
HaumenoBauue HO-WIIIA ®OPTE 80 mr Tadnericn 24X
npenapara:

Crpana-umnoprep:  Poccus

Howmep cepua: AV042 Homep cepun AV042
3aKa3yHKa:

Hara nponssoactea: 21-CEH-2018 r. Jata ucregenns CEH-2021 .
CpOKa TONHOCTH:

Jlo3upoBka: CM. KONIM9ECTBEHHOE OLPENeIeHHe

JlexapcTeRHas TabneTkn

Hopma: .

Tun ynakopku: KOHTYpHas g9eikoBad ynakoska [IBX - AJTIOMUHUN

GMID xoz: 482103

Ilokazatenm ; Hopmm g % Pe3yabTaThi

YUCTOTA (TCX) A A B

— Jpotasepanmun =1% ) el <1%

— Enanwasas npavecs I‘S 0,2% i }: i - <0,2%

— Komwgectso naren He Goree, Snm* = 1 1B,

— CymMa npameceit %S 2_% : ';j:;‘ <2%

KOJMYECTBEHHOE | &
OIIPEAEJIEHME (Y®) e R _
- Hporasepuna ruppoxnopun | 80,0 M+ 5% (76,0~ 84,0 mr) 81.5Mmr

PesynuTathi HenmBrTanns Ha MEKpOGHOIOMHYECKYIO YACTOTY COOTBETCTBYET TpeOOBAHUAM
Egp. @apm. (xaxxnas 100-s cepus, Ho He Menee | B ron). Jlanaas cepms Mpon3BejieHa B
COOTBCTCTBUH C TpeboBarmsMu Texyned Hammexameii OpOM3BOACTBEHHOM IPAKTHKH H
COOTBETCTBYET CTENH(PHKALMIM COOTBETCTBYIOMETO PETACTPAIEOEHOTO YAOCTOBEpEHHSI.
HanHeDi cepTudukar anannsa moamucan SMAECKTPOHHOH NOMIKCEIO ¢ HCMONB30BAHHEM
BalMIHPOBaHHOH cucteMir LIMS.

U 3aKimoueHHe OTAEN3 ofecuedeHR KATECTBA
3aknoyenne: IIPUHATO

Hdara: 15-TEK- 2018 . 14:44
YOOoAHOMOYEHHOE JANO: A-p Conrrn Mormka Mapus

rap_coa_resultats v5




BATCH CERTIFICATE

SANOFI vg

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd,
= a Sancfi company

Veresegyhd:z site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +3€ 28 585 600 / Fax: +36 28 S@5 539

Item code : VER 482103

Product name : HO-SPA FORTE B0 mg tablets 24X

Import. country ; Busaia

Lot number : AVD4Z Customer lot no. :  AVO4Z
Date of manufacture: 21-SEP-2018 Expiry date : SEP-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : FVC - ALU blister

GMID code : 482103
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IDENTIFICATION
- By precipitate C Complies
- Uy *: Complies
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BATCH CERTIFICATE

SANOFI y

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

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

Phone: +36 28 585 600 / Fax: +36 2B 585 939

Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X
Import. country : Russia

Lot number : AVD42

Customer lot no, : AV042
Date of manufacture: 21-SEP-2018

Expiry date : SEP-2021
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 482103
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PURITY TEST {TLC}

st
il
- Drotaveraldine e <1 %
gk
= Any other impurity individually i PN <0.2 %
s
= Number of spots i Ll 1 db
- Total impurities " a2 n
o
i : ) FREA e
ASBAY (UV) “3'% “ﬁﬁ%z;;g
- Drotaverine hydrochloride s

T
i
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P oottt sttt e Teve——
Microbiological purity tests comply to the Ph.Eur. requirements {every 100th lot, but at least 1 per year).
This batch has been manufactured in compliance wi

th the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of Analysis has been electronically signed from a validated LIMS.
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FELSZABADITVA / ACCEPTED
15-DEC-2018 14:44

Dacieion :

Date :

Qualified parson: dr. Solti Ménika Maria
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