CEPTUO®UKAT CEPUM S ﬁ .

XNHOWH 3aBox ®apmarieBTHYeckux 1 XUMHYECKUX MPOAYKTOB 3A0
- Kommnanust «Canodu

[IpousBoacTeennas miomanka Bepemensmas - 2112 Bepemensxas, yiu. Jleau, 5, Berrpus

Tnd.: +36 28 585 600 / Dakc: +36 28 585 939

Kon ToBapa: VER 482103

HaunmenoBaHue HO-ILIITA ®OPTE 80 mr Tadjerku 24X

npenapara:

Crpana-ummoprep: Poccus

Howmep cepumn: DV039 Howmep cepun DV039
3aKa34yMKa:

JaTta npou3BoaCTBaA: 16-CEHT-2020 Jara ucreuenus ABTI'-2023
CPOKa TOAHOCTH:

Jlo3upoBka: CM. KOJTUYECTBEHHOE OTIPE/ICIICHIC

JlexapcTBeHHas TaOJICTKN

dhopma:

Tun ymakoBKH: KOHTYpHas staeiikoBasi ynakoska [IBX - AJTTFOMHUHUIA

GMID xon: 482103

IToka3zaresu Hopwmbl Pe3yabTarsl

XAPAKTEPUCTHUKH

— Ormucanue [IpononroBaThie TBOSKOBBITYKIIbIC CooTBeTCTBYyET

TaOJICTKH XKEJITOTO C 3€JIEHOBATHIM
WM OPaHKEBBIM OTTEHKOM, C
rpaBupoBkoi «NOSPA» Ha onHOMI
CTOPOHE U JINHUEH pa3ioMa Ha
JIPYroil CTOPOHE.

IHOAJIMHHOCTD

— B3XX Bpewmst yaepkuBaHusi OCHOBHOrO nuka CoOOTBETCTBYET
Ha XpOMaTOrpaMMe UCIIBITYEMOTO
pacTBopa I0JHKHO COOTBETCTBOBATH
BPEMCHHU yACPKUBAHUS OCHOBHOTO
MKKa Ha XpOMaTorpaMMme
CTaH/IapTHOTO PacTBOpa.

— Y®-cnexkrpodoromeTpust VY bTpaduoaeTOBBIH CIEKTp CootBeTcTBYET
pacTBOpa, IPUTOTOBIECHHOIO AJIS
OIIpeIeTICHNs] PACTBOPEHUS, JOJKEH
MMETb MaKCUMYyMbI IIPH JUTHHAX BOJIH
(241 £2) um, (302+2) am u (353+2)

HM.
PoacTBenHbie npuMecu

(BIXKX)

— JlporaBepanana <=1.0% 0.00 %
— Iepnapun <=02% 0.00 %
— JIrobas mpyras mpuMech <=0.2% <0.10%-'
— Cywmma npumeceit <=2.0% 0.0 %
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CEPTUO®UKAT CEPUM

XNHOWH 3aBox ®apmarieBTHYeckux 1 XUMHYECKUX MPOAYKTOB 3A0

- Kommnanust «Canodu

[IpousBoacTeennas miomanka Bepemensmas - 2112 Bepemensxas, yiu. Jleau, 5, Berrpus

Tnd.: +36 28 585 600 / Dakc: +36 28 585 939

Koxa ToBapa:
HaunmenoBaHue
npenapara:

Crpana-ummoprep:
Howmep cepuu:

I[aTa MMpOU3BOJACTBA:

VER_482103

HO-HIITA ®OPTE 80 mr Tadjerku 24X

Poccusa
DV039

16-CEHT-2020

Howmep cepuu
3aKa3uuKa:
Jara ucreuenus

CpOKa rogHOCTH:

DV039

ABI'-2023

Jo3upoBka: CM. KOJINYECTBEHHOE OIIpeICIICHUE
JlekapcTBeHHas TaOJICTKN
dhopma:
Tun ymakoBKH: KOHTYpHas staeiikoBasi ynakoska [IBX - AJTTFOMHUHUIA
GMID xon: 482103
IToka3zaresu Hopwmbi Pe3yabTarsl
KOJIMYECTBEHHOE
ONPEJAEJIEHHUE (B2XKX)
— JlpoTaBeprHa THIPOXIOPHU 80.0 mr £ 5% (76.0 — 84.0 mr) 79,8 mr
PACTBOPEHUE
(Q=75 %) (n=6) uepe3 30
MHHYT
JlpoTaBepuHa ruapOXIOPUL 95 %
-Yarka 1 >=80 % 97 %
-Yaruka 2 >=80 % 96 %
-Yamka 3 >=80 % 97 %
-Yamka 4 >=80 % 98 %
-Yamka 5 >=80 % 98 %
-Yaruka 6 >=80 %
HE ITPUMEHHUMO

- CTAUA 2:

Cpennee 3HaueHme s 12 TabiaeTox

JIOJDKHO OBITH HE MeHee, 4yeM 75 % uepes

30 MUHYT, ¥ HH OJTHOH TaOJIETKH CO

3HayeHueM MeHee, yeM 60 %. HE ITPUMEHMMO
- CTAIMA 3: CpenHee 3HaueHue U 24 TabIETOK

