CEPTUDPUKAT AHAJIU3A

Opella Healthcare Hungary Ltd.,

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

SANOFI

Tenedon: +36 28 585 600/Dakc: +36 28 585 939
GMID xon 807543 Kon ToBapa: VER 807543
[Iponyxr: HO-IIIA (P) AYO 40 mr + 500 mr tadnerku 6x2
CrpaHa-UMIIOpTEp: Poccus
Howmep cepuu: FV001 Howmep cepuu xuenta:  FV001
JlaTa npousBoacTBa: 21-UKOJI51-2022 Jara ucreuenus cpoka ~ MIOHb-2024
TOJHOCTH:
Jlo3upoBka: Cmotpu Konnuectsennoe  Kom-Bo BbIIyIIEHO 81980
onpeneneHue (YnakoBoOK):
JlekapctBenHas Gopma:  TaONeTKH Howmep cepun ADU: EV05611, FV02495

YnakoBka: Bbucrep Anro-Anto

Y cl10BUSI XpaHEHUS

ITpu Temneparype He Boimte 25 ° C.

-CyMMa npumeceit

[Moxazarenn Hopma PesyabTar
[Tokazarenu:
- Onucanue [IpomonroBatsie TaOIETKH KEATOTO [[BETA  COOTBETCTBYET
C PUCKOM C OJTHOM CTOPOHBI
- Cpenusist macca (EBp. ®apm./I'® PD) 690 mT £ 5 % (656725 mr) 687 Mr
- OTKJIOHEHHUS OT cpeaHeit macchl TabeTok  18/20 tabnetok + 5 % COOTBETCTBYET
(Esp. ®apm. uiu I'D PD) 2/20 Tabnerok + 10 %
- OTKJIOHEHUSI OT CpeHer Macchl mojeneHHbIX < 1/30 monoBuHOK TabneTok + 15 % COOTBETCTBYET
tabnetok (EBp. ®apm. umu 'O PD) 0/30 momoBuHOK TabMeTOK + 25 %
MNOJJIMHHOCTD (BI7KX):
- IpOTaBepUHA TUAPOXIOPU BpeMst yaep:KuBaHust OTHOTO U3 COOTBETCTBYET
OCHOBHBIX ITHKOB Ha XpOMAaTOTpaMMe
HCIIBITYEMOTO PacTBOpa JJOJKHO
COOTBETCTBOBATH BPEMCHH yICPKUBAHHS
MUKa JIPOTaBePUHA THIPOXIOPUIA HA
XpOMaTorpaMMe CTaHIapTHOTO PacTBOpA.
- mapareTamol Bpewms yaep:xuBaHus OTHOTO U3 COOTBETCTBYET
OCHOBHbIX [TMKOB Ha XpOMAaTOrpamMmMe
HCIIBITYEMOTO PacTBOPa JOKHO
COOTBETCTBOBATh BPEMEHH YACPIKHUBAHHS
MUKa fapareraMosia Ha XpoMaTorpaMmme
CTaH/IapPTHOTO PacTBOPA.
POJACTBEHHBIE IPUMECH (B97KX)  cooTBeTcTBYyeT COOTBETCTBYET
J/IporaBepuHa ruaApOXJIOPU
- JporaBepangun <0,5% 0,2 %
- [lepriapnn <0,2% 0,0 %
- JItobas npyrast npuMech <0,2% <0,1 %
- CymMa npumeceit <1,0% 0,2 %
ITapaueramoJ
-4-aMHUHOPEHOIT <50 ppm <l ppm
-JIr060i1 eIMHNYHOM IPHMECH <0,1% 0,1 %
<0,2% 0,0 %
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CEPTUDPUKAT AHAJIU3A

