NEP)KABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHJ Y KHiBCBhKIN OBJIACTI

npos. Ceitmuunoi Hapii, 3, m.Kuis, 02099, ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BUCHOBOK
Npo AKICTH BBe3eHOr0 B YKpaiHy JikapcbKoro 3aco0y

22.04.2024 Ne 19059/24/10

HO-IIIIA®

(HaitMeHYBaHHA JTiKapchKoro 3aco0y 3TiAHO 3 peecTpauiHHUM MOCBITUEHHAM)
tadaerku mo 40 mr Ne 60: mo 60 TadieTok y 103yH040OMY KOHTeliHEpi, 3AKPUTOMY KPUILIKOIO 3
3aXHCHOI0 CTPIUKOI0 Bi BIIKpUTTs; 0 1 103yI040MY KOHTeliHepY B KAPTOHHIH Kopooui

((popMa BHITYCKy, 103yBaHH, BHJ| TaKyBaHHA TiKapchkoro 3aco0y)
Howmep peecrpauiiitoro noceiggenns UA/0391/01/02 crpox nif peectpaniiinoro mocsixgenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne HV012 KinbkicTs BBe3eHOTO TiKapehkoro 3acofy 69208

BupobHHK Omnenna Xenckea Xaurepi Kot., Yropumna

(HaitMeHyBaHHS BUPOOHHMKa TiKapchKoTo 3acoy, KpaiHa MOX0o/KeHH:)

BeeseHo B YKpainy ToBapucTBo 3 06MeskeHoI0 BitnoBiganbHicTio "OIEJLJIA
XEJICKEA YKPAIHA", inent. xon: 43726391

(HaiiMeHyBaHHA Ta kof 3a €J[PTIOY ropuanuHoi ocobu abo npissuie, iM'a, T0 0aThKOBI (izHaHOI
0coGH - mianpueMiLs, ii Micle TIPOKHBAHHS Ta peecTpalliifnuil Homep 0611iKOBOT KAPTKH MIATHHKA
nojatkie abo cepis Ta HOMEp NacopTa)

Iporoxon Bisyassnoro kourpomo eix 19.04.2024 Ne 1025/1.

3a pe3yibTaTaMH JIEPXKABHOTO KOHTPOJNIO BCTAHOBNEHO, WO JIiKAapChKHi 3acid  BBeseHO B VYkpainy 3

JOTPHUMAHHSAM BUMOT 3aKOHOABCTEA 110/10 3a0e3ICYCHHA AKOCTI JIiKapchKUX 3aco0iB.
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CEPTHU®IKAT CEPII
Iepeknan
Onenna Xenckea Xaurepi Kér.
By Jlerai 5, Bepemegpxas, 2112, YropurHa
Tes. + 36 28 585 600/ dakc +36 28 585 939
GMID xop: 297394 | Koa npoaykry: | VER 22032
Hasga npenaparty: HO-IINA®, Tab/JeTKH nou40 mr
Ne 60 y go3yrwuoMy KoHTeHHepi
Kpaina -iMmnoprep Ykpaina
Cepia Ne; HV012 KnieHTcbKa cepia Ne: HV012
Jara BurorosieHHsa: | 25.01.2024 [IpuaaTHHE fo: 12.2026
Cuuta pii: JlporaBepHHy rigpoxaopup 40 mr

JlozoraHna dopma: Ta6aeTKH

Tun nakyBaHHA:

Ne 60 y koHTelHepi

| Bunymena kiabkicTb (ynakosok):| 69208

YMoBH 36epiraHns:

36epiraTi B opHriHaJbHiil ynakoBui npu TeMnoepartypi Hux4ye +25°C

[TokasHUKHU Bumoru cnenudikanii | PesyabTaTH
XapaKTepHUCTHKH Kpyrai, onyksi Ta6JeTKH )KOBTOTO Bignosigae
3oBHIWHIK BUTAAL KOJILOPY i3 3e/IeHyBaTHM abo

noMapaH4eBHM BiITIHKOM; 3
rpaBipyBaHHAM «spa» Ha oJiHiH cTOpoHi.
IaneHTHdikanis
BEPX Yac yTpuMyBaHHA 3pa3kKa BiAinoBigae yacy Bignogigae
YTPHUMYBaHHA CTaHAAPTY

Y®-cnekTpodoTomMeTpis Makcumymu a6cop6uil 3a JOBKHUHH XBHJII Bignosinae

241+/-2 M, 302+/-2 HM, 353+ /-2 HM
CynyTHi goMimku (BEPX)
JpoTaBepanjHH <=0,50% 0,00 %
[lepnapuH <=0,20 % 0,00 %

