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Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,

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: 859760 Kon Tomapa: VER_859760
HaumMeHOBaHMe HO-UIA ® OYO 40 Mr + 500 Mr Tabnerkm 6x2
npenapara:
CrpaHa-uMIopTep: Poccust
Homep cepwum: KvV001 HoMep cepum kimeHTa: Kv001
JlaTa npouSBOXLCTEA: 02-AIIP-2026 JaTa mMcTeueHMss cpoka MAP-2028
TOOHOCTM :
HosupoBka: CvoTpu KonmuecTBEHHOE onpenelyieHue
JlexapcTBeHHast bopma: TabineTkmn BrNOyIeHHOE KOJI-BO 74860
(ynnakoBoK) :
Ynakoeka: Bnncrep Asmo-Ajo HoMep cepum A®U: Jv04266, Jv04267,
KV00565
Ycnoeust XpaHeHUs: llpu TeMmneparype He Brme 25°C
INOKA3ATEJIb HOPMA PE3VYJIBTAT
XAPAKTEPUCTHUKHU
- OnmucaHue [IpomoJsiropaTele TabJIETKM XEJITOI'O LBeTa C CooTBeTCTBYyET
PUCKOM, C OIHOM CTOPOHH.
- Cpenuss macca (EBp. dapwm./T'd® 690 Mmr £ 5 & (656-725 wmrT) 688 mMr
Pd)
- OTKJIOHEHMs OT CpeIHEM MaCChl 18/20 TabmeTok + 5 % CoOoTBEeTCTBYET
TabieTok (EBp. ®apMm. wmim I'd PO) 2/20 Tabmerox * 10 %
- OTKJIOHEHUs OT CpenHeM MacCCE < 1/30 noJsioBuHOK TabjeTok + 15 % COOTBETCTBYET
noneJyieHHeX Tabjierok (EBp. ®apm. (0/30 HOJIOBMHOK TabJjeTok + 25 %
nim I'd PO)
UpnenTudmkauuss (BIXKX) :
- JlporaBepuHa TMIOPOXJIOPUI BpeMsa yIepXmBaHMS OOHOTO M3 OCHOBHEIX NMKOB Ha COOTBETCTByET
XpOMaTOTPaMMe MCIETYEMOTO PAaCTBOPa IOJDKHO
COOTBETCTBOBATL BPEMEHM YIOEPXMBAHUA NMKA
IOpOoTaBepMHa I'MIPOXJIOPMIA Ha XpoMaToTpaMMme
CTaHIOAPTHOT'O pacTBOPa.
- Ilapaueramod BpeMsa yOepXuBaHUA OINHOTO M3 OCHOBHBIX NMKOB Ha COOTBETCTBYET
XpOMaTOTPaMMeE MCIETYEMOTO PAaCTBOPa IOJDKHO
COOTBETCTBOBATL BPEMEHM yOEPXMBAHUA NMKA
napaleraMmojla Ha XpoMaToI'PaMMe CTAaHIAPTHOI'O
pacTseopa.
POICTBEHHHE I[IPUMECHU (B3XX)
-JIpoTaBepallnuH <= 0.5 % <0.1 %
-llepnapmux <= 0.2 % 0.0 %
-Jlnbasa mpyras nOpuMech <= 0.2 % 0.0 %
-CyMMa OpuMecemn <=1.0 % 0.0 %
IlapaueTamMon
- 4-amvmmHObeHON <= 50 ppm <10 ppm
- Jo00oM eIMHUYHOM IIPUMECH <= 0.1 % <0.1 %
- CyMMa Opumecen <= 0.2 % 0.0 %
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Opella Healthcare Hungary Ltd.,

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: 859760 Kon Tomapa: VER_859760

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

npenapara:

Crpana-uMnopTep: Poccust

Homep cepwum: KvV001 HoMep cepum kimeHTa: Kv001

JlaTa npouSBOXLCTEA: 02-AIIP-2026 JaTa mMcTeueHMss cpoka MAP-2028
TOOHOCTM :

JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue

JlexapcTBeHHast bopma: TabineTkmn BrNOyIeHHOE KOJI-BO 74860

YnakoBka:

Ycnoeust XpaHeHUs:

BaucrTep Ano-AJ0

(ynnakoBoK) :

HoMep cepmum APU:

llpu TeMmneparype He Brme 25°C

JV04266, JV04267,
KV00565

INTOKA3ATEJIb HOPMA PE3YJIBTAT

KOJIMYECTBEHHOE OIIPEIEJIEHUE

(B2XX)

- IpoTaBepMHa THUIPOXJIOPUI 36,0-44,0 mr/Tabm. 39,4 mr
(90,0-110,0 % oT 3asgBJIEHHOT'O COIEPXaHMS)
- IapaueTaMmoJ 450,0-550,0 mr/Tabi. 493,1 Mr

(90,0-110,0% oT 3asBJIEHHOT'O COIEPXaHMSI)

PACTBOPEHUE

He menee 75 % (Q = 70 %) omT

3aABJIEHHOT'O KOJIMUEeCTBa ODOOMX

OeyicTByoIMx BemecTB uepes 30

MMUHYT.

-JpoTaBeprHa I'UMOPOXJIOPUI

- Yamka 1 > =75 % 96 %

- Yamka 2 > =75 % 99 %

- UYamka 3 > =75 % 96 %

- UYamka 4 > =75 % 97 %

- Yamka 5 > =75 % 97 %

- UYamka 6 > =75 % 96 %

- CTAIVA 2: CpenHee 3HaueHue nJsa 12 TabjeToOK IOJDKHO OwbTh HE [IPVMEHVMO
He MeHee ueM 70 % uepes 30 MMHYT, M HM OIHOM
TabJIeTKy CO 3HAUeHMEeM MeHee ueM 55 %.

- CTAIVA 3 CpenHee 3HaueHMe nOisg 24 TableTOK IOOJXHO OwTh HE IPVMEHVMO
He MeHee ueM 70 $ uepes 30 MuHyT, He Oojee 2
TabJIeTOK MOT'YT MMETL 3HAaueHMe MeHee ueM 55
%, ¥ HUY IOJIS OIHOM TabJIeTKM HE MOXeT OHTb
3HaueHus MeHee ueMm 45 $.

-IlapaneTamMon

- UYamka 1 > =75 % 97 %

- UYamka 2 > =75 % 99 %

- UYamka 3 > =75 % 96 %

- Yamka 4 > =75 % 97 %

- Yamka 5 > =75 % 98 %
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Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,

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

Hungary
Ltd.,
Hungary)

Opella.

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

GMID kox: 859760 Kon Tomapa: VER_859760

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

npenapara:

Crpana-uMnopTep: Poccust

Homep cepwum: KvV001 HoMep cepum kimeHTa: Kv001

JlaTa npouSBOXLCTEA: 02-AIIP-2026 JaTa mMcTeueHMss cpoka MAP-2028
TOOHOCTM :

JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue

JlexapcTBeHHast bopma: TabineTkmn BrNOyIeHHOE KOJI-BO 74860

YnakoBka:

Ycnoeust XpaHeHUs:

(ynnakoBoK) :

BaucrTep Ano-AJ0 Homep cepum A®NU:

llpu TeMmneparype He Brme 25°C

JV04266, JV04267,
KV00565

INTOKA3ATEJIb HOPMA PE3YJIBTAT
- Yamka 6 > =75 % 97 %
- CTAIVA 2: CpeznHee 3HaueHMe njs 12 TabJeTOK IOJDKHO He npmuMeHMMO
ObITE He MeHee ueM /0 $ uepes 30 MMHYT, U
HM OIOHOM TabJIeTKy CO SBHAUEHMEM MeHee UeM
55 %.
- CTAIVA 3: CpenHee 3HadeHMe njsa 24 TabJIeTOK HOOJIXHO He npmMeHMMO

OelTe He MeHee ueMm /0 % uepes 30 MmHyT,

He OoJjiee 2 TabjJeToK MOTYT MMETL 3HAUeHUe
MeHee ueM 55 ¥ HY IJIS OIOHOM TabJjieTKu
He MOXeT OBTb 3HAUeHUsS MeHee uem 45

Q
oy

3.

