CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,
2112 Veresegyhaz, Lévai u.5., Hungary
(panee CHINOIN Private Co.Ltd.,
2112 Veresegyhaz, Lévai u.5., Hungary)

Tenedon.: +36 28 585 600 / dakc: +36 28 585 939

SANOFI .7

GMID xon: 794545 Kon ToBapa: VER_794545
HaunmenoBanue npenapara:  HO-IIIIA ® ®OPTE 80 mr tadaerkn 10X
CTtpaHa-umMnoprep: Poccus
Homep cepumn: FV023 Homep cepun FV023
3aKa34yuKa:
JlaTa npousBoacTBa: 22-Al1P-2022 JaTa ucreyeHusi cpoka MAP-2025
Jlo3upoBka: CM. KOJIMYeCTBEHHOe TOJHOCTH:
ompejaeleHne BeinyumeHHoe K0J1-BO
JlekapcTBenHasi popma: TalJIeTKU (YynakoBoOK): 201174
Homep cepun A®H:  FV01543
Tun ynakoBku: KOHTYpHas siyeiikoBas ynakoska [I1BX - AMIOMUHUU
YciaoBusi XxpaHeHus: XpaHUTH NpH TeMIepaType He Boime + 25 ° C
IMoka3aTean Hopmbl Pe3yabTaThl
XAPAKTEPUCTUKHA
— Onucanue [Ipononroeareie ABOSKOBBITYKIIbIC TAOICTKH CoOTBETCTBYET
JKEJITOTO C 3€JICHOBATBHIM MIIH OPAHKEBBIM
OTTEHKOM, ¢ rpaBupoBKoil «NOSPA» Ha ogHOI
CTOpPOHE U JIMHUEH pa3jioMa Ha IPYrou CTOPOHE.
NOJJIMHHOCTD
— BDXX Bpewms ynepxuBanusi OCHOBHOTO THKa Ha COOTBETCTBYET
XpOMAaTOTpaMMe HCITBITYEMOTO PacTBOPA JTOJIKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHHS
OCHOBHOTO ITMKa Ha XpOMAaTOTPaMMe
CTaHIAPTHOTO PAacTBOPA.
—  V®-cnexrpodoTomeTpus Y abpTpadroieTOBRINH CIIEKTP PacTBOPA, CoOTBETCTBYET
MPUTOTOBJIEHHOTO ISl ONIPEICICHUS
pacTBOpPEHUS, 10JDKEH UMETh MAKCUMYMBI IPU
JuinHax BoJH (241 +2) um, (302+2) um u (353+2)
HM.
PoacrBennnie npumecu (BIXKX)
— JlporaBepangux <=1.0% 0.00 %
— Tlepmapun <=0.2 % 0.00 %
— Jlobas gpyras nmpumech <=0.2% <0.10 %
— Cymma npumeceit <=2.0% 0.0 %
— KOJIMYECTBEHHOE
OINPEJEJEHHUE (BIKX
— JlpoTaBepuHa T'UAPOXJIOPUL 80.0 Mr £ 5% (76.0 — 84.0 mr) 80,1 mr
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary
(panee CHINOIN Private Co.Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary)

Tenedon.: +36 28 585 600 / dakc: +36 28 585 939

GMID xon: 794545 Kon ToBapa: VER_794545
HaunmenoBanue npenapara:  HO-IIIIA ® ®OPTE 80 mr tadaerkn 10X
CTtpaHa-umMnoprep: Poccus
Homep cepumn: FV023 Homep cepun FV023
3aKa34MKa:
JaTa npousBoacrea: 22-AIIP-2022 JlaTa ucredyeHus cpoka MAP-2025
Jo3upoBka: CM. KOJTNYeCTBEHHOE TOAHOCTH:
ompejaeleHne BeinyumeHHoe K0J1-BO
JlexapcTBeHHas gopma: TabaeTKH (YmakoBoOK): 201174
Homep cepun ADU: FV01543
Tun ynakopkm: KOHTypHasi siyeiikoBasi ynakoska IIBX - ATFOMUHUAM
YcaoBus xpaHenus: XpaHUTH NpH TeMIepaType He Boime + 25 ° C
Iloka3zaTenn Hopwmbl PesyabTaThl
PACTBOPEHME
(Q=75 %) (n=6) uepes3 30
MUHYT
JlpoTaBeprHa TUAPOXIOPU
-Yamka 1 > =80 % 102 %
-Yamika 2 > =80 % 102 %
-Yamika 3 > =80 % 102 %
-Yamika 4 > =80 % 102 %
-Yamrka 5 > =80 % 102 %
-Yamrka 6 > =80 % 103 %
- CTAZIAA 2: Cpennee 3HaueHHE I 12 TaOIETOK TOHKHO
HE TPUMEHUMO