Opella Healthcare Hungary Ltd.,

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

SANOFI

Tenedon: +36 28 585 600/Dakc: +36 28 585 939
GMID xon 807543 Kon ToBapa: VER 807543
[Iponyxr: HO-IIIA (P) AYO 40 mr + 500 mr tadnerku 6x2
CrpaHa-UMIIOpTEp: Poccus
Howmep cepuu: FV001 Howmep cepuu xuenta:  FV001
JlaTa npousBoacTBa: 21-UKOJI51-2022 Jara ucreuenus cpoka ~ MIOHb-2024
TOJHOCTH:
Jlo3upoBka: Cmotpu Konnuectsennoe  Kom-Bo BbIIyIIEHO 81980
onpeneneHue (YnakoBoOK):
JlekapctBenHas Gopma:  TaONeTKH Howmep cepun ADU: EV05611, FV02495

YnakoBka: Bbucrep Anro-Anto

Y cl10BUSI XpaHEHUS

ITpu Temneparype He Boimte 25 ° C.

He menee 75 % (Q = 70 %) oT 3asBIICHHOTO
|[konmyecTBa 000MX AEHCTBYIONIUX BEIIECTB
uepe3 30 MUHYT.

-JI[poTaBeprHa rHAPOXJIOPH]

-Yamka 1
-Yamka 2
-Yamka 3
-Uamka 4
-Yamka 5
-Hamka 6

CTAJINS 2:

CTAIUSA 3:

[Mokaszarens Hopma PesyabTar

KOJIUYECTBEHHOE OIIPEJEJIEHUE

(BIKX)

- JIpoTraBepuHa TUAPOXIOPHUT 36,0-44,0 mr/Tabm. 38,7 mMr
(90,0-110,0 % ot 3asaBIECHHOTO
COJIepIKaHus)

- [Tapaneramon 450,0-550,0 mr/Tabm. 488,3 mr
(90,0-110,0% ot 3asiBieHHOTO
COJIepIKaHus)

PACTBOPEHUE

>75% 96 %
>75% 95 %
>75% 94 %
>75% 96 %
>75% 95 %
>75% 96 %

Cpennee 3Hauenue s 12 TabieTok He mpumennmo
JIOJDKHO OBITH He MeHee deM 70 % uepe3
30 MUHYT, ¥ HY OIHOH TaOJETKHU CO

3HaYeHHEM MeHee ueM 55 %.

Cpennee 3HaucHHE a7 24 TaOIETOK
JIOJDKHO OBITH He MeHee ueM 70 % yepes
30 mMunyT, He Oonee 2 TaOJIETOK MOTYT
HMETh 3HaYeHUE MeHee ueM 55 %, U H1
IUTSL OMHOM TAaOJETKN HE MOYKET OBITH
3HaueHus1 MeHee ueM 45 %.

He npumenumo
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CEPTUDPUKAT AHAJIU3A

Opella Healthcare Hungary Ltd.,

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

Tenedon: +36 28 585 600/Dakc: +36 28 585 939

SANOFI

GMID kon
ITponyxkr:
CtpaHa-uMIIoOpTep:
Howmep cepuu:

JlaTa Mpon3BOACTBA:

Jlo3upoBka:

YnakoBka:
Y cl10BUSI XpaHEHUS

JlekapcTBeHHast hopma:

807543 Kon ToBapa: VER 807543

HO-IIIA (P) AYO 40 mr + 500 mr tadnerku 6x2

Poccus

FV001 Howmep cepuu xuenta:  FV001

21-UI0JIA-2022 Jata ucreuenus cpoka  MIOHb-2024
TOJHOCTH:

Cmotpu Konnuectsennoe  Kom-Bo BbIIyIIEHO 81980

onpeneneHue (YnakoBoOK):

TabneTku Howmep cepun ADU: EV05611, FV02495

Bbucrep Anro-Anto
ITpu Temneparype He Boimte 25 ° C.

-Escherichia coli, 1 r

JIOKYMCHTAllMU:

CpOK TOJHOCTH:

JIOJDKHO OBITH He MeHee YeM 70 % uepe3
30 MuHyT, He OoJiee 2 TabJIETOK MOTYT
HMETh 3HaYeHHE MeHee ueM 55 %, U H1
I OQHOM TaOJIETKU HE MOXKET OBITh
3HaYCHUA MeHee yeM 45 %.

