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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canodu»
ITnomanka Bepemenpxas - 2112 Bepemenpxas, yiu. Jlepau 5., Bearpus

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 703962
HaumeHoBaHue HO-IIIA ®OPTE Ta6aerku 10X
nmpemapara:
CTpaHa-uMIIOpTEP: Poccus
Howmep cepuu: EVO016 Howmep cepuu: EVO016
JlaTa IpOM3BOCTBA: 26-MAP-2021 JlaTta ucTEUEeHHUS CpPOKA ®EB-2024
TOTHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONPEaCIICHHS
KOJIMYECTBEHHOTO COICPIKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Kox GMID: 703962
Iloka3zaTenn Hopmbl Pe3yabTaThl
XAPAKTEPUCTUKHU
— Omnucanue [IpomosroBatbie JBOSIKOBBIMTYKIIbIe TaOneTkn COOTBETCTBYET

JKEITOTO C 3€JICHOBATHIM WM  OPAH)KEBBIM
OTTEHKOM I1BeTa, ¢ rpaBupoBKoii «NOSPA) Ha
OJIHOM CTOpPOHE W JIMHHEH pa3joMa Ha Ipyroit

CTOpOHE.
MNOAJIMHHOCTD
-  BDXX Bpems ynepxuBaHus OCHOBHOro mnuka Ha CoOOTBETCTBYET
XpOMaTorpaMMe  HCIBITYEeMOTO  PacTBOpa
JIOJDKHO COOTBETCTBOBAThH BpPEMEHU
YACPKUBAHUS OCHOBHOTO MUKa Ha
XpOMaTOrpaMMe CTaHIAPTHOTO PacTBOPA.
—  Y®-cnekrpodoTomerpust VibTpadnoaeToBbIi CIIEKTP pactBopa, CoOOTBETCTBYET
[IPUTOTOBJICHHOTO ULt OIpe/ICIICHUSI
pacTBOpeHHUs, [JOJDKEH HMETh MaKCHMYMbI
MOTJIONICHUS TPH JJIMHAX BOJH (241 +2) HM,
(302+2) am u (353+2) HM.
POJACTBEHHBIE IPUMECH
(BIKX)
— JlporaBepangun <10% 0,00 %
— Ilepmapun <0,2% 0,00 %
— Jlrobast qpyrast mpuMech <0,2% <0,10 %
— CymMa npumeceit <2,0% 0,0%
KOJINYECTBEHHOE
OIPEJEJEHUE (BIKX) 80,0 mr £ 5% (76,0 - 84,0 mr)

— JlporaBepuHa TUAPOXIOPUL
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canodu»

ITnomanka Bepemenpxas - 2112 Bepemenpxas, yiu. Jlepau 5., Bearpus

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 703962
HaumeHoBaHue HO-IIIA ®OPTE Ta6aerku 10X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepuu: EVO016 Howmep cepuu: EVO016
JlaTa IpOM3BOCTBA: 26-MAP-2021 JlaTta ucTEUEeHHUS CpPOKA ®EB-2024
TOAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT OnpeeIeHus
KOJIMYECTBEHHOTO COACPHKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Kox GMID: 703962
PACTBOPEHHUE
[ocrae 30 munyT Q=75 % (n=6) ot
3as(BJICHHOTO COJICPKAHUS IPOTABEPHUHA
THAPOXJIOPHIA
-Uamka 1 He menee 80 % 97 %
-Uamixka 2 He menee 80 % 94 %
-Uamka 3 He menee 80 % 97 %
-Uamika 4 He menee 80 % 93 %
-Uamxa 5 He menee 80 % 98 %
-Hamika 6 He menee 80 % 92 %
- CTAUA 2: Cpennee 3HadeHue misi 12 tabnerox gomkao HE ITPOBOAMIIOCH
OBITE He MeHee 4eM 75 % 4epe3 30 MUHYT, U HU
OJHOM TaOJIETKM CO 3HAYEHHEM MeHee yeM 60
%.
- CTAUA 3: CpenHee 3HaueHue It 24 TaOICTOK TODKHO

ObITh He MeHee yeM 75 % uepe3 30 munyt, He HE ITPOBOAMNJIOCH
Oonee 2 TabJIETOK MOTYT HMMETh 3HAYCHHE
MeHee ueM 60 %, 1 HU 1711 OHOU TaOJIeTKH He
MOJKET OBITh 3HaueHus MeHee 4yeM 50 %.
JlononuTteabHas nHpopmanus
Muxkpobuonorudeckas uucrora (Esp.D)*

