Opella Healthcare Hungary Ltd.,
2112 Veresegyhéz,Lévai u.5., Hungary

O
Cepruduxar anajausa q 0 n o f I
o
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhéz,Lévai u.5., Hungary)

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

GMID xoxn: 845099 Kon Tomapa: VER_ 845099

HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mr 24X

CrpaHa-uMIIOPTEpP: Poccua
Homep cepum: Jv102 Homep cepum KJIMEHTAa: Jv1o02
aTa MNPOM3BOACTEBA: 06-MIOH-2025 IaTa McTedeHMS CpPoOKa MA-2028
TOOHOCTM
IosmpoBKa : CmoTpmu KoymMuecTBEHHOE OIpenejieHMe
JlexapcTBeHHas dopma: TabyeTkyu BhINylmeHHOE KOJI-BO 176450
(yrmakoBOK) :
YInakoBKa: BaucTep [IBX-AJIIOMUHUN Homep cepun AQU: Jv01949, Jv01950
YCJIoBMSA XpPaHeHUs llpy TeMmneparype He Bome + 25 ° C.
IIOKA3ATEJIb HOPMA PE3YJIBTAT
XAPAKTEPUCTUKNA
Onmcauue KpyTIJEle IBOSKOBHIIYKJIEIE TabJETKM XEJTOTO C CoOoTBETCTBYET
3EeJIEHOBATHM MJIM OPAHXEBEIM OTTEHKOM. C
TPaBUPOBKOM «Spa» Ha ONHOM CTOPOHE.
- OOHOPOIOHOCTL HO3MPOBaHUA (BOXX) He 6GoJjgiee 15% 3,8 %

EBp.®. 2.9.40/Td PO

VIEHTUSUKALINA :
-BOXX Bpema ynepxmBaHMA OCHOBHOI'O NMKa Ha CoorBeTCTBYET
XpoMaToTpaMMe MUCHETYEMOI'O PacTBOpPa IJOJIXKHO
COOTBETCTBOBATbL BPEMEHU yIEepPXMBAHUA
OCHOBHOT'O IMKa Ha XpoMaToIpaMme
CTaHIAPTHOT'O pacTBopa.
Yd-cnexkTpodpoToMeTpMUSI YApTpadmuoJeTOBE CIEKTP pPacTBopa, CoorBeTCTBYyET

IIPUT'OTOBJIEHHOT'O IJIA OIIpedeJIeHUA
pacTBOpeHMA, IOOJIXEH MMETBb MAaKCMMYMEL 1PV

namMHax BOJH (241 £2) uMm, (302%+2) HM u

(353%£2) HM.
POICTBEHHHE I[IPUMECHU (B3XX)
IpoTaBepaaanH <= 1.0 % 0.00 %
[lepriapuy <= 0.2 % 0.00 %
Jiwbas mpyras IpUMecChb <= 0.2 % <0.10 %
CymMma npuMecem <= 2.0 % 0.0 %
KOJIMYECTBEHHOE OINPEIEJIEHUE (B3XX)
— JpoTaBepuHA IMIPOXIIOPUI 40,0 mMr £ 5% (38,0 - 42,0 wmr) 39,4 mr
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Opella Healthcare Hungary

2112 Veresegyhéz,Lévai u.5.,

(formerly CHINOIN Private

2112 Veresegyhaz,Lévai u.5.,

Cepruduxar anajausa

Ltd.,
Hungary
Co.Ltd.,
Hungary)