ObITH HE MeHee, 4eM 75 % depe3 30 MUHYT, U HU

OJIHO# TaOJIETKH cO 3HaYeHneM MeHee, yeM 60 %.
- CTAJIUA 3: CpenHee 3HaueHue U151 24 TaGIETOK JOHKHO

ObITH He MeHee, 4eM 75 % depe3 30 MUHYT, HE HE ITPUMEHNMO

Oonee 2 TaOIETOK MOTYT UMETh 3HAUCHUE MEHEE,

gem 60 %, 1 HA 7151 OQHOM TaOJETKH HE MOYKET

OBITH 3HAYCHUS MeHee, yeM 50 %.
JONMOJHUTEJBbHAS UHO®OPMAIIUSA

Muxkpobuonorudeckas yuctora (Esp.d.)*

-0011ee KOJIMYECTBO a9POOHBIX <100
Mukpoopranuzmon, KOE/r

-0011ee KOJIHYECTBO IPOKIKEBBIX U <10
riecHeBbIX rpubos, KOE/r

-Escherichia Coli, 1r OTCYTCTBUE

* JIOTIOJTHUTEIILHBIE TECThI HE TIPOBOJISITCS B XOZI€ PYTHHHOTO KOHTPOJISI, HE TIPOBOIMIIKCH JUIsL AAHHOM cepuu (JUIs KXo
10-# cepum, HO HE MeHee | cepur B TON)

Homep ono0peHHo# HOpMAaTHBHOM TOKYMEHTAIINHN: TTN015632/01-021209, m3menenus 1-11

CpoK rogHOCTH 3 rona
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SANOFI .7

GMID xon: 794545 Kon ToBapa: VER_794545
HaunmenoBanue npenapara:  HO-IIIIA ® ®OPTE 80 mr tadaerkn 10X
CTtpaHa-umMnoprep: Poccus
Homep cepumn: FV023 Homep cepun FV023
3aKa34YMKa:
JaTa npousBoacrea: 22-AIIP-2022 JlaTa ucredyeHus cpoka MAP-2025
Jo3upoBka: CM. KOJIHYeCTBeHHOE TOHOCTH:
ompejaeleHne BeinyumeHHoe K0J1-BO
JlexapcTBeHHas gopma: TabaeTKH (YmakoBoOK): 201174
Homep cepun ADU: FV01543

Tun ynakopkm: KOHTypHasi siyeiikoBasi ynakoska IIBX - ATFOMUHUAM
YcaoBus xpaHenus: XpaHUTH NpH TeMIepaType He Boime + 25 ° C
Iloka3zaTenn Hopwmbl PesyabTaThl
ADU, ucnoab3o0BaHHAA IJ51 MPOU3BOACTBA: Xunoud 3aBoja DapMareBTHIECKUAX U
HazBanue npousBoauTessl CyOCTaHIINN XuMudeckux nmpoayktos 3A0,
-JIpoTaBepuHa ruIpOXIOPHU] H-1045 Budapest, To u. 1-5, Hungary Benrpus
YnakoBka u MapkupoBka: B coorBercrBun ¢ HJ/I
Ha Guincrepe Ha pycckom TOProBO€ HaUMEHOBAHHUE Mpenapara ¢ CooTBeTCTBYET
A3BIKE YKA3aHO: IpeaynpeIuTeIbHON MapKUPOBKOH ®, MexAyHAPOJHOE

HEMAaTeHTOBAaHHOE HAUMEHOBAHUE, JIEKAPCTBEHHYIO

(opmy, TO3UPOBKY, JIOTOTHI KOMITAHUA (JTATHHCKAMHU

OyKBaMu), HOMEp CEPHH, JaTy OKOHIAHHS CPOKA

TOZHOCTH. BO3MOXHO HaIM4Iue BHYTPECHHNX

MIPOU3BOJICTBEHHBIX KOJOB.
Ha xapronHo#i mauke Ha TOPrOBOC HAaMMEHOBAHHUE TIPeTapara ¢ CoOTBETCTBYET

