Cepruduxar anajausa

Internal

Opella.

Onenna Xejnckea Benrpusa JlTo. .,

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

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

GMID kox: 943529 Konm Tomapa: VER_ 943529

HamMeHOBaHMe HO-IIMA ® OYO 40 Mr + 500 Mr TabneTkm 6x2

npenapara:

Crpana-uMnopTep: Poccust

Homep cepwum: KvV004 HoMep cepum KIMEHTA: KvV004

JlaTa npouSBOXLCTEA: 03-CEH-2026 JlaTa mMcTedeHMs CpoOKa ABI'-2029
TONHOCTH :

JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue

JlexapcTBeHHast bopma: TabineTkmn BrOyWEeHHOe KOJI-BO 81120

(ynakoBok) :

YnakoBka: Bnucrep Anwo-AJ0 HomMep cepum A&C: Jv04267, Kv01837, Kv01838

YcnoBust XxpaHeHMUs: llpu TemnepaType He Bime 25°C

NMOKA3ATEJIb HOPMA PE3YJIBTAT
XAPAKTEPUCTUKN
- OnmcaHue [IpomoJsiToBaTEE TaOJIETKM XEJTOT'O LIBETa C CooTBEeTCTBYET
PUCKOM, C OIHOM CTOPOHEH.
- Cpemussa macca (EBp. dapm./Td 690 Mr + 5 % (656-725 wMr) 687 MmO
PO)
- OTKJIOHEHUs OT CpenHeM MacCCE 18/20 TabmeTok + 5 % COOTBETCTBYET
Tabnetok (EBp. QapMm. miam I'd PO) 2/20 rabnerox * 10 %
- OTKJIOHEHMs OT CpeIHEM MaCChl < 1/30 nosioBuHOK TabjeTok + 15 % CoOoTBEeTCTBYET
nomesieHHeX Tabnerok (EBp. dapMm. (/30 nosoBMHOK TabieTok = 25 %
unmu I'd POD)
UpneHTndmkauus (BIXX) :
- IpoTaBepmHa I'MIOPOXJIOPUI BpeMsa yIOepxmrBaHMS OIHOT'O M3 OCHOBHEIX HMKOB Ha COOTBETCTBYET
XPOMaToIPaMMe MCIHETYEMOT'O PacTBOPa HOJDKHO
COOTBETCTBOBATH BPEMEHM yIOEPXMBaHMSI NMKa
OpOoTaBepMHa I'MIOPOXJIOPMIA Ha XpoMaToIpaMMe
CTaHIOAPTHOTO pPacTBOPA.
- IlapaueTaMmoJ BpeMsa yIepXmBaHMS OOHOTO M3 OCHOBHEIX NMKOB Ha COOTBETCTBYyET
XPOMaToIPaMMe MCIETYEMOT'O PacTBOPa HOJDKHO
COOTBETCTBOBATL BPEMEHM YIOEPXMBAHUA NMKA
napaleraMojla Ha XpOoMaToI'PaMMe CTaHOapTHOTO
pacTeopa.
POJICTBEHHEIE IIPMMECK (B3XX)
-IpoTaBepaninmuH <= 0.5 % 0.1 %
-llepniapmx <= 0.2 % 0.0 %
-Jlobasg mpyras IIpuMech <= 0.2 % <0.1 %
-CyMMa nopumecemn <= 1.0 % 0.0 %
INapaueramon
- 4-amvMmHObeHOT <= 50 ppm <10 ppm
- JoO0M eIMHUYHOM [IPpUMECH <= 0.1 % 0.0 %
- CyMMa Ipumecen <= 0.2 % 0.0 %
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Onenna Xejnckea Benrpusa JlTo. .,

Cepruduxar anajausa

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

Opella.