sanofi

Tenedon: +36 28 585 600/daxc: +36 28 585 939
GMID xoxn: 845099 Kon Tomapa: VER_ 845099
HammeHOBaHMe npenapara: HO-UMNA ® Tabinerxkm 40 mr 24X
CrpaHa-MMIopTep: Poccua
Homep cepum: Jv102 Homep cepum KJIMEHTAa: Jv1o02
aTa MNPOM3BOACTEBA: 06-MIOH-2025 IaTa McTedeHMS CpPoOKa MA-2028
TOOHOCTM
IosmpoBKa : CmoTpmu KoymMuecTBEHHOE OIpenejieHMe
JlexapcTBeHHas dopma: TabyeTkyu BhINylmeHHOE KOJI-BO 176450
(yrmakoBOK) :
YInakoBKa: BaucTep [IBX-AJIIOMUHUN Homep cepun AQU: Jv01949, Jv01950
YcioBusa xpaHeHus llpy TeMmneparype He Bome + 25 ° C.
NMOKA3ATEJIb HOPMA PE3VYJIIBTAT
PACTBOPEHME
(Q=75 %) (n=6) uepe3s 30 MMHYT
IpoTraBepmuHa I'MIOPOXJIOPUI
-Yamka 1 > =80 % 98 %
-Yamka 2 > =80 % 100 %
-Yamka 3 > =80 % 96 %
-Yamka 4 > =80 % 98 %
-Yamka 5 > =80 % 97 %
-Yamxa 6 > =80 % 97 %
- CTAIVA 2: CpenHee 3HaueHue nJsa 12 TabjIeTOK IOJDKHO HE IIPVMEHVMO
OBITL He MeHee, ueM 75 % uepes 30 MmHYT, U
HM OIHOM TabJIeTKM CO 3BHAUEHMEM MEHEee, UeM
60 %.
- CTAIOVA 3 CpenHee 3HaueHue nJjsa 24 TabJIETOK IOJDKHO HE I[IPUMEHVMO

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

Bosiee 2 TaABJIETOK MOTYT MMETH 3HAUEHUE
MeHee,

uem 60 %, ¥ HM IJi9 OmHOM TabJeTKU He

JOINOJIHUTEJIbEHAST MH®OPMALIUA
MykpoOMoJoTHUUYeCcKas 4YnUCTOTa
(EBp.D.)*

-ofumee KOJMMYECTBO a3POOHEX
MUKPOOPTaHu3MOB, KOE/T

KOE/T
1o

JIECHEBEIX T'puUOOB,

-Escherichia Coli,

xaxgor 100-11 cepum,

OJOKYMEHTalMM

CpOok T'OOHOCTU

AdM, MCNONBBOBAHHHIL IOJIS
IIPOMSBBOLCTEA :

- —-JpoTaBeprHa I'MIOPOXJIOPUN

-obluee KOJIUYECTBO OPOXXEBBIX U

*EOHOHHMTeﬂbHHe TECTBEl He INIPOBOIOATCHA B XOIe PYTUMHHOI'O KOHTPOJIA,

HomMep OnoOOpPeHHOM HOPMaTMBHOMU

HaspaHne npomssommuTesida AQI:

[)

MOXeT OBThL 3HaueHua MeHee, uem 50 $.

HO He MeHee 1 cepumu B T0X)

<100
<10
OTCYTCTBME
He NPOBOIMUIMCEH IJIs HOaHHOM cepum (OJisg
JIII-N (002774)- (PI'-RU)-140723
3 roma
EBPOAINM (paHee CHINOIN) - H-1045 Budapest, Té u. 1-5, Hungary
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CepTudukaT aHaIn3a q 0 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)

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

GMID xoxn: 845099 Kon Tomapa: VER_ 845099

HamMeHOBaHMe npemnapara: HO-UMNA ® ra6nerkm 40 Mr 24X

CrpaHa-uMIIOPTEpP: Poccua

Homep cepum: Jv102 Homep cepum KJIMEHTAa: Jv1o02

aTa MNPOM3BOACTEBA: 06-MIOH-2025 IaTa McTedeHMS CpPoOKa MA-2028
TOOHOCTMU :

Io3MpOBKaA : CMmoTpu KojmuecTBeHHOe onpelesieHue

JlexapcTBeHHas dopma: TabyeTkyu BhINylmeHHOE KOJI-BO 176450
(yrmakoBOK) :