JTIOIOJTHUTEJIbHASI UTHOOPMALIUA
Mukpobuonoruueckas yucrora (I'® PO*)

-O01m1ee KOIMIeCTBO adpOOHBIX He 06omee 1000
IMukpoopraanzmos (TAMC), KOE/r
-OO0I111ee KOJTHUYECTBO IPOMKIKEBBIX H He 6onee 100

ruiecHeBbIX rprboB (TYMC), KOE/r

OtcyTcTBYeET

Homep yTBep>KIeHHONH HOPMATUBHOU JICP-000858/10-270820, usmenenue 1

2 roga

[Moxazarenn Hopma PesyabTar
-IlapaneramoJ
-Hamka 1 >75% 98 %
-Hamka 2 >75% 95 %
-Yarka 3 >75% 95 %
-Uammka 4 >75% 96 %
-Yarka 5 >75% 96 %
-Hamika 6 >75% 97 %
CTAOUA 2: Cpennee 3nauenue uist 12 tabieTok He npumenumo
JIOJDKHO OBITH He MeHee ueM 70 % depes
30 MUHYT, ¥ HM OJTHOH TaOJIeTKH CO
3Ha4YeHHEM MeHee 4eM 55 %.
CTAIONSA 3: Cpennee 3HaueHue i1 24 TabieToK He mpumennmo

*/lononHumeinvbHble Mecmol He 8bINOIHAIOMCS 0I5l PYMUHHOKO KOHMPOJs, Ol OAHHOU Cepu He NPO8OOUNUCH (05
Kaorcoou 10-ii cepuu, Ho He pedice, uem 05 1 cepuu 6 200)
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CEPTUDPUKAT AHAJIU3A
SANOFI

Opella Healthcare Hungary Ltd.,

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

Tenedon: +36 28 585 600/Dakc: +36 28 585 939

GMID xon 807543 Kon ToBapa: VER 807543

[Iponyxr: HO-IIIA (P) AYO 40 mr + 500 mr tadnerku 6x2

CtpaHa-uMIIoOpTep: Poccus

Howmep cepuu: FV001 Howmep cepuu xuenta:  FV001

JlaTa npousBoacTBa: 21-UKOJI51-2022 Jara ucreuenus cpoka ~ MIOHb-2024

TOJHOCTH:

Jlo3upoBka: Cmotpu Konnuectsennoe  Kom-Bo BbIIyIIEHO 81980
onpeneneHue (YnakoBoOK):

JlekapctBenHas Gopma:  TaONeTKH Howmep cepun ADU: EV05611, FV02495

YnakoBka: Bbucrep Anro-Anto

Y cl10BUSI XpaHEHUS ITpu Temneparype He Boimte 25 ° C.

[Moxazarenn Hopma PesyabTar

AD®U, ucroIb30BaHHBIN IS

{mpom3BoacTBa:

Hanmenosaane AOU

-IpOoTaBepruHa THAPOXIIOPUT EBpoanu (panee Xunownn), H-1045 Budapest, To u. 1-5, Benrpus

-TIapareTamMmon Amnbiro Jlyans @apmacerorrkan Ko.JItn, Workshops No 1,3 and 5,
No.35, Weixu North Road, 262100 Anqgiu City, Shandong Province,
262100 Kurait

'YakoBKa 1 MApKUpPOBKa: B cootBerctBum ¢ HJ{

Ha OxmcTepe Ha pycCKOM SI3bIKE TOPTrOBOE HAMMEHOBAHHE TIpenapaTa ¢ mpexypeIuTeTsHON CooTBETCTBYET

