BATCH CERTIFICATE SAONo fi

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 : 794542 Item code : VER 794542
Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : Gv080 Customer lot : GvO080
Date of manufacture: 17-JUN-2023 Expiry date : MAY-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 153450
Packaging type : PVC ALU blister Batch Number of API: GV02594
Storage condition : Store below +25°C

Tests Specifications Results
CHARACTERS

- Appearance Round, biconvex tablets of yellow color Complies

with a greenish or orange shade, with

" "

spa" engraved on one side.

- Uniformity of dosage units (HPLC) AV<= 15.0 % 2.2 %
Ph.Eur. 2.9.40/Ru.Ph

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.
- Uv The UV spectrum of the solution prepared Complies

for dissolution testing should have
absorption 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 40.0 mg +/- 5% (38.0 - 42.0 mg) 39.3 mg
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GMID code : 794542 Item code : VER 794542
Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : Gv080 Customer lot : GvO080
Date of manufacture: 17-JUN-2023 Expiry date : MAY-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 153450
Packaging type : PVC ALU blister Batch Number of API: GV02594
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 % 97 %
- Bowl 3 >= 80 % 101 %
- Bowl 4 >= 80 % 101 %
- Bowl 5 >= 80 % 99 %
- Bowl 6 >= 80 % 101 %
- 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 N011854/02-160611, variations 1-11

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride EUROAPI (formerly CHINOIN) - H-1045 Budapest, To u. 1-5, Hungary
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BATCH CERTIFICATE SAONo fi

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 : 794542 Item code : VER 794542
Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : Gv080 Customer lot : GvO080
Date of manufacture: 17-JUN-2023 Expiry date : MAY-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 153450
Packaging type : PVC ALU blister Batch Number of API: GV02594
Storage condition : Store below +25°C

Tests Specifications Results
Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name of the medicinal product Complies
language: with the ® registered trademark symbol,

the international nonproprietary name,
the strength, the dosage form, the
logotype of the company (in Latin
letters), the batch number, expiration
date. It is possible to have internal
digital or bar production codes.

The carton label states in Russian The trade name of the medicinal product Complies

language: with the ®, the international
nonproprietary name, strength, the
number of tablets in the package, dosage
form, “For oral administration”,
conditions of dispensing, the storage
conditions, “Keep out of the reach of
children, name and quantity of the
active substance in one tablet, "The
drug contains lactose monohydrate",
"Before use, read the instructions
carefully"”,Braille (name of the drug), a
holographic protective sign, " Acts
selectively for abdominal pain*", "*for
pain caused by spasm of smooth muscles",
,method of use adults: 1-2 tablets 2-3
times a day. Children over 12 years of
age: 1 tablet 1-4 times a day or 2
tablets 1-2 times a day. Children from 6
to 12 years: 1 tablet 1-2 times
a day.", name and country of
manufacturer, registration certificate
number, company logo (in Latin letters),
batch number, manufacturing date, expiry

date, bar code thematic drawings.

It is possible to have a 2D or QR code, Complies
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BATCH CERTIFICATE SAONo fi

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 : 794542 Item code : VER 794542
Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : Gv080 Customer lot : GVvV080

Date of manufacture: 17-JUN-2023 Expiry date : MAY-2026
Strength : see at the assay

Dosage form : tablet Release gty (packs): 153450
Packaging type : PVC ALU blister Batch Number of API: GV02594
Storage condition : Store below +25°C

Tests Specifications Results

internal digital or bar production codes
of the company. There may be protective
stickers. Additionally, information can
be applied to monitor the movement of
medicines from the manufacturer to the
customer. On cardboard packs for vials
equipped with a piece dispenser, a
thematic drawing is additionally
applied.

Packaging: 24 tablets per PVC/Aluminum blister. 1 Complies
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.

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 : 20-JUL-2023 15:03
Qualified person Hajduné dr.Szijartd Zsuzsanna

