CEPTUO®UKAT CEPUM

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»

- Kommanus «Canodu»

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

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

SANOFI «

Kon ToBapa;

VER 703962

HaumeHoBaHue HO-HIITA ®OPTE tadaerku 10X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: DV022 Howmep cepun: DV022
JlaTa mpou3BOICTBA: 28-MAI-2020 JlaTa cTedeHus cpoka ATIIP-2023
TONHOCTH:
Jlo3upoBka CM. pPE3yJIbTaT ONPEICICHUS
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHAs (popma: TaOJICTKH
Tun ynakoBku: biuctep [IBX- Antomunuit
Kox GMID: 703962
Iloka3zarenn Hopmbl Pe3yabTaThl
XAPAKTEPUCTUKH
— Ormucanune IMpononroBareie JBOSKOBBINYKIbie Tabnerkn COOTBETCTBYET
JKEITOTO C 3€JICHOBATHIM HJIH  OPAH)KEBBIM
OTTEHKOM IIBeTa, ¢ rpaBupoBKoii «NOSPA» Ha
OJIHOM CTOpPOHE W JIMHHEH pa3jioMa Ha JIPyroi
CTOpOHE.
NOAJIUHHOCTDb
-  BDXX Bpems ynepxuBaHus OCHOBHOro mnuka Ha COOTBETCTBYET
XpOMAaTorpaMMe  KCIBITYyEMOTO0  pacTBopa
JIOJDKHO COOTBETCTBOBATh BpPEMCHU
VIepKUBAHUSI OCHOBHOTO MUKa Ha
XpOMaTorpamMMe CTaHIapTHOTO PacTBOpa.
—  Y®-cnekrpodoTomerpust VibTpadnoaeToBbIi CIIEKTP pactBopa, CoOOTBETCTBYET
MIPUTOTOBJICHHOTO ULt OIPeICIICHHUS
pacTBOpeHHMs, [JOJKEH HMETh MaKCHMYMbI
MOTJIONICHUS TPH JJIMHAX BOJH (241 +2) HM,
(302+2) am u (353+2) HM.
POACTBEHHBIE IPUMECH
(BIIKX)
— JIpoTtaBepayiiH <1,0% 0,00 %
— Ilepmapun <0.2% 0,00 %
— JhoGast apyras npuMech <0,2% <0,10 %
— Cymma npumeceii <2,0% 0,0 %
KOJIMYECTBEHHOE
OINPEJIEJEHHUE (BIKX)
— JlpoTaBepHHA THAPOXJIOPHI 80,0 mMr + 5% (76,0 - 84,0 mr) 79,4 mMr
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«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUIECKUX MPOIYKTOB 3AO»
- Kommanus «Canodu»

ITnomanka Bepemenpxas - 2112 Bepemensxas, yiu. Jlesau 5., Bearpus

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

Kon ToBapa; VER 703962
HaumeHoBaHue HO-HIITA ®OPTE tadaerku 10X
npenapara:
CtpaHa-uMInoprep: Poccust
Howmep cepum: DV022 Howmep cepun: DV022
JlaTa mpou3BOICTBA: 28-MAI-2020 JlaTa cTedeHus cpoka ATIIP-2023
TOAHOCTH:
Jlo3upoBka CM. pe3yJIbTaT OnpeeIeHus
KOJIMYECTBEHHOI'O COJAEPKAHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Kox GMID: 703962
PACTBOPEHHUE
[ocrae 30 munyT Q=75 % (n=6) ot
3as(BJICHHOTO COJICPKAHUS IPOTABEPHUHA
TUPOXJIOpUIa
-Yamka 1 He menee 80 % 100 %
-Yamka 2 He menee 80 % 99 %
-Yamka 3 He menee 80 % 97 %
-Yamka 4 He menee 80 % 98 %
-Yamrka 5 He menee 80 % 96 %
-Yamka 6 He menee 80 % 99 %
- CTAUA 2: Cpennee 3HadeHue misi 12 tabnerox gomkao HE ITPOBOAMIIOCH
OBITH He MeHee 4eM 75 % 4epe3 30 MUHYT, U HU
OJHOM TaOJIETKM CO 3HAUYEHHEM MeHee yeM 60
%.
- CTAAUA 3: Cpennee 3HaueHue it 24 TabICTOK TODKHO

ObITh He MeHee yeM 75 % uepe3 30 munyt, He HE ITPOBOIMNJIOCH
Oonee 2 TabJIETOK MOTYT HMMETh 3HAYCHHE

MeHee ueM 60 %, 1 HU 1711 OMHOU TaOJIeTKH He

MOJKET OBITh 3HaueHus MeHee 4yeM 50 %.