PYCCKOM SI3bIKE YKa3bIBAIOT:  MPEIyNpPEAUTEIbHON MaPKUPOBKOH ®, MEXIyHapOAHOE
HENaTeHTOBAaHHOE HANMEHOBAHUE, 1I03UPOBKY,
KOJIMYECTBO TAOJICTOK B YIIAKOBKE, JICKAPCTBEHHYIO
dopmy, «lst mpuema BHYTPb», YCIOBUSI OTITYCKa,
YCIIOBUSI XpaHEHUs, « XpPaHUTh B HEJJOCTYITHOM JUJISI
JieTeil MecTe», HAMMEHOBAaHHUE M KOJIMYECTBO
JIEHCTBYIONIETO BEIIECTBA B O{HOM TadseTke, «[Ipenapar
COJICPIKHT JIAKTO3BI MOHOTHAPATY, «Ilepen
MIPUMEHEHNEM BHIMATEIFHO MIPOYNTANTE HHCTPYKITHIO),
mpudTt bpains (HanmMeHOBaHHE TIpemapara),
roJiorpauuecKuii 3alUTHBIN 3HaK, «JledcTByeT
n30MpaTeNbHO MPU 00JIH B )KUBOTE™», «*1pu 00N,
BBI3BAHHOH CIIa3MOM IJIaJIKOW MYCKYJIaTypbl», «Crioco0
npuMeHenus [1o 1 Tabnetke Ha mpuem 1-3 pa3a B ICHb.
[Tpuem npenapara 6e3 KOHCYJIbTAILIMN C BPAYOM HE
Oosee 2X JTHEW.», TEMaTHYECKUI PUCYHOK «1 Ha TIprem»,
HaMMEHOBAHHUE U CTPaHy (MPMbI-IPOU3BOIUTEIISI, HOMEP
PETHUCTPAITOHHOTO YAOCTOBEPEHUS, TOTOTHIT KOMITAHUT
(JraTHHCKMMU OyKBaMmH), HOMEp CEpHH, IaTy
MIPOU3BOJICTBA, JATy OKOHYAHHS CPOKA TOTHOCTH,
IITPUX-KOJ, TEMATHIECKUNA PUCYHOK.

Bosmoxxno Hammaue 2D nmm QR-kona, BHYTpEeHHHX
IU(GPOBBIX WM IITPUXOBBIX IPOM3BOICTBEHHBIX KOJOB
KOMIIaHUU. BO3MOXKHO HaJIM4HE 3aIIUTHBIX HAKIICEK.
JIONOJIHUTENBEHO MOXKET OBITh HaHECeHA MH(OpMALHs
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Opella Healthcare Hungary Ltd.,
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(panee CHINOIN Private Co.Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary)

Tenedon.: +36 28 585 600 / dakc: +36 28 585 939

GMID xon: 794545 Kon ToBapa: VER_794545
HaunmenoBanue npenapara:  HO-IIIIA ® ®OPTE 80 mr tadaerkn 10X

CTtpaHa-umMnoprep: Poccus

Homep cepumn: FV023 Homep cepun FV023
3aKa34YMKa:

JaTa npousBoacrea: 22-AIIP-2022 JlaTa ucredyeHus cpoka MAP-2025

Jo3upoBka: CM. KOJIHYeCTBeHHOE TOHOCTH:

ompejaeleHne BeinyumeHHoe K0J1-BO

JlexapcTBeHHas gopma: TabaeTKH (YmakoBoOK): 201174
Homep cepun ADU: FV01543

Tun ynakopkm: KOHTypHasi siyeiikoBasi ynakoska IIBX - ATFOMUHUAM

YcaoBus xpaHenus: XpaHUTH NpH TeMIepaType He Boime + 25 ° C

Iloka3zaTenn Hopwmbl PesyabTaThl

JUTS MOHUTOPUHTA JIBH)KCHUS JIEKAPCTBEHHBIX
[penapaTroB OT MPOU3BOAUTEINS 10 KOHEYHOTO
MIOTPEONTEIISL.

VYnakoBka: 10 Tabnerok B oiuctep u3 [I1BX/anromunaneBoit poiapru.  COOTBETCTBYET
[To 1 GiucTepy BMECTE ¢ MHCTPYKIMEH 10 IPUMEHEHHUIO
B KapTOHHYIO MAUKy.

JlaunHast cepust oTBevaeT TpedoBaHusIM HopMaTHBHOM TOKYMEHTAIIMH (JaCTH PETYJIITOPHOTO JI0OCHE), 3aPETUCTPUPOBAHHON B
Hacrosiiee Bpems B Poccuiickoit @enepanuu, Mo nepevyrciIeHHbIM IT0Ka3aTe M KauecTBa.

JlarHas cepus mpou3BeieHa B COOTBETCTBUH ¢ TpeOoBaHMAMU cGMP 1 cOOTBETCTBYET CIEN(UKAIISIM COOTBETCTBYIOIETO
Peructpanmonnoro ynocroBepenns. JlaHHbIM cepTrUKAT aHAIHM3A TIOIUCAH IEKTPOHHOM TIOIUCHIO ¢ UCTIOIB30BAHUEM
BaJIUAMPOBaHHOU cucTembl LIMS.