JIOJDKHO OBITH HE MEHee, ueM 75 % depes

30 munyT, He OoJee 2 TaOIETOK MOTYT

HAMETh 3HaUeHue MeHee, 4yeM 60 %, u Hu

IS OJJHOM TaOJIETKHA HE MOYKET OBITH
3HaueHus MeHee, yeMm 50 %.
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XNHOWH 3aBox ®apmarieBTHYeckux 1 XUMHYECKUX MPOAYKTOB 3A0
- Kommnanust «Canodu

[IpousBoacTeennas miomanka Bepemensmas - 2112 Bepemensxas, yiu. Jleau, 5, Berrpus

Tnd.: +36 28 585 600 / Dakc: +36 28 585 939

Kon ToBapa: VER 482103
HaunmenoBaHue HO-ILIITA ®OPTE 80 mr Tadjerku 24X
npenapara:
Crpana-ummopTep: Poccus
Howmep cepumn: DV039 Howmep cepun DV039
3aKa34yMKa:
JaTta npou3BoaCTBaA: 16-CEHT-2020 Jara ucreuenus ABTI'-2023
CPOKa TOAHOCTH:
Jlo3upoBka: CM. KOJTUYECTBEHHOE OTIPE/ICIICHIC
JlexapcTBeHHas TaOJICTKN
dhopma:
Tun ymakoBKH: KOHTYpHas staeiikoBasi ynakoska [IBX - AJTTFOMHUHUIA
GMID xon: 482103
IToka3zaresu Hopwmbl Pe3yabTarsl
JIOITOJIHUTEJIbHA A
NHDOOPMAILINA
MuxkpoOunosiorndeckas 9ucToTa
(Epp.®.)*
-o0111ee KOJINYECTBO adpOOHBIX <100

Mukpoopranusmon, KOE/r

-00111e€ KOJTHMYECTBO JIPOKIKEBBIX <10
1 TiecHeBbIX rpubos, KOE/r

-Escherichia Coli, 1r OTCYTCTBUE
* JlOTIOJTHUTEIIbHBIE TECTHI HE TIPOBOJISTCS B XO/1€ PyTHHHOTO KOHTPOJISL, HE TIPOBOJIMIINCH /I JaHHOM cepuu (Juis

kaxoit 10-it cepuu, HO HEe MeHee | cepuu B TO1)

Howmep pedepentaoro PeructpaiioHHOro yJOCTOBEpEHUS, ITN015632/01
3aperucTpupoBaHHoro B Poccuu:

A®DMU, ucnionpzoBaHHas AJIs POU3BOJICTBA: XunouH 3aBox PapManeBTUIECKUX U
Ha3Banue npou3BouTeNs CyOCTaHINN Xumudeckux nmpoayktos 3A0,
-JIpoTaBepuHa rUAPOXIOPHL bynanemr, Benrpus

VYnakoBka U MapKUpOBKa B cootserctBuu ¢ HJ{

JanHas cepus oTBeuaeT TpeboBaHusIM HopMaTHBHOI HOKYyMEHTAIMH, 3aPETUCTPUPOBAHHON B HACTOSIICE BPEMS
B Poccuiickoit @enepanuu, Mo nepeyrcieHHbIM M0Ka3aTessiM KauecTBa.

JlanHasi cepusi mpom3BelncHa B COOTBETCTBHU C TpeOoBanusMu CGMP U COOTBETCTBYET cCHCHU(UKALMIM
COOTBETCTBYIOIIET0 PerucTpalinoHHOro y10CTOBEPEHHUSL.

Jlanublii cepTrdukaT aHaTU3a MOIMUCAH JIEKTPOHHOH MONMKMCHIO ¢ HCITOJIb30BAHUEM BaTUANPOBAHHON CUCTEMBI

LIMS. et
3aki04eHne YIOJIHOMOYEHHOI0 JIUIA -

3akioueHue: TIPUHATO

Jara: 19-OKT-2020 09:39

Y1o1HOMOYEHHOE JINIO0: Dr. Solti Monika Maria -
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Item code : VER 482103
Product name : NO-SPA FORTE 80 mg tablets 24X
Import. country : Russia
Lot number : DV039 Customer lot no. : DV039
Date of manufacture: 16-SEP-2020 Expiry date : AUG-2023
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 482103
CHARACTERS
- Appearance
IDENTIFICATION
- HPLC
- UV
RELATED SUBSTANCES (HPLC)
- Drotaveraldine
- Perparine
- Any other impurity
- Total impurities
ASSAY (HPLC)
- Drotaverine HC1
AT

SIS SSCRSRUAR
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : DV039 Customer lot no. : DV039
Date of manufacture: 16-SEP-2020 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 482103

DISSOLUTION

after 30 min.Q=75 % (n=6) of the label

claim of drotaverine hydrochloride

- Bowl 1 95 %
- Bowl 2 97 %
- Bowl 3 96 %
- Bowl 4 97 %
- Bowl 5 98 %
- Bowl 6 98 %
- Stage 2 NA

- Stage 3 NA

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli, 1 g

batch

*Additional tests are not performed for =

(for every 10th lot but at least for 1 lq

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

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

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

Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : DV039 Customer lot no. : DV039
Date of manufacture: 16-SEP-2020 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 482103

Packaging and labelling:

This batch meets the requirements of the Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with 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.

Decision : FELSZABADITVA / ACCEPTED
Date : 19-0CT-2020 09:39
Qualified person: dr. Solti Ménika Maria
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