Il okpemi goMiLIKK <=0,20 % <(,10 %
JoMilok cymapHo <=1,0% 0,0 %
KinbkicHe BusHa4eHH:A (BEPX) :
JlpoTaBepHHY TAPOXJIOpPH/, 40,0 Mr +/- 5 % (38,0 - 42,0 mr) 38,8 mr
Po3unHenHs, 4yepe3 30 xB (Ph. Eur)
Q=75%(n=6) G
[Mocyauna 1 >=80 % 94 %
[TocyauHa 2 >=80 % 97 %
[MocyauHa 3 >=80% 96 %
[MocyauHa 4 >=80 % 94 9%
TMocyauua 5 >= 80 % 96 %
Mocyauna 6 >= 80 % 94 % :
PipeHb 2 CepeZHe 3Ha4YeHHd i3 12 TabJleTOK He He 3actrocopyernes
MmeHlle 75 % 4epes 30 XB, HeMa€ K0/IHOT
Tabsetku MeHue 60 %

PigeHs 3 CepeaHe 3sHa4YeHHs i3 24 TabneToK He He 33¢TOCOBYETHCH

MeH1e 75 % depes 30 xB, He Ginbue 2

TabaeTok MeHIe 60 %, HeMAE }KOAHOT

TabJeTKH MeHie 50 %
Bunpo6ysanHs B npoueci BUpoGHULTEa™
Poamipu TabieTkH JiaMeTp npu6anu3Ho 7 MM, BHCOTA
npubausHo 3,4 MM

CepenHs maca (Ph. Eur) 140 Mr +/-7,5 %
OpHopiguicTe Macu (Ph. Eur) Bigmosizae

* [[uM 3acBiuyIo, L0 MPOTOKOIH BHPOGHHUILTBa cepii 6y/1H posraAHyTi Ta 6yJ10 BCTAHOBJIEHO iX BigMOBiAHiCTE BUMOTaM.
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[Tepeksan

Omnenna Xenckea Xanrepi Kr.
By Jleai 5, Bepemesbxas, 2112, YropuiuHa
Tes. + 36 28 585 600/ dpakc +36 28 585 939

GMID kop: 297394 | Koa npoayxry: | VER 22032
H . HO-LIMA®, Ta6ieTku no 40 Mr
a3pa npenapary: P
Ne 60 y fo3ylouoMy KOHTelHepi
KpaiHa -imnoprep Ykpaina
Cepisg Ne: HVO12 KnienTcbKa cepia Ne: HV012
Jarta surorosjieHHsa: | 25.01.2024 lpuaaTHHii Jo: 12.2026
Cuuia pii: JpoTtaBepHHy rigpoxyjopup 40 Mr
JlozoBaHa ¢opma: Ta6eTKH
THUN naKyBaHHA: Ne 60 y KoHTelHHepi [ BunyuieHa KiJbKicTb (ynaxosox):] 69208
YMoBH 36epiranus: 36epiraTv B opuriHaJisHiil ynakoBLi npu TeMnoepartypi Huxk4ve +25°C
Mikpo6iosioriuaa uncroTa (Ph. Eur)**
BakTepii, KYO /r <=1000 o :
I'pubu, KYO/r <=100 :
Escherichia coli, B 1r BigcyTHhi )

** [loJlaTKOBI JOC/I[?KeHHA , K He IPOBOATHLCA NIPH 3BMYAHHOMY KOHTPOJI, He IPOBOAMINCA A/ L€l cepil.

JoparkoBa inpopManis:

PeecTpalifine mocBifdeHHsa B YKkpaiHi UA/0391/01/02
Jlinensia Ha BUpo6HHLTBO N° HU-M-OPHH
Ceptudirkat GMP Ne OGYEI/35307-3/2022

Haspa BHpoGHHKa Ta afpeca:
Onesna Xenckea Xaurepi K. By.1. Jlegai 5, Bepelneapxas, 2112, Yropiguta

JlaHuM 3acBiguylo, 10 HaBefileHa BHUle iHdopMalis € JocToBipHolo Ta ToyHolo. JaHa cepia 6yna BHpoGJeHa,
BKJIIOYAIOYM NMAKYBaHHsA/MapKyBaHHs Ta KOHTPOJb AKOCTI Ha BHIlle3asHaueHiil AlMbHULI y nmoBHil BignosigHoCTI 3
puMoraMu GMP, BcTaHOBJIGHHMMHM MICI[EBMM PETYJISITOPHHUM OpPraHoM, a TaKoX BiANoOBiAHO 10 cnenudikanin, mo
MICTATBCA V peecTpalifiHoMy Jocbe KpaiHM-iMmoprepa. [IpoTokosin BHPOGHHITBA, MaKyBaHHs: Ta aHalisiB ByIH
neperyistHyTi Ta BcTaHOBJIeHO BignoBignicTh GMP.