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

GMID kox: 943529 Konm Tomapa: VER_ 943529

HamMeHOBaHMe HO-IIMA ® OYO 40 Mr + 500 Mr TabneTkm 6x2

npenapara:

Crpana-uMnopTep: Poccust

Homep cepwum: KvV004 HoMep cepum KIMEHTA: KvV004

JlaTa npouSBOXLCTEA: 03-CEH-2026 JlaTa mMcTedeHMs CpoOKa ABI'-2029
TONHOCTH :

JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue

JlexapcTBeHHast bopma: TabineTkmn BrOyWEeHHOe KOJI-BO 81120

YnakoBka:

YcnoBusi XpaHeHMsT

BaucrTep Ano-AJ0

(ynakoBok) :

HomMep cepum A&C:

llpu TemnepaType He Bime 25°C

Jv04267, Kv01837, Kv01838

NMOKA3ATEJIb HOPMA PE3YJIBTAT

KOJIMYECTBEHHOE OINPEINEJIEHUE

(B3XX)

- IpoTaBeprHa IMAPOXJIOPUI 36,0-44,0 mr/Tabm. 38,9 wmr
(90,0-110,0 $ oT 3asBJIEHHOT'O COIEPXaHMUs)
- IllapaueTramorn 450,0-550,0 mr/Taba. 492,7 wmr

(90,0-110,0% oT BasBJIEHHOT'O COIEPXaHMI)

PACTBOPEHME

He Menee 75 % (Q = 70 %) ot

3afgBJIEHHOI'O KOJIMYeCcTBa OOOMX

OeyicTByoIMx BemecTB uepes 30

MUHYT .

-JpoTaBepmHa I'UMOPOXJIOPUI

- Yamka 1 > =75 % 97 %

- UYamka 2 > =75 % 97 %

- UYamka 3 > =75 % 95 %

- Yamka 4 > =75 % 93 %

- Yamka 5 > =75 % 97 %

- Yamka 6 > =75 % 95 %

- CTAOVA 2: CpenHee 3HaueHue nJjsa 12 TabieTok IOJDKHO OwTh HE [IPYMEHVMO
He MeHee ueM 70 % uepes 30 MMHYT, M HUM OIHOM
TabJIeTKM CO 3HAaUeHMeM MeHee ueM 55 %.

- CTAIVA 3 CpenHee 3HaueHue njsa 24 TabjIeTOK IOJDKHO OwbThL HE [IPVMEHMMO
He MeHee ueM 70 $ uepes 30 MuHyT, He Oojee 2
TabJIeTOK MOT'YT MMETL 3HAaueHMe MeHee ueM 55
%, M HM IOJg OXNHOM TabJeTKM HEe MOXeT OBTb
3HadYeHMsa MeHee dueM 45 3.

-IlapauneTamMon

- UYamka 1 > =75 % 96 %

- Yamka 2 > =75 % 97 %

- UYamka 3 > =75 % 93 %

- Yamka 4 > =75 % 92 %

- Yamka 5 > =75 % 96 %

- UYamka 6 > =75 % 97 %
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Onenna Xejnckea Benrpusa JlTo. .,

Cepruduxar anajausa

Opella.

2112 Veresegyhéz,Lévai u.5., Hungary

(panee CHINOIN Private Co. Ltd.,

2112 Veresegyhéz,Lévai u.5., Hungary)

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

GMID kox: 943529 Konm Tomapa: VER_ 943529

HaumMeHOBaHMe HO-UIA ® OYO 40 Mr + 500 Mr Tabnerkm 6x2

npenapara:

CrpaHa-uMIopTep: Poccust

Homep cepwum: KvV004 HoMep cepum KIMEHTA: KvV004

JlaTa npouSBOXLCTEA: 03-CEH-2026 JlaTa mMcTedeHMs CpoOKa ABI'-2029
TOOHOCTM :

JlosmpoBKa : CMoTpu KosmuecTBeHHOe ompeleleHMue

JlexapcTBeHHast bopma: TabineTkmn BrOyWEeHHOe KOJI-BO 81120

YnakoBka:

YcnoBusi XpaHeHMsT

BaucrTep Ano-AJ0

(ynakoBok) :

