AEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA I{OHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npos. Critnuunoi Hanii, 3, m.Kuig, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOV 37078774

BUCHOBOK
Npo sAKiCTHL BBE3EHOT0 B YKpaiHy JlikapchbKoro 3acody

16.08.2024 Ne 39898/24/10

HO-IIITA® ®OPTE

(HaliMeHyBaHHA JlikapckKOTO0 3aco0y 3TiHO 3 peecTpaliifiHHM TOCBiTUCHHAM)
Tabuerku 110 80 mr Ne 10: o 10 Taduerok y Guicrepi; mo 1 6aicrepy y kapTousiii kopooui

(bopma BHIIYCKY, JO3YBaHHS, BU aKyBaHHA JIiKapchKoTo 3acoby)
Howmep peectpauiiinoro nocsiguenns UA/8879/01/01 crpox aii peectpamiitroro mocizuenns 01.01.2099
Cepis mikaperkoro sacoby Ne HV026 Kinbkicts BBe3eHOTO Nikaperkoro 3acoby 102680

Bupobrmux Onenna Xenckea Xaurepi Kbr., Yropuna
(HaliMeHyBaHH: BHPOGHHKa JiKapchbKoro 3acoBy, KpaiHa MOXOUKEHH)

BreseHo B Vkpainy ToBapncreo 3 00Mexkenolo BinosinanenicTio "OIEJLIIA
XEJICKEA YKPATHA", igent. xox: 43726391

(naitMenyBanns Ta kox 3a €JIPTIOY 1opuauunoi ocobu abo npissuiie, iM'a, no 6aTbKoBi (izuunoi
ocob - mianpuemits, i Micie NPOKUBAHHA T PeeCTpauiliHuil HoMep 061iKOBOT KAPTKH IUTATHHKA
noJlaTKiB abo cepis Ta HOMep TacnopTa)

Iporokoa Bizyansnore kourposro six 16.08.2024 Ne 2356/5.

3a  pesyipTaraMH JIepKaBHOTO KOHTPOIK BCTAaHOBIGHO, W0 JIKapchkHil 3acib BBeseHo B VYkpainy 3

JOTPHUMAHHSAM BHMOT 3aKOHOJABCTBA 1100 3a0e3MeYeHHs AKOCT] TIKapChKHX 3ac00iB.

yXKPaA 5
Havanuiffix Siye N Bikrop CTEMKIBCbKHUH

= {manucy (ixiniany ta npissxie)