JlononuTteabHas nHpopmanus
Muxkpoouonoruyeckas uncrora (Esp.d)*

-O6i1ee YMCI0 a9pOOHBIX <100
mukpoopranusmos (TAMC), KOE/r
-O011ee Yucio ApOoXIKEBBIX U <10

iecHeBbix rpu6oB (TYMC), KOE/r

- Escherichia coli, 1 r OtcyTcTBYyeT

* JOTIOJTHUTEITBHBIC TECTUPOBAHUS HE IPOBOASATCS B XOZI€ PYTUHHOTO KOHTPOJISI KA4eCTBa, HE IPOBOIUIINCE HAa TAHHOW CEpHU
(mpoBonsiTcs Ha Kaxaou 100-ii, HO He MeHee, yeM Ha 1 cepuu B TOJ1)

Ccblika Ha HoMep PV, TIN011854/02

3aperucrpupoBaHHoro B Poccuu:

A®DU, ucnojib30BaHHBIH B X0/1€

NPOM3BO/ICTBA N
[IpousBoaurens AU Sl o
-JlpoTaBeprHa r'uIpOXJIOpUI XunouH [Ipaiisar Ko. JItn., Bynanemr, 7 =/ . _ *
Benrpust i B P
YnakoBKa 1 MapKUpPOBKa: B coorBercTBun ¢ HJ{ ] : Husaig 80 o]
e P .:'f
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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/Paxc: +36 28 585 939

Kon ToBapa; VER 703962
HaumeHoBaHue HO-HIITA ®OPTE tadaerku 10X
npenapara:
CrpaHa-uMIIOpTEp: Poccus
Howmep cepum: DV022 Howmep cepun: DV022
JlaTa mpou3BOICTBA: 28-MAI-2020 JlaTa cTedeHus cpoka ATIIP-2023
TOIHOCTH:
JlozupoBka CM. PE3yJIbTAT ONPENCICHUS
KOJINYECTBEHHOTO COZICPKaHUS
JlekapcTBeHHas hopma: TabneTku
Tun ynakoBku: Bbmucrep [IBX- Antomunuit
Kox GMID: 703962

Jlannast cepust orBeyaer TpedosanmsiM Hopmarusrol JlokymenTanuu, 3apeructpuposanHod B Poccuiickoit denepanun B
HACTOSIIEE BPEMS, 110 TIEPEUNCIIEHHBIM TTOKa3aTe M KauecTBa.

JlanHast cepusi mpousBeAeHa B COOTBETCTBUHM ¢ TpeOoBaHMSMM Tekylled Hamexaruelf mpou3BOACTBEHHOH NPAaKTUKU U
COOTBETCTBYET CHELH(UKALUSIM COOTBETCTBYIOIIETr0 PerucTpaiioHHOro Y 10CTOBEpEHHSI.
JlaHHbIH cepTudUKaT aHATH3a TOIHUCAH YJICKTPOHHOM IMOAIICHIO C HCIIOJIb30BAHUEM BAIMIMPOBAHHOM cuctembl LIMS.

3ak/il0ueHHe YIOJHOMOYEHHOI0 JMIA

3akioueHue: OJIOBPEHO
Hara: 09-NKOH-2020 15:33
YoJHOMOYeHHOE JINIO0: H-p Contn Monuka Mapust
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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

Item code : VER 703962

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : DV022 Customer lot no. : DV022

Date of manufacture: 28-MAY-2020 Expiry date : APR-2023

Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 703962

CHARACTERS

- Appearance

IDENTIFICATION

- HPLC

- UV

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 Veresegyhaz,

Phone:

+36 28 585 600 / Fax:

Lévai u.5., Hungary

+36 28 585 939

Item code
Product name :
Import. country

Lot number

Date of manufacture:

VER 703962
NO-SPA FORTE tablets 10X

Russia
DvV022 Customer lot no. DV022
28-MAY-2020 Expiry date APR-2023

Strength see at the assay
Dosage form tablet

Packaging type PVC - ALU blister
GMID code 703962

DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1
- Bowl
- Bowl
- Bowl

- Bowl

o O W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION

Microbiological Quality

- TAMC, CFU/g
- TYMC, CFU/g

- Escherichia Coli,

(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

lg

*Additional tests are not performed for =

(Ph.Eur) *

batch
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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 : DV022 Customer lot no. : DV022
Date of manufacture: 28-MAY-2020 Expiry date : APR-2023
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 : 09-JUN-2020 15:33
Qualified person: dr. Solti Ménika Maria
.
" “
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