YKa3aHo: MapKkupoBkoi ® mocie ciioBa Ho-1mma, rpynmupoBodHOe

HaNMEHOBaHWE, JIEKapCTBEHHAS (opMa, JO3UPOBKA, JIOTOTUIT

KOMITaHUH (JJATHHCKUM IIPUPTOM), HOMEp CepHuH, JlaTa

OKOHYaHUS CPOKA FOJHOCTH. BO3MOXKHO HaIH4Yue

BHYTPCHHUX HU(PPOBBIX WM IITPHUXOBBIX

MIPOU3BOJICTBCHHBIX KOJIOB.
Ha xapToHHOM nmauke Ha
[PYCCKOM SI3bIKE YKa3aHO: TOProBOC HAMMEHOBAHHUE TIperapara ¢ npeaynpeIuTeIbHON CoOTBETCTBYET
MapkupoBkoi ® mocie cnoea Ho-mima, rpynmupoBoYHOE
HaNMEHOBAHHE, JICKAPCTBEHHYIO (hOPMY, TO3UPOBKY,
KOJIMYECTBO TAaOJIETOK B YIIAKOBKE, « /{1 mpreMa BHYTPBY,
«OT 00JIN ¥ CcHIa3May, «JIBOHHOE JECHCTBHE), COCTAB C
yKazaHHEeM Ha3BaHUS M COACPIKAHUS IEHCTBYIOIINX BEUICCTB,
YCIIOBHSL XpaHCHHUS, YCIOBHS OTITyCKa, « XPaHHUTH B
HEIOCTYITHOM JUTA AeTeit mecte, «[lepen mpuMenernemM
BHUMATEJIBHO MPOYUTANTE HHCTPYKIHUIOY, «[Ipuem
npemnapara 0e3 KOHCYJIbTAIlMU C Bpa4oM He Ooiiee 3X JHEH.»,
«IIpu kypce neueHus He Oonee 3X AHEH MaKCUMalbHAs
cyTouHas J103a — 6 TaOJIETOK, IIPU Kypce JeueHus ooee 3x
IHeH — 4 Tabnetku.», «Cnocob npumenenus B3apocibie u
MOAPOCTKH cTapine 12 yier: mo 1-2 TabieTky Ha mpueM,
3amnmBas BOJOM, yepes 1-2 waca mocne enpl. [Ipu
HEO0OXOIMMOCTH TIPHEM MTOBTOPUTH Yepe3 8 4acoB.
MakcuManbHas CyTodHas 103a — 6 TabJIETOK.»,
roJiorpapuueCcKuii 3aUTHHIN 3HaK, HANMEHOBAHHE U CTpaHy
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CEPTUDPUKAT AHAJIU3A

SANOFI ¢

O

Opella Healthcare Hungary Ltd.,

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

Tenedon: +36 28 585 600/Dakc: +36 28 585 939

GMID xon 807543 Kon ToBapa: VER 807543

[Iponyxr: HO-IIIA (P) AYO 40 mr + 500 mr tadnerku 6x2

CrpaHa-uMnoprep: Poccus

Howmep cepuu: FV001 Howmep cepuu xuenta:  FV001

JlaTa npousBoacTBa: 21-UKOJI51-2022 Jara ucreuenus cpoka ~ MIOHb-2024

TOJHOCTH:

Jlo3upoBka: Cmotpu Konnuectsennoe  Kom-Bo BbIIyIIEHO 81980
onpeneneHue (YnakoBoOK):

JlekapctBenHas Gopma:  TaONeTKH Howmep cepun ADU: EV05611, FV02495

YnakoBka: Bbucrep Anro-Anto

Y cl10BUSI XpaHEHUS ITpu Temneparype He Boimte 25 ° C.

[Moxazarenn Hopma PesyabTar

(UPMBI-TIPOM3BOIUTEIIS, JTOTOTHIT KOMITAHUH (JIATHHCKIM
mpudToM), HOMEp cepuH, AaTy MPOU3BOACTBA, AATY
OKOHYAHUS CPOKa TOHOCTH, pUQT bpaiins (Ha3Banue
mpernapara), ITPUX-KoA, HOMEpP PETUCTPALMOHHOTO
YAOCTOBEPEHUSI, TCMATUYCCKUN PUCYHOK.