\.
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Internal

Opella Healthcare Hungary Ltd.,

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

Cepruduxar anaausza

TesebpoH: +36 28 585 600/daxc: +36 28 585 939

sanofi

GMID kox: 794542 Koxm Tomapa: VER_794542
HammeHoBaHMe npenapaTa: HO-UIMA ® Tabnerxkm 40 Mr 24X
CrpaHa-MMIOpTEpP: Poccua
Homep cepwm: Gv080 HoMep cepum KJMeHTa: Gv080
aTa HNPOM3BOLACTEA: 17-M0H-2023 IaTa MCTedyeHMA CpoKa TOmHOCTM: MAN-2026
Io3MpOBKa @ CmoTpu KosmuecTBeHHOEe olpenesieHure
JlexapcTBeHHasa dopmMma: TabjaeTku BemymeHHOEe KOJI-BO (yIIakOBOK) : 153 450
YrnaxkoBka: Brnucrep [NBX-AJIOMUHUM Homep cepum AOU: GvV02594
Ycioeua XpaHeHud llpy TeMmnepaType He Bome + 25 ° C.
INOKA3ATEJIb HOPMA PE3YJIbBTAT
XAPAKTEPUCTUKN
OnmcaHme KpyTJsiele OBOSKOBHITYKJIBEIE TAaOJETKM XEJITOT'O C CooTBeTCTBYET
3eJIEHOBATHM MJIM OPAaHXEBBIM OTTEeHKOM. C
TPaBMPOBKOM «SPA» Ha OOHOM CTOPOHEe.
- OOHOPOIHOCTL Hos3upoBaHMsa (BIXX) He 6ojee 15% 2,2 %
EBp.®. 2.9.40/T® PO
NOOJIMHHOCTB
-BOXX Bpema ynepxmBaHMA OCHOBHOI'O MMKa Ha CooTBeTCTBYET
XPOMaTOoIPaMMe MCHHTYEMOT'O PacTBOPa LOJDKHO
COOTBETCTBOBATE BPEMEHM YIOEPXMBaHNI
OCHOBHOT'O IMKa Ha XpoMaTorpaMMme
CTaHIAPTHOT'O pacTBopa.
Yd-cnexTpobpoToMeTpUs YiabpTpadrosIeTOBEM CHEKTP pacTBopa, CooTBETCTBYET
IPUTOTOBJIEHHOTO NJIS ONpPeneJieHUs
PacTBOPEHUs, IOOJDKEH MMETH MAaKCUMYyMEl IIPU
oamMHax BOJH (241 £2) um, (302f£2) M u
(353+2) HM.
POICTBEHHHE IIPUMECHU (B3XX)
IpoTaBepalanH <= 1.0 % 0.00 %
[lepriapmH <= 0.2 % 0.00 %
Jiobas Opyras NpuMech <= 0.2 % <0.10 %
CymMMma npuMecemn <= 2.0 % 0.0 %
KOJIMYECTBEHHOE OIPEIEJIEHUE (B3XX)
40,0 Mmr £ 5% (38,0 - 42,0 wmr) 39,3 Mr

— JpoTaBeprHa IUOPOXJIOPUI
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Internal

Opella Healthcare Hungary Ltd.,

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

Cepruduxar anaausza

sanofi

Tenedpon: +36 28 585 600/daxkc: +36 28 585 939
GMID kox: 794542 Koxm Tomapa: VER_794542
HammeHoBaHMe npenapaTa: HO-UIMA ® Tabnerxkm 40 Mr 24X
CrpaHa-MMIOpTEpP: Poccua
Homep cepwm: Gv080 HoMep cepum KJMeHTa: Gv080
aTa HNPOM3BOLACTEA: 17-M0H-2023 IaTa MCTedyeHMA CpoKa TOmHOCTM: MAN-2026
Io3MpOBKa @ CmoTpu KosmuecTBeHHOEe olpenesieHure
JlexapcTBeHHasa dopmMma: TabjaeTku BemymeHHOEe KOJI-BO (yIIakOBOK) : 153 450
YrnaxkoBka: Brnucrep [NBX-AJIOMUHUM Homep cepum AOU: GvV02594
Ycioeua XpaHeHud llpy TeMmnepaType He Bome + 25 ° C.
INOKA3ATEJIb HOPMA PE3YJIbBTAT
PACTBOPEHME
(Q=75 %) (n=6) uepezs 30 MMHYT
IporaBepuHa I'MIOPOXJIOPUI
-Yamka 1 > =80 % 102 %
-Yamka 2 > =80 % 97 %
-Yamka 3 > =80 % 101 %
-Yamka 4 > =80 % 101 %
-Yamka 5 > =80 % 99 %
-Yamka 6 > =80 % 101 %
- CTAIVA 2: CpenHee 3HaueHue nJjsa 12 TabIeTOK IOJDKHO HE TIPVIMEHVMO
OBITE He MeHee, ueM 75 % uepes 30 MmHYyT, U
HMY OIHOV TabJIeTKM CO BHAUEHMEM MeHee, UeM
60 %.
- CTAIMA 3 CpenHee 3HaueHue njsa 24 TabJIeTOK IOJDKHO HE IIPUMEHUMO