Homep cepum A®C: Jv04267, Kv01837, Kv01838

llpu TemnepaType He Bime 25°C

INOKA3ATEJIb HOPMA PE3YJIBTAT
- CTAIVA 2: CpenHee 3HadeHMe nJjsa 12 TabjIeTOK HOOJIXHO He npmMeHMMO
ObITE He MeHee ueM /0 $ uepes 30 MMHYT, U
HM OOHOV TabJIeTKM CO SHAUEHMEM MeHee ueM
55 %.
- CTAIVA 3: CpeznHee 3HaueHMe njsa 24 TabJeTOK IOJDKHO He npmuMeHMMO

JOINOJIHUTEJIEHAST MH®OPMALIUSA
MykpoOuoJoTHuUYecKas 4YnUCTOTa
(Russ.Pharm) *

—ofblee KOJIUYECTBO a3pPOOHBIX
MUKPOOPTaHn3MOB, KOE/T

-ofbmee KOJUYECTBO IOPOXKEBEIX M
JIeCHeBRX Tpubos, KOE/T

-Escherichia Coli, 1r

*ﬂOHOHHMTeﬂbHHe TECTEl He INPOBOIOATCHA B XOI€e PYTUMHHOI'O KOHTPOJIA,

xaxgor 100-1 cepum,

HoMep OInoOOPeHHOM HOPMaTMBHOM
OOKYMEHTAaLMN :

CpOok T'OOHOCTU

A®C, mcnosbsO0BaHHASI OIS
NPOMBBOLCTEA :
HazBaHue npomssomuTesna APC:

- JIpoTaBepuHa I'MIOPOXJIOPUI

- IlapaueTamoJt

YnakoBka u MapKMPOEBKaA :

MapKMpOBKa :

YIakoBka

%

ObITE He MeHee ueM /0 yepes 30 MuHYT,
He OoJjiee 2 TabjJeToK MOTYT MMEThL 3HAUeHUE
MeHee uem 55 M HM OJIS OIOHOM TabJeTKu

He MOXeT OBITb SBHaueHus MeHee ueM 45

o)
Sy

%

<= 1000

<= 100

OTCyTCTBUE

He INIpoBOIOMIIMICH IJIA IaHHOM cepumn (JIJIH

HO He MeHee 1 cepumu B T0X)

JII-N (005085) - (PT'-RU) -111225

2 Toma

T6 1=5,

Workshops No 1,3 and 5, No.35,
262100 Kuramn

EBpoanu Benrpus JITI - H-1045 Budapest, u. BeHrpuUs

AHpL JlyaHe ®apMmachoTMkain Ko.JlTno,
Weixu North Road, Angiu City, Shandong Province,

B coorBercTBMM C HI

MapkupoBKa OOJIXKHa COOTBETCTBOBATHb CooTBeTCTByeT
pazneny 1.3.2 peruCcTPpalLMOHHOI'O IOChE.
[lo 6 TabynerTok B Ommcrepe m3 Ao/AJ0 CooTBeTCTBYeT

ajioMMHMEeBOM. Ilo 2 6amcTepa BMECTE C
MHCTPYKUMEN IO NPMMEHEHUI IOMEUAnT B
KAPTOHHYI NadYKy.
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Internal CepTl/I(l)I/IKaT aHaju3a o pel Ia -

Onemnna Xejnckea Benrpmsa JlTo. .,

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

2112 Veresegyhéz,Lévai u.5., Hungary)

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

GMID xogn: 943529 Kom Tomapa: VER_ 943529

HamMeHOBaHMe HO-IIMA ® OYO 40 Mr + 500 Mr TabneTkm 6x2

npenapara:

CTpaHa-MMIOPTEP : Poccust

Homep cepwum: KvV004 HoMep cepum KIMEHTA: KvV004

JlaTa npomsBOICTEA: 03-CEH-2026 JlaTa mcreueHMsT cpoka ABI'-2029
TONHOCTH :

JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue

JlexapcTBeHHasT popma: TabieTku BrOyWEeHHOe KOJI-BO 81120
(ynakoBok) :

Ynakoeka: Bnncrep Asmo-Ajo Homep cepum A®C: Jv04267, Kv01837, Kv01838

YcnoBust XxpaHeHMUs: llpu TemnepaType He Bime 25°C

INOKA3ATEJIb HOPMA PE3YJBTAT

HacTosmyM [OOOTBEPXIAaeTCs, YTO IaHHAs Cepus COOTBETCTByeT TpeboBaHMAM HopMaTMBHONM JoKyMeHTaumu, (Kak
YacTy PerMCTPalMOHHOTO HOChbe) 3apeTrMCTPMPOBAHHOM B HACToslee BpeMda B Poccuiickoit denmepaumy, IO
[IepeuncyIeHHEM [I0Ka3aTesisaM KauecTBa.