Bo3moxHO Hanmuune 2D-ko/ia, BHYTPCHHUX [TUPPOBBIX WITH
IITPUXOBBIX MPOU3BOJICTBCHHBIX KOJIOB KOMITAHUU.
Bo3MO0XHO Hanuuyue 3alUTHON HAKJICHKH.
JIoTIOTHUTEIPHO MOKET OBITH HAaHECCHA WH(POPMALIUS JIIs
MOHHTOPHHTA IBMKCHUS JICKaPCTBEHHBIX MPENapaToB OT
MIPOU3BOIUTENS 10 KOHEUHOTO MOTPEOUTEIS.

'YTakoBKa: ITo 6 Tabnerok B OrcTepe u3 Amo/Amo. ITo 2 6iuctepa COOTBETCTBYET
BMECTE C UHCTPYKIUEN 110 IPUMEHEHUIO B KAPTOHHOM Mauke.

Hacrosmum noaTBep)kaaeTcs, 4To JaHHAsl CEpHsl COOTBETCTBYET TpeboanusiM HopmaTusHol JlokyMeHTanmy, (Kak
YacTH PEruCTPallMOHHOTO JIO0ChE) 3aperucTpUpOBaHHONW B Hacrosimiee Bpems B Poccuiickoit ®enepauunu, 1o
TIePEeYHCICHHBIM MOKA3aTeIsIM KauecTBa.

Hacrosmum ynocroBepsieTcs, YTO JaHHAasi CEpHsi COOTBETCBYET TpeOOBaHMUS pa3/iesioB YakoBka U MapKHUpoBKa B
HopmaTusHO# JlokyMeHTaIH, 3apETHCTPUPOBAHHON B HACTOAIIEE BPEMS

Hannass cepust mpousBeneHa B coorBercTBUM ¢ CGMP TpeOoBaHMSMH M COOTBETCTBYET CIELH(UKALMAM
cooTBeTCTBYyIOIIEro PerucrpanmonHoro YnocroBepenus. [laHHblil cepTuduUKaT aHamu3a MOJIHMCAH AJICKTPOHHOMN
MOJMUCHIO Yepe3 BaNuAupoBaHHyto cuctemy JIMMC.

Penienue ynoJTHOMO4eHHOT0 JIHIA
Pemenne: OJIOBPEHO
JlaTa: 23-CEH-2022 11:02
YI0JTHOMOYEHHOE 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 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID code : 807543 Item code : VER 807543

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

Import. country : Russia

Lot number : FvO001 Customer lot : Fv0o0o1l

Date of manufacture: 21-JUL-2022 Expiry date : JUN-2024

Strength : see at the assay

Dosage form : tablet Release gty (packs): 81980

Packaging type : ALU-ALU blisters Batch Number of API: EV05611,FV02495

Storage condition : Do not store above +25°C

; S

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 %

- Perparine <= 0.2 %

- Any individual impurity <= 0.2 %

- Total impurities <=1.0 %

Paracetamol

- 4-aminiphenol <= 50 ppm <1 ppm
- Any individual impurity <= 0.1 % 0.1 %
- Total impurities <= 0.2 % 0.0 %

rap_coa_resultats v5 Page 1 / 5



BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 807543 Item code : VER 807543
Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : FvO001 Customer lot : Fv0o0o1l

Date of manufacture: 21-JUL-2022 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81980

Packaging type : ALU-ALU blisters Batch Number of API: EV05611,FV02495
Storage condition : Do not store above +25°C

F o
Tests Specifications Results

ASSAY (HPLC)