Jlana cepia 6ysa BuroTossieHa y BignosigHocTi go Bumor cGMP ta y BignosigHocTi A0 cnenudikauii Ao BiAnoBigHOTO
PeecTparjiitnoro noceiguenns. Leil cepTudikaT MicTHTb eleKTPOHHKH MinHMc 3 BanigosaHol cHcTemu LIMS,

PimmeHHA: JA03BOJIEHO
Jara: 21.02.2024 09:57
A-p Apopae Bitanei
[dr. Vitanyi Gyorgy]

YnoBHOBa)KeHa 0coba




Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz, 2112, Hungary

BATCH CERTIFICATE

Phone: +36 28 585 600 / Fax: +36 28 585 939
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within 30 min., not more than 2 units
are less than 60 %, and no tab is less
than 50 %.

GMID code : 297394 Item code VER 22032
Product name : NO-SPA (R) tablets 40 mg
#60 in dispensing container
Import. country : Ukraine
Lot number : HV012 Customer lot HV012
Date of manufacture: 25-JAN-2024 Expiry date DEC-2026
Strength : Drotaverine hydrochloride 40 mg
Dosage form : tablet Release gty (packs): 69208
Packaging type : #60 in container
Storage condition : Store below +25°C, store in the original package
Tests Specifications Results
CHARACTERS
- Appearance vYellow coloured, round convex tablets, Complies
with greenish or orange tint. On one
face of the tablets sign "spa" engraved.
IDENTIFICATION
- By HPLC Retention time of sample corresponds to Complies
retention time of reference
- BY UV spectrophotometry Absorption maxima at 241 +/-2 nm, Complies
302 +/- 2 nm, 353 +/- 2 nm.
RELATED SUBSTANCES (HPLC)
- Drotaveraldine <= 0.50 % 0.00 %
- Perparine <= 0.20 % 0.00 %
- Each other impurity <= 0.20 % <0.10 %
- Total impurities <= 1.0 % 0.0 %
ASSAY (HPLC)
- Drotaverine HCl 40.0 mg +/- 5 % (38.0 - 42.0 mg) 38.8 mg
DISSOLUTION, within 30 min (Ph.Eur)
Q=75 % (n=06)
- Bowl 1 >= 80 % 24 %
- Bowl 2 >= 80 % 97 %
- Bowl 3 >= 80 % 96 %
- Bowl 4 >= 80 % 94 %
- Bowl 5 >= 80 % 96 %
- Bowl 6 >= 80 % 94 %
- 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

rap_ceca_resultats v5
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BATCH CERTIFICATE <aanoOFi

Opella Healthcare Hungary Kft
Leval utca 5, Veresegyhaz, 2112, Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 297394 Item code : VER 22032
Product name : NO-SPA (R) tablets 40 mg

460 in dispensing container
Inport. country : Ukraine
Lot number : HVO01l2 Customer lot : HVO01l2
Date of manufacture: 25-JAN-2024 Expiry date : DEC-2026
Strength : Drotaverine hydrochloride 40 mg
Dosage form : tablet Release gty (packs): 69208
Packaging type : #60 in container ) '
Storage condition : Store below +25°C, store in thé original package
Tests Specifications Results
IPC TESTS*
- Tablet dimensions Diameter about 7 mm, height about 3.4 mm
- Average mass (Ph.Eur) 140 mg +/- 7.5 %
= Unifofmity of mass (Ph.Eur) ‘Complies

* T hereby certify that the batch processing records were reviewed to be in complience with requirements.

Microbiological quality (Ph.Eur)**

- Bacteria, CFU/g ; <= 1000
- Fungi, CFU/g ) <= 100
- Escherichia coli, 1 g Absent

**padditional tests are not performed for routine inspection, not conducted for this batch.

ADDITIONAL INFORMATION

- Registration Certificate No in Ukraine UA/0391/01/02
- Manufacturing Authorisation Number . HU-M-OPHH
- GMP Certificate No. OGYEI/35307-3/2022

Site name and address

Opella Healthcare Hungary Kft Levai utca 5, Veresegyhaz, 2112, Hungary

I hereby certify that the above information is authentic and accurate.This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned sites in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the

importing country. The batch processing,packaging and analysis records were reviewed to be in compliance with GMP.

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.

Page 2 / 3

rap_coa_resultats v5



BATCH CERTIFICATE

Opella Healthcare Hungary Kft
Levai utca 5, Veresegyhaz, 2112, Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
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GMID code

Product name

Import. country

Lot number

Date of manufacture:
Strength

Dosage form :
Packaging type
Storage condition

297394 Item code
NO-SPA (R) tablets 40 mg
#60 in dispensing container

Ukraine
HV01l2 Customer lot
25-JAN-2024 Expiry date

Drotaverine hydrochloride 40 mg

tablet Release gty (packs):

#60 in container
Store below +25°C, store in the original package

VER 22032

HVO012
DEC-2026

69208

L

{

Decision
Date

Qualified person

ACCEPTED
21-FEB-2024 09:57

dr. Vitanyi Gyorgy
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