HacrosmmM yIOCTOBEpPSEeTCs, 4YTO IaHHAs Cepus COOTBETCTBYeT TpeBOoBaHMS pas3mesioB YIaKOBKa U MapKuMpoBKa B
HopMaTMBHOM J[OKyMEeHTaLUMM, 3apeluCTPUMPOBAHHOM B HACTOdllee BpeMs B Poccuiickomr derepalmu

HacTosammM yIOOCTOBEpPSAK, UYTO BCE 3STalb M3TOTOBJIEHMSA OAHHOM NapTUM TI'OTOBOM MNPOIAYKLMM BBIIOJIHEHH B IIOJIHOM
obpeMe B COOTBETCTBMM TpebOoBaHuMaAM GMP EC u cneumpmxaumsaMmM PeTrMCTPalMOHHOTO YHOOCTOBEPEHMA.
OaHHEM cepTudMKaAT aHalM3a [IOANMCAaH D3JIEKTPOHHOM IMOINMCHI0 Yepes3 BaIMOMPOBAHHYI cucTeMy JIVMMC.

Pemenne OmobpeHO
HaTa: 29-CEH-2026 18:27
YnosHOMOYEHHOEe JIMILO MM NPelCTaBUTEN : Hajduné dr.Szijartd Zsuzsanna
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BATCH CERTIFICATE Opella.

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 : 943529 Item code : VER_943529

Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : KVv004 Customer lot : Kv004

Date of manufacture: 03-SEP-2026 Expiry date : AUG-2029

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81120

Packaging type : ALU - ALU blisters Batch Number of API: JV04267, KvV01837, KV01838

Storage condition : Do not store above +25°C

Tests Specifications Results

CHARACTERS

— Appearance Oblong yellow tablets scored on one Complies
side.

- Average mass (Ph.Eur/Ru.Ph) 690 mg +/- 5 % (656-725 mg) 687 mg

— Deviations from the average tablet 18/20 tablets +/- 5 %, Complies

mass (Ph.Eur/Ru.Ph) 2/20 tablets +/-10 %

— Deviations from the average mass of <= 1/30 tablet halves +/- 15 % Complies

divided tablets (Ph.Eur/Ru.Ph) 0/30 tablet halves +/- 25 %

IDENTIFICATION (HPLC)
— Drotaverine hydrochloride The retention time of one of the Complies

principal peaks in the chromatogram of

the test solution should correspond to

the retention time of the peak of

drotaverine hydrochloride in the

chromatogram of the standard solution.

— Paracetamol The retention time of one of the Complies

principal peaks in the chromatogram of

the test solution should correspond to

the retention time of the peak of

paracetamol in the chromatogram of the

standard solution.

RELATED SUBSTANCES (HPLC)

Drotaverine hydrochloride

— Drotaveraldine <= 0.5 % 0.1 %

— Perparine <= 0.2 % 0.0 %

— Any individual impurity <= 0.2 % <0.1 %
— Total impurities <= 1.0 % 0.1 %
Paracetamol

— 4-aminiphenol <= 50 ppm <10 ppm
— Any individual impurity <= 0.1 % 0.0 %

— Total impurities <= 0.2 % 0.0 %
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BATCH CERTIFICATE Opella.