-O61mee 9rciio adpoOHBIX <100
mukpooprarnusmos (TAMC), KOE/r

-O0uiee 4ucio APOXIKEBBIX U TUIeCHEBBIX < 10
rpubos (TYMC), KOE/r

- Escherichia coli, 1 ¢ OTcyTCTBYET

(mmpoBozsiTCs HA Kaxoit 10-i, HO He MeHee, YeM Ha 1 cepuu B rox)

Ccbuika Ha HOMEp PV, 11 N015632/01
3aperucTpupoBanHoro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€

MPOU3BO/ICTBA

[IpousBoaurens AU

-JIlpoTaBeprHa ruIpOXJIOpUL XunouH IIpaiiBar Ko. JIta., Byganenr,
Benrpus
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canodu»

IMnomanka Bepemenpxas - 2112 Bepemrensxas, yiu. JleBau 5., Bearpust

Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa; VER 703962
HaumeHnoBaHue HO-IIITA ®OPTE taéaerkn 10X
npenapara:
CtpaHa-uMInoprep: Poccus
Howmep cepuu: EVO016 Howmep cepuu: EVO016
JlaTa IpOM3BOCTBA: 26-MAP-2021 JlaTta ucTEUEeHHUS CpPOKA ®EB-2024
TOIAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT ONpPENEICHUS
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Kox GMID: 703962
YnakoBKa 1 MapKUpPOBKa: B cootBerctBuu ¢ HJ|
Jlannas cepusi orBeuaer TpeboBanmsiM Hopmartusnoit JlokymeHTanmu, 3apeructpupoBaHHoil B Poccuiickoit denepauuu B
HaCTOALICC BpEMs, 110 NIEPCHUCIICHHBIM ITOKA3aTCIIAIM KadeCTBa.
I[aHHaS[ cepus Ipou3BEACHA B COOTBETCTBUU C Tpe60BaHI/I$[MI/I TeKymeﬁ Hazme)}(ameﬁ HpOPI?:BOI[CTBeHHOﬁ IIPpaKTUKU U
COOTBETCTBYET CHeL[I/I(i)I/IKaL[I/ISIM COOTBCTCTBYIOLICTO PCFI/ICTpaHHOHHOTO YIIOCTOBepeHI/ISI.
Janublii cepruduKar aHaau3a MoANUCaH JISKTPOHHOM OAMKUCHIO C UCTIOIb30BAHMEM BaluIUpOBaHHON cucteMbl LIMS.

3ak/04eHHe YIOJTHOMOYECHHOTI0 JTHIIA
3akiaroueHue: OJIOBPEHO
Jara: 01-MIOJI-2021 14:45
Y1no1HOMOY€eHHOe JIMIIO: J-p Beszteri Bojana
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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 703962

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : EVO1l6 Customer lot no. : EVO16
Date of manufacture: 26-MAR-2021 Expiry date : FEB-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 703962

CHARACTERS

- Appearance Complies
IDENTIFICATION

- HPLC Complies
- UV Complies

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1
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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 703962

Product name : NO-SPA FORTE tablets 10X

Import. country Russia

Lot number EVOle6 Customer lot no. EVO01l6

Date of manufacture: 26-MAR-2021 Expiry date FEB-2024

Strength
Dosage form
Packaging type
GMID code

see at the assay
tablet
PVC - ALU blister
703962

DISSOLUTION
after 30 min.Q=75

2

]

- Bowl 1

- Bowl

Bowl

Bowl

Bowl

o O W N

Bowl

Stage 2

Stage 3

ADDITIONAL INFORMATION

- TAMC, CFU/g

- TYMC, CFU/g

- Escherichia Coli,

The reference number o

Manufacturer's name of

(n=

claim of drotaverine hydrochloride

Microbiological Quality

lg
*Additional tests are not performed for =

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

Authorization registered in Russia:

API used for production

- Drotaverine hydrochloride

6) of the label

(Ph.Eur) *

f Market

API

To u. 1-5, Hungary
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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 703962

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : EVOle6 Customer lot no. : EVO01l6
Date of manufacture: 26-MAR-2021 Expiry date : FEB-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 703962

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 : 01-JUL-2021 14:45
Qualified person: dr.Beszteri Bojéna
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