- Drotaverine hydrochloride 36.0 - 44.0 mg/tab 38.7 mg
(90.0 - 110.0 % of the label claim)
- Paracetamol 450.0 - 550.0 mg/tab 488.3 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 % 95 %
- Bowl 3 >= 75 % 94 %
- Bowl 4 >= 75 % 96 %
- Bowl 5 >= 75 % 95 %
- 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 % 98 %
- Bowl 2 >= 75 % 95 %
- Bowl 3 >= 75 % 95 %
- Bowl 4 >= 75 % 96 %
- Bowl 5 >= 75 % 96 %
- Bowl 6 >= 75 % 97 %

rap_coa_resultats v5 Page 2 / 5



BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

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

SANOFI .2

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

GMID code 807543 Item code VER 807543
Product name NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country Russia

Lot number Fv001 Customer lot FV001l

Date of manufacture: 21-JUL-2022 Expiry date JUN-2024
Strength see at the assay

Dosage form tablet Release gty (packs): 81980

Packaging type ALU-ALU blisters
Storage condition

\.

Batch Number of API: EV05611,FV02495

Do not store above +25°C

ADDITIONAL INFORMATION

Microbiological Quality (Russ.Pharm)*

- TAMC, CFU/g
- TYMC, CFU/g
- Escherichia Coli, 1 g

* Additional tests are not performed for

(10th 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:

The blister label states in Russian

language:

The carton label states in Russian

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

o
S .

than 45

<=1000
<=100
absent

not conducted for this batch

routine inspection,

LSR-000858/10-270820 var 1

2 years

EUROAPI (formerly CHINOIN),Té6 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

In accordance with ND

The trade name of the drug product with Complies

the warning sign ® after the word

No-Spa, international nonproprietary

name, dosage form, strength, company

logotype (in Latin characters), batch

number, expiry date. Company’s internal
digital or bar- manufacturing codes may
be applied.

The trade name of the drug product with Complies

rap_coa_resultats v5
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 807543 Item code : VER 807543
Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : FvO001 Customer lot : Fv0o0o1l

Date of manufacture: 21-JUL-2022 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81980

Packaging type : ALU-ALU blisters Batch Number of API: EV05611,FV02495
Storage condition : Do not store above +25°C

L . . :
Tests Specifications Results
language: the warning sign ® after the word

No-Spa, international nonproprietary
name, dosage form, strength, number of
tablets per package, inscriptions: “For
oral administration”, “Pain and spasms
treatment”, “double action”, composition
with the indication of the names and
content of the active pharmaceutical
ingredients, storage conditions,
dispensing conditions, “Keep out of the
reach of children”, “Read the package
leaflet carefully before use”, “Do not

take the product without consulting the

doctor for more than 3 days.”, “With a
course of treatment up to 3 days, the
maximum daily dose is 6 tablets; with a
course of treatment more than 3 days - 4
tablets.”, “method of administration
Adults and adolescents over 12 years
old: 1-2 tablets per administration,
with water, 1-2 hours after meals. If

necessary, repeat the administration

after 8 hours. The maximum daily dose is
6 tablets.”, holographic security mark,
manufacturer’s name, country of Complies
manufacture, company logotype (in Latin
characters), batch number, date of
manufacture, expiry date, Braille (name
of the drug product), barcode, Marketing
Authorization number, thematic drawing.
A 2D code and company’s internal digital
or bar- manufacturing codes may be
applied. A protective sticker may be
applied. Additionally, the information

to ensure the monitoring of the drug
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 807543 Item code : VER 807543
Product name : NO-SPA (R) DUO 40 mg + 500 mg tablet 6X2

Import. country : Russia

Lot number : FvO001 Customer lot : Fv0o0o1l

Date of manufacture: 21-JUL-2022 Expiry date : JUN-2024
Strength : see at the assay

Dosage form : tablet Release gty (packs): 81980

Packaging type : ALU-ALU blisters Batch Number of API: EV05611,FV02495
Storage condition : Do not store above +25°C

F o
Tests Specifications Results

product movement from the manufacturer

to the consumer may be applied.

Packaging: 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
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 : 23-SEP-2022 11:02
Qualified person dr.Beszteri Bojana

\.
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