JOOIOJIHUTEJIbHAA VMH$OPMALMA
Muxkpobnosiormdyeckasa 4YmucToTa
(EBp.D.)*

-oflmee KOJIMYECTBO aspPOOHBIX
MUKPOOPTaHM3MOB, KOE/T

-ofumee KONMMYECTBO OPOXXKEBHIX U
njecHeBbsx Tpubos, KOE/T

-Escherichia Coli, 1r
xaxpgon 10-1 cepwuu,
HoMep OnoOPeHHOM HOPMaTMBHOM
OOKYMEHTALWMN

Cpok T'OOHOCTU

AdJ, MCHNOJILBOBAHHEIM IJIsI
NpOMBBOLACTEA :
HaszBanume npomssommuTesisa AQI:

- —JpoTaBeprHa T'MIOPOXIIOPUL

*,HOHOJ'[HMT@JH:HI:IG TEeCTEl He IIPOBOIOATCHA B XOIe PYTMHHOI'O KOHTPOJIA,

[)

OBITHL He MeHee, ueM 75 % uepes 30 MmMHYT, He

Bojiee 2 TableToKk MOTYT MMETH 3HAUeHUue

MeHee, uem 60 %,

[)

MOXeT OBIThL 3HAaueHUda MeHee, uem 50 %.

OTCYyTCTBUE

HO He MeHee 1 cepuy B T'OIn)

HI I N011854/02-160611, wmusMmeHeHusa 1-11

3 roma

EUROAPI (paHee CHINOIN) - H-1045 Budapest,

He NpoBOOMIIMCHE IOJIA IaHHOM cepun

M HUM OJId OOHOM TabJIeTKM He

(nmsa

T6 u. 1-5, Hungary
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R Cepruduxar anaausza S o n o f i

Opella Healthcare Hungary Ltd.,

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

TesebpoH: +36 28 585 600/daxc: +36 28 585 939

GMID kox: 794542 Koxm Tomapa: VER_794542

HammeHoBaHMe npenapaTa: HO-UIMA ® Tabnerxkm 40 Mr 24X

CrpaHa-MMIOpTEpP: Poccua

Homep cepwm: Gv080 HoMep cepum KJMeHTa: Gv080
aTa HNPOM3BOLACTEA: 17-M0H-2023 IaTa MCTedyeHMA CpoKa TOmHOCTM: MAN-2026
Io3MpOBKa @ CmoTpu KosmuecTBeHHOEe olpenesieHure

JlexapcTBeHHasa dopmMma: TabjaeTku BemymeHHOEe KOJI-BO (yIIakOBOK) : 153 450
YInakoBKa: Brnucrep [NBX-AJIOMUHUM Homep cepum AdU: GvV02594
Ycioeua XpaHeHud llpy TeMmnepaType He Bome + 25 ° C.

IHOKA3ATEJIb HOPMA PE3YJIBTAT

YnakoBka M MapKMPOBKA: B cooreBeTcTBEMM C HI
Ha OmucTepe Ha PYyCCKOM fA3HKEe ToproBoe HavMeHOBaHME Ipenapara C CoorBeTCTBYyET
yKas3aHo: NpenynpennTesbHOY MapKUPOBKOM ®,

MEXIOYHAPOIHOE HelNaTEeHTOBAHHOE HaMMEeHOBAaHUE,
OOBMPOBKY, JIeKapCTBEHHYWD GOpMy, JIOTOTUI
KOMIIaHUM (JIaTMHCKUMM OyKBaMmu), HOMEP Cepuu,
OaTy OKOHUAHMS CPpoOKa TOOHOCTM. BO3MOXHO
HaJIuMe BHYTPEHHUX UMOPOBEIX MM MTPUXOBBIX
[IPOU3BOACTBEHHEIX KOIOB.

Ha xapTOHHOM IHauYKe Ha PYyCCKOM ToproBOe HaMMEHOBAaHME IpenaparTa C CooTBETCTBYET