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 : 943529 Item code : VER_943529

Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : KVv004 Customer lot : Kv004

Date of manufacture: 03-SEP-2026 Expiry date : AUG-2029

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81120

Packaging type : ALU - ALU blisters Batch Number of API: JV04267, Kv01837, Kv01838
Storage condition : Do not store above +25°C

Tests Specifications Results

ASSAY (HPLC)

— Drotaverine hydrochloride 38.0 — 42.0 mg/tab 38.9 mg
(95.0 — 105.0 % of the label claim)
— Paracetamol 475.0 - 525.0 mg/tab 492.7 mg

(95.0 — 105.0 % of the label claim)

DISSOLUTION
Not less than 75 % (Q=70 %) of the label

claim of both active pharmaceutical ingredients

after 30 minutes

Drotaverine hydrochloride

- Bowl 1 >= 75 % 97 %
- Bowl 2 >= 75 % 97 %
- Bowl 3 >= 75 % 95 %
- Bowl 4 >= 75 % 93 %
- Bowl 5 >= 75 % 97 %
- Bowl 6 >= 75 % 95 %
- Stage 2 Average of 12 tabs is not less than 70 $ NA

within 30 min., and no tab in less than

55 %.
- Stage 3 Average of 24 tabs is not less than 70 $ NA

within 30 min., not more than 2 units

are less tha 55 % and no tab in less

than 45 %.
Paracetamol
- Bowl 1 >= 75 % 96 %
- Bowl 2 >= 75 % 97 %
- Bowl 3 >= 75 % 93 %
- Bowl 4 >= 75 % 92 %
- Bowl 5 >= 75 % 96 %
- Bowl 6 >= 75 % 97 %

rap_coa_resultats v5 Page 2 / 4



BATCH CERTIFICATE

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

O pella.

7

GMID code 943529

Product name

Import. country Russia

Lot number KVv004

Date of manufacture: 03-SEP-2026
Strength see at the assay
Dosage form tablet
Packaging type
Storage condition

\.

ALU - ALU blisters

Do not store above +25°C

NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Item code VER_943529
Customer lot Kv004
Expiry date AUG-2029

Release gty (packs): 81120

Batch Number of API: JV04267, KVv01837, Kv01838

>

J

ADDITIONAL INFORMATION
Microbiological Quality (Russ.Pharm)*

- TAMC, CFU/g

- TYMC, CFU/g

— Escherichia Coli, 1 g

* Additional tests are not performed for

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

Reference of approved Normative Document:

SHELF LIFE

API used for production
Manufacturer’s name of API

— Drotaverine hydrochloride
— Paracetamol

continue

Packaging and labelling:
Labelling:

Packaging:

Regulatory dossier) currently registered

Tests Specifications Results
- Stage 2 Average of 12 tabs is not less than 70 $ NA
within 30 min., and no tab in less than
55 %.
- Stage 3 Average of 24 tabs is not less than 70 $ NA

within 30 min., not more than 2 units
o

are less tha 55 % and no tab in less

than 45 %.

<=1000
<=100
absent

routine inspection, not conducted for this batch

LP-No (005085) - (RG-RU) -111225

3 years

EUROAPI (formerly CHINOIN),Té utca 1-5., H-1045 Budapest Hungary
Anquiu Lu'An Pharmaceutical Co., Workshops No. 1,3 and 5, No.35,
Weixu North Road, Angiu City, Shandong Province, 262100 China

Labelling must be in compliance with Complies
1.3.2 Section of registration dossier.
6 tablets in an Alu/Alu blister. 2 Complies

blisters in a carton along with the

package leaflet.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of

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

rap_coa_resultats v5
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BATCH CERTIFICATE Opella.

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 : 943529 Item code : VER_943529

Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : KVv004 Customer lot : Kv004

Date of manufacture: 03-SEP-2026 Expiry date : AUG-2029

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81120

Packaging type : ALU - ALU blisters Batch Number of API: JV04267, Kv01837, Kv01838
Storage condition : Do not store above +25°C

F o
Tests Specifications Results

Normative Document currently registered in Russian Federation.

~

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with

the requirements of the Marketing Authorisation of the destination country. || This Certificate of Analysis has
been electronically signed from a validated LIMS.

Decision : ACCEPTED
Date : 29-SEP-2026 18:27
Qualified person Hajduné dr.Szijartd Zsuzsanna

\.
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