3akaoueHue YHOJHOMOYCHHOI'0O JINLIA

3akiaouenne: TTPUHSATO
Jara: 15-U10JI1-2022 15:59
YnosHOMOYeHHOE JINIIO0: dr. Beszteri Bojana
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

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

GMID code : 794545 Item code : VER 794545
Product name : NO-SPA (R) FORTE tablets, 80 mg 10X

Import. country : Russia

Lot number : Fv023 Customer lot : Fv023
Date of manufacture: 22-APR-2022 Expiry date : MAR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 201174
Packaging type : PVC-ALU blister Batch Number of API: FV01543
Storage condition : Store below +25°C

Tests Specifications Results
CHARACTERS

- Appearance Elongated biconvex tablets of yellow Complies

color with a greenish or orange shade,
with "NOSPA" engraved on one side and a

score line on the other side.

IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution

should correspond to the retention time

of the main peak in the chromatogram of

the standard solution.

The UV spectrum of the solution prepared Complies
for dissolution testing should have

maxima at (241 +/- 2) nm, (302+/- 2) nm,

and (353 +/- 2) nm.

RELATED SUBSTANCES (HPLC)

- Drotaveraldine <= 1.0 % 0.00 %
- Perparine <= 0.2 % 0.00 %
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <= 2.0 % 0.0 %
ASSAY (HPLC)

- Drotaverine HC1l 80.0 mg +/- 5% (76.0 - 84.0 mg) 80.1 mg
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

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

GMID code : 794545 Item code : VER 794545
Product name : NO-SPA (R) FORTE tablets, 80 mg 10X

Import. country : Russia

Lot number : Fv023 Customer lot : Fv023
Date of manufacture: 22-APR-2022 Expiry date : MAR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 201174
Packaging type : PVC-ALU blister Batch Number of API: FV01543
Storage condition : Store below +25°C

Tests Specifications Results
DISSOLUTION

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

claim of drotaverine hydrochloride

- Bowl 1 >=80 % 102 %
- Bowl 2 >=80 % 102 %
- Bowl 3 >=80 % 102 %
- Bowl 4 >=80 % 102 %
- Bowl 5 >=80 % 102 %
- Bowl 6 >=80 % 103 %
- Stage 2 Average of 12 tabs is not less than 75 % NA

within 30 min., and no tab is less than

60%.

- Stage 3 Average of 24 tabs is not less than 75 % NA
within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10)
- Escherichia Coli, 1 g absent

*Additional tests are not performed for routine inspection, not conducted for this batch

(for every 10th lot but at least for 1 lot/year)

Reference of approved Normative Document:ND P N015632/01-021209, variations 1-11

SHELF LIFE 3 years
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

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

GMID code : 794545 Item code : VER 794545
Product name : NO-SPA (R) FORTE tablets, 80 mg 10X

Import. country : Russia

Lot number : Fv023 Customer lot : Fv023

Date of manufacture: 22-APR-2022 Expiry date : MAR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 201174
Packaging type : PVC-ALU blister Batch Number of API: FV01543
Storage condition : Store below +25°C

Tests Specifications Results

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co. Ltd.- H-1045 Budapest, To u. 1-5, Hungary
Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name with warning marking ®, Complies

language: the international nonproprietary name,

dosage form, strength, logo of the
company (in Latin letters), batch
number, expiry date. Existence of

internal manufacturing codes is

possible.
The carton label states in Russian The trade name with warning marking ®, Complies
language: the international nonproprietary name,

strength, number of tablets in a carton,
dosage form, “For oral use”, dispensing
conditions, storage conditions, “Keep
away from children”, name and quantity
of active substance "The drug contains
lactose monohydrate», “Carefully read
the instructions before use”, Braille
(name of the medicinal product),
holographic security mark, "Acts
selectively for abdominal pain*", "* for
pain caused by smooth muscle spas", "
Method of use 1 tablet per reception 1-3
times a day. Taking the drug without
consulting a doctor for no more than 2

days.", thematic drawing "1 per

administration”, manufacturer's name and
country, registration certificate
number, company logo (in Latin letters),
batch number, manufacturing date,

expiration date, barcode, thematic

drawing. It is possible to have 2D or QR
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhédz,Lévai u.5.,Hungary)

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

GMID code : 794545 Item code : VER 794545
Product name : NO-SPA (R) FORTE tablets, 80 mg 10X

Import. country : Russia

Lot number : Fv023 Customer lot : Fv023

Date of manufacture: 22-APR-2022 Expiry date : MAR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 201174
Packaging type : PVC-ALU blister Batch Number of API: FV01543
Storage condition : Store below +25°C

F )
Tests Specifications Results

code, internal digital or production

barcodes of the company. There may be

protective stickers.

Additionally, information can be applied Complies
to monitor the movement of medicines

from the manufacturer to the end user.

Packaging: 10 tablets in a PVC/aluminum foil Complies
blister. 1 blister with instructions for

use in a cardboard pack.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.
It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

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 : ACCEPTED
Date : 15-JUL-2022 15:59
Qualified person dr.Beszteri Bojéna
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