YInakoBKa: BaucTep [IBX-AJIIOMUHUN Homep cepun AQU: Jv01949, Jv01950

YcioemuAa XpaHeHuA llpy TeMmneparype He Bome + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

YrnakoBKka M MapKMPOBKA: B coorBeTcTBMM C HI

MapKMpOBKa : MapkupoBKa HOOJDKHa COOTBETCTBOBATH pas3mely CooTBETCTBYET

1.3.2 perucTpalMOHHOT'O IOChe
YIakKkoBKa [lo 24 mabjerky B OmucTep IIBX/AJOMUHNIIA. CooTBeTCTBYyET

[Io 1 BamucTepy BMECTe C JIMCTKOM-BKJIAIBIIEM B
KAapPTOHHYI auKy .

NanHas cepus oTBeuaeT TpebOoBaHMAM HOPMATMBHOM IOKYyMEeHTAUUM (YaCTM PEeTMCTPALMOHHOTO IOChe),
3aperuCcTPUPOBaHHOM B Poccuiickoy demepaluu B HACTOSUEe BpeMs, 10 [IEePeUMCJIeHHBIM [IOoKa3aTesigdM KadeCTBa.

IaHHas cepusa IHNpomM3BeIeHa B COOTBETCTBUM C cGMP TpebOoOBaHMAMM UM COOTBETCTBYyeET crneurdmuraumaMm
PernCTpauMoOHHOTO YIocToBepeuusa. // JaHHEM cepTudukaT aHaamM3a [NOANMCAH 3JIEKTPOHHOM I[OINNMCHIO UYepes
BaJIMIOMPOBaHHYI cucTeMy JIVMMC.

Pemenne OmobpeHO
Hara: 27-JUN-2025 13:57
YnosHOMOYEHHOE JIMILO MIM NPelCTaBUTEN : Héri Janosné dr. Tuza Timea
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhédz,Lévai u.5.,Hungary)

sanofi

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

GMID code 845099 Item code VER_845099
Product name NO-SPA 40 mg tablets 24X

Import. country Russia

Lot number Jv1io2 Customer lot Jv1io02

Date of manufacture: 06-JUN-2025 Expiry date MAY-2028
Strength see at the assay

Dosage form tablet Release gty (packs): 176450

Packaging type

PVC-ALU blister

Batch Number of API:

Jv01949, Jv01950

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 % 3.8 %
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 HC1 40.0 mg +/- 5% (38.0 — 42.0 mg) 39.4 mg
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BATCH CERTIFICATE <AQNOFIi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,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

~

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

claim of drotaverine hydrochloride

- Bowl 1 >= 80 % 98 %

- Bowl 2 >= 80 % 100 %
- Bowl 3 >= 80 % 96 %

- Bowl 4 >= 80 % 98 %

- Bowl 5 >= 80 % 97 %

- Bowl 6 >= 80 % 97 %

- 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 100th lot but at least for 1 lot/year)

Reference of approved Normative Document:LP-No (002774)—- (RG-RU)-140723

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

GMID code : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jv1io2 Customer lot : Jv1io02
Date of manufacture: 06-JUN-2025 Expiry date : MAY-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 176450
Packaging type : PVC-ALU blister Batch Number of API: Jv01949, Jv01950
Storage condition : Store below +25°C

Tests Specifications Results
DISSOLUTION
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BATCH CERTIFICATE <AQNOFIi

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,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 : 845099 Item code : VER_845099
Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Jv1io2 Customer lot : Jv1io02

Date of manufacture: 06-JUN-2025 Expiry date : MAY-2028
Strength : see at the assay

Dosage form : tablet Release gty (packs): 176450
Packaging type : PVC-ALU blister Batch Number of API: Jv01949, Jv01950
Storage condition : Store below +25°C

Tests Specifications Results
Packaging and labelling: In accordance with ND

Labelling: Labelling must be in compliance with Complies

1.3.2 Section of registration dossier.
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 : 27-JUN-2025 13:57
Qualified person Hari J&nosné dr. Tuza Timea

\.
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