HOOIOJIHUTEJIEHASL MHSOPMALIVS
MukpoOuojiorMuyeckas 4ucTOTa

(Russ.Pharm) *

-ofmee KOJIMUECTBO asPOOHEIX <= 1000
MUKPOOPTaHM3MOB, KOE/T

-oflmee KOJUYECTBO HOPOXXKEBEIX U <= 100
[JlecHeBHIX I'pubos, KOE/T

-Escherichia Coli, 1r OTCYTCTBUE

*IIOMMOJIHMTEJILHEIE TeC

xaxnoy 100-1 cepumn,

HoMep OnoOOpPeHHOM HOPMaTMBHOMU

JOKYMEHTAUUMNM @

CpOK TOOHOCTU

Ad¥, MCHOJNBBOBAHHEIL
IPOMBBOLCTEA :

TBI HE IIPOBOIATCA B XOI€ PYTMHHOI'O KOHTPOJIA, HEe IIPOBOIMIINMCH

HO He MeHee 1 cepum B T0n)

JII-N (005085) — (PT'-RU) -030424

2 Toma

DJ1st

HaszBaHme npomssommuTesisa AQI:

- JIpoTaBepuHa THUIPOXJIOPUI

- IlapaueTamoJt

YnakoBka M MapKMpOBKaA :

MapKMUpOBKaA :

YnakoBKa

EBPOAINM (paHee XMHOMH) - H-1045 Budapest, To

AHpL JlyaHp ®apmaceioTMkai Ko.JlTno,
Weixu North Road, Angiu City,
B coorBeTrcTBMM C HI

MapKMpPOBKa IOJIKHA COOTBETCTBOBATH
pazmeny 1.3.2 pPermMcTpauMOHHOTO IOChe.

Ilo 6 TabieTok B OJaMcTepe M3 AJ0/AJ0

Workshops No 1,3 and 5,
Shandong Province,

IOJ18 OaHHOM cepumr (mnsa
u. 1-5, Hungary
No.35,

262100 Kuranm

CooTBEeTCTBYET

CooTBeTCTBYET
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Cepruduxar anajausa

Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,
(paHee CHINOIN Private Co.
2112 Veresegyhéz,Lévai u.5.,

TesedoH:

+36 28 585 600/daxc:

Hungary
Ltd.,
Hungary)

+36 28 585 939

GMID kox: 859760 Kon Tomapa: VER_859760
HaumMeHOBaHMe HO-UIA ® OYO 40 Mr + 500 Mr Tabnerkm 6x2
npenapara:
CrpaHa-uMIopTep: Poccust
Homep cepwum: KvV001 HoMep cepum kimeHTa: Kv001
JlaTa npomsBOICTEA: 02-AINIP-2026 JaTa mMcTeueHMsT cpoka MAP-2028
TOOHOCTM :
JosupoBKa : CMmoTpyu KosnmuecTBEHHOE omnpefiejieHue
JlexapcTBeHHasT popma: TabieTku BrNOyIeHHOE KOJI-BO 74860
(ynnakoBoK) :
Ynakoeka: Bnncrep Asmo-Ajo HoMep cepum A®U: Jv04266, Jv04267,
Kv00565
YcnoBusi XpaHeHMsT llpu TemnepaType He Bhme 25°C
INOKA3ATEJIb HOPMA PE3VYJIBTAT
ajioMyHMEeBOM. Ilo 2 6amcTepa BMECTE C
MHCTPYKILMEN O NPUMEHEHMIO NOMENAT B
KAPTOHHYI IIa4YKYy .
HacrosammMm  nonreepxnaeTcsd, 49To OaHHasA cepusa COOTBETCTBYET TpeOoBaHUAM HopMaTMBHOMU
JoxyMeHTauuM, (kak dYacTM PEeIMCTPAaLMOHHOT'O HIOChbe) 3BaperuMCTPMPOBaHHOM B HACTOsAllee BpeMsa B