A3EIKE yKaszaHO: NpenynpennuTesbHOY MapKUPOBKOM ®,
MeXIOyHapoOHOEe HEeNaTEeHTOBAHHOE HAaMMEHOBAaHME,
IOO3MPOBKY, KOJIMUECTBO TabJIETOK B yNaKOBKe,
JIeKapCTBEeHHY bopMy, «IJjig npméma BHYTPL»,
YCJIOBUS OTIYCKa, YCJIOBUS XPaHEHMUA, «XPaHUTb
B HEOOCTYNHOM IJiS IeTel MecTe»,
HaVMEHOBaHME U KOJMYECTBO HEMCTBYOIETO
BemecTBa B OOHOM Tabnerke, «llpemapar
COOEPXMUT JIaKTO3E MOHOTMIApAT», «llepen
NPYMEHEHMEM BHMMAaTEJIbHO NPOYUTanTe
MHCTPYyKLMO», wpudT Bpanna (HauMeHOBaHUE
npenaparTa), IoJorpadMuecKMi BallMTHEM 3HAaK,
«JenicTByeT m30MpaTesbHO Hpu Ooau B
XKMUBOTE*», «*npm OO0JM, BEIZBAHHOM CIla3MOM
TJIafgKoOM MYyCKyJaType», «Crnocof NprMeHeHMUS
B3pocsyele: no 1-2 TabneTkm 2-3 pasa B OEHb.
IOeTtyu crapme 12 jmer: no 1 Tabinerke 1-4 paza
B IeHb uiau no 2 Tabjmerku 1-2 pasa B OEHb.
IOety oT 6 mo 12 mer: mo 1 TabneTke 1-2 pasza
B IEHb.», HauUMEHOBAaHUE U CTPaHy OUPMBI-
IPOM3BOOUTEINSI, HOMEP PEeIMCTPaLMOHHOTO
YIOOCTOBEPEHMS, JIOTOTMUII KOMIAHUM (JIa TMHCKMMU
OykBaMmm) , HOMEp cepuu, HaTy NPOM3BOLCTBA,
OaTy OKOHYaHMSA CpoKa I'OOHOCTM, MTPUX—KOI,
TeMaTUYEeCKMUM PUCYHOK. BO3MOXHO Hamuume 2D
nny QR-kxoma, BHYTPEHHUX LUUOPOBBIX WIIM
MITPUXOBEIX NPOM3BOACTBEHHHX KOIOB. BO3MOXHO
Haauuye BallMTHBIX HakJleeK. JONOJIHUTEJIEHO
MOXeT OBITb HaHeCceHa MHbopMaums IOJsg
MOHUTOPMUHT'E IOBWXEHUS JIEKAPCTBEHHBIX
IpenapaToB OT NPOMBBOIUTEJIS OO KOHEYHOTO
norpedbuTrend.
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Ceprudukar ananusa

Internal

Opella Healthcare Hungary Ltd.,

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

TesebpoH: +36 28 585 600/daxc: +36 28 585 939

sanofi

GMID kogn: 794542 Kom Tomapa: VER_794542

HamMeHoBaHMe npemnapara: HO-UMNA ® ra6merkm 40 Mr 24X

CrpaHa-MMIOpTEpP: Poccusa
Homep cepwm: Gv080 HoMep cepum KJMeHTa: Gv080
aTa HNPOM3BOLACTEA: 17-M0H-2023 IaTa MCTedyeHMA CpoKa TOmHOCTM: MAN-2026
Io3MpOBKa @ CmoTpu KosmuecTBeHHOEe olpenesieHure
JlexapcTBeHHasa dopmMma: Tabje Tk BrIylmeHHOE KOJI-BO (YIIaKOBOK) : 153 450
YrnaxkoBka: Brnucrep [NBX-AJIOMUHUM Homep cepum AOU: GvV02594
YcioBusa xXpaHeHus llpu Temneparype He Bhme + 25 ° C.
INOKA3ATEJIb HOPMA PE3YJIbTAT
Ha xapTOHHBIX Naykax oJs GJIaKOHOB,
CHaOXeHHBIX WTYYHEM OO3aTOPOM, INOIMNOJIHUTEIIbLHO
HaHECEeH TeMaTUYEeCKMM PUCYHOK
YrnakoBKa [lo 24 mabymeTku B OaucTep I[IBX/AJOMUHNAA . CooTBEeTCTBYET

[Io 1 Baucrepy BMECTE C MHCTPYKLUMEN IO

IIPMMEHEHMI B KAPTOHHYK IIa4YKYy.

JaHHass cepus COOTBETCTByeT TpeboBaHMAM HOpMATMBHOM NOKYyMEHTALMUM,
B Poccwuiickoit demepaumy [0 [NEPEUMCIIEHHBEIM [IO0Ka3aTeJiaM KaueCTBa.

SapeI‘MCTpI/IpOBaHHOIZ B HacTodllee BpeMA

IaHHasg cepus IIpou3BeIeHa B COOTBeTCTBMM C CGMP TpeboBaHMAMM M COOTBETCTByeT cleundmuraumaMm

PerMcTpauroHHOTO YIOocToBepeHus. // JaHHEl cepTudmuxar aHammsa
BaJIMOMPOBaHHYID cucTeMy JIVMMC.

InonanncaH EHQKTpOHHOVI IIOONNMCBhIO dYepes

Pemeunne OmobpeHO
Hara: 20-MI0JI-2023 15:03
YNoNHOMOYEHHOE JIMLIO MM IPEeACTaBUTENb : dr. Szijartd Zsuzsanna
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