Poccumickon demepaluu,
HacrosmyM ynocToBepseTcs,

MapkupoBka B HopmMaTMBHOM JJOKyMeHTalWM,

Penepaunm

IO IIepPEedUMCIJIEHHEIM IIOKas3aTeJIAM KadecTBa.
UdTO IOaHHaAd cepud CcoOoTBeTCTByeT TpeGOBaHMH rasnesion YnakoBKa U

3aperMCTPMPOBAHHOM B HacCToOsdllee BpeMs B Poccumckoi

IJaHHasa  cepusa

PeTrMCTPalMOHHOTO YIOCTOBEPEHMS.

npomsBeneHa B

cGMP
// IDaHHBEDT cepTuduxKaT

COOTBETCTBUMU C TpeBbOBaHMAMU U COOTBETCTBYET CHeuudmuKaumaMm

aHanMsBa I[NONNMCAaH BJIEKTPOHHOM IMOANMChI0 uYepes

BaJIMOMPOBaAHHYI cucTeMy JIMMC.

Pemenne

Hara:

YOJIHOMOYEHHOE JIMLO MIM NPpenCTaBUTEeNb :

OmobpeHO
23-ANP-2026 13:31

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 : 859760 Item code : VER_859760

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

Import. country : Russia

Lot number : Kv001l Customer lot : Kv001

Date of manufacture: 02-APR-2026 Expiry date : MAR-2028

Strength : see at the ssay

Dosage form : tablet Release gty (packs): 74860

Packaging type : ALU - ALU blisters Batch Number of API: JV04266, JV04267, KV00565

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) 688 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 % 0.0 %

— Total impurities <= 1.0 % 0.0 %
Paracetamol

— 4-aminiphenol <= 50 ppm <10 ppm
— Any individual impurity <= 0.1 % <0.1 %
— Total impurities <= 0.2 % 0.0 %

rap_coa_resultats v5 Page 1 / 4



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 : 859760 Item code : VER_859760

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

Import. country : Russia

Lot number : Kv001l Customer lot : Kv001

Date of manufacture: 02-APR-2026 Expiry date : MAR-2028

Strength : see at the ssay

Dosage form : tablet Release gty (packs): 74860

Packaging type : ALU - ALU blisters Batch Number of API: JV04266, JV04267, KV00565
Storage condition : Do not store above +25°C

Tests Specifications Results

ASSAY (HPLC)

— Drotaverine hydrochloride 36.0 — 44.0 mg/tab 39.4 mg
(90.0 — 110.0 % of the label claim)

— Paracetamol 450.0 - 550.0 mg/tab 493.1 mg
(90.0 — 110.0 % 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 % 96 %
- Bowl 2 >= 75 % 99 %
- Bowl 3 >= 75 % 96 %
- Bowl 4 >= 75 % 97 %
- Bowl 5 >= 75 % 97 %
- Bowl 6 >= 75 % 96 %
- 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 % 97 %
- Bowl 2 >= 75 % 99 %
- Bowl 3 >= 75 % 96 %
- Bowl 4 >= 75 % 97 %
- Bowl 5 >= 75 % 98 %
- 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 859760

Product name

Import. country Russia

Lot number Kv001l

Date of manufacture: 02-APR-2026
Strength see at the ssay
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_859760
Customer lot Kv001
Expiry date MAR-2028

Release gty (packs): 74860

Batch Number of API: JV04266, JV04267, KV00565

>

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) -030424

2 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 : 859760 Item code : VER_859760

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

Import. country : Russia

Lot number : Kv001l Customer lot : Kv001

Date of manufacture: 02-APR-2026 Expiry date : MAR-2028

Strength : see at the ssay

Dosage form : tablet Release gty (packs): 74860

Packaging type : ALU - ALU blisters Batch Number of API: JV04266, JV04267, KV00565
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 : FELSZABADITVA / ACCEPTED
Date : 23-APR-2026 13:31
Qualified person Hajduné dr.Szijartd Zsuzsanna

\.
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