y ;Z

/e Fro
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[Tepeknag
Onesna Xenckea Xaurepi K.
ByJ. Jlesai 5, Bepemesabxas, 2112, Yropuiuna
TeJl. + 36 28 585 600/ pakc +36 28 585 939
GMID xona: 794433 I Koj npoaykry: | VER 794433
Hasea npenapary: HO-IIIA® ®OPTE, TaéneTku, Ne 10
Kpaina -iMmnoprep: Ykpaina
Cepis Ne: HV026 Knientcbka cepia Neo: HVO026
Jara BuroroBjeHHs: | 02.07.2024 TepMiH NpHAATHOCTI: 06.2027
Cuaa aii: JpoTaBepuny rigpoxnopun 80 Mr
Jozosauna dpopma: TabaeTku
THI naKyBaHHA: Ne 10 y [1BX-amominiesoMy 6rictepi | BunymieHa KinbKicTs (ynakosok): | 102680
YMoBH 36epiragus: 36epiraTi B opuriHaibHiH ynakoBli NpH TeMepaTypi Hikye +25°C
IMokasHUKH Bumoru cnenugikanii | PesynbTaTH .
XapaKTepHCTHKH OnykJi, npogoBryeati TabJeTIKH }KOBTOTO ﬁignqﬁmae_@r
30BHIMHIA BUTAAL : KOJILOPY i3 3eJleHyBaTHM abo NoMapaHYeBHM ' paoviLoa b
BIATIHKOM; 3 0/IHOT0 6OKY € MapKyBaHHSA
«NOSPA», 3 inmoro - niHig posnoainy.
IpenTngikanis
BEPX S | Yac yTpuMyBaHHA 3pa3Ka BiANoBigaE yacy Bignosigac
YTPUMYBaHHs CTAHAAPTY .
Y®-cnextpodoToMeTpin MakcuMymu abecopbuii 3a JOBKUHH XBHJ Bignosiaae
241+/-2 uM, 302+/-2 um, 353+ /-2 HM '
CynyTHi gomimiku (BEPX) '
JpoTasepaJjiiuH <=0,50 % ' 0,00 %
Mepnapun ‘ - <=0,20% 0,00%
[Hwi oxpemi gomilku ) <=0,20 % <10 %
JloMilox cyMapHo : <=1,0% : 0,0 %
KisibkicHe Busnauenns (BEPX) - 2T :
JlpoTaBepuHy FiApOXI0DUA 80,0 Mr +/-5 % (76,00 -84,0 M) 78,5 Mr
PozuuHeHHH, yepes 30 xB (Ph, Eur) : : o
Q=75%(n=6) ' S . '
[locyauHa 1 >=80 % 28 Y%
MocyauHa 2 >=80 % : - 96 %
Mocypuna 3 >=80 % 98 %
MocyauHa 4 >= 80 % 9% %
MocyguHa 5 >= 80 % 98 %
Mocyguua 6 >= 80 % . 97%
PiseHb 2 Cepenne 38a4eHHA i3 12 TabaeTok(S1+52) He 3acTOCORYETHCH
JopiBHIVE a6o Ginkwe Hix 75 % (Q), HeMae
Ao Hoi TaBneTku Merme 60 %(Q-15%) S S
Pigens 3 Cepepue zHavenHs i3 24 TabueTok’ He sacrocoBverhen
‘ ) (S1+S2+S3) mopisHioe a6o Ginbure Hix 75 %
(Q), He GinbLue 2 TabneTok MeHue 60 % (Q-
15%), Hemae ko iHO1 TabneTk MeHue 50 %
(Q-25%) ¥
Bunpo6yranus B nponeci BHpoGHULTBa* ;
Poamipu tabnetkn - ¢ - . JloBxHHa NpU6IKH3HOo 13 MM,
UWHPHHA MPHOAU3HO 6 MM,
BHCOTa NpUHJIH3HO 3,8 MM B
Cepénna maca (Ph. Eur) 280 Mr +/-5%
OpHopigHicTe Macu (Ph. Eur) Bignosinae

* [luM 3acBiuyI0, L0 MTPOTOKOJH BHPO6HHITEA cepil 6yJIH po3riaHyTi Ta 6yJi0 BCTaHOB/AEHO iX BiAMOBIAHICTL BUMOraM.
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llepexaapn

Cneana Xesnckea Xaurepi Kr.

ByJ1. JleBai 5, Bepemesbxas, 2112, Yropuiuna

Tes. + 36 28 585 600/ bakc +36 28 585 939

GMID kop: 794433 | Kox npoaykry: | VER 794433

Hasga npenapary: HO-IIMA® ®OPTE, Ta61eTkH, Ne 10

Kpaina -imnoprep: Ykpaina .

Cepia Ne: HV026 Kiientceka cepia Ne: HV026

Jara Buroropaenns: | 02.07.2024 TepmiH nIpUAaTHOCTI: 06.2027

Cuuia pii: JpoTaBepuuy rigpoxaopuy 80 Mr

Jo3oBaHa ¢popma: TabaeTKu

THO naKyBaHH:A: - Ne 10 y [1BX-antoMiHieBoMy 6uticTepi | Bunyuieka KijibKicTb (ynakoBok): | 102680

YMoBH 36epiraHH: 36epiraTH B opHriHaNbHIH YIIaKOBLi IPH TeMIlepaTypi Hibk4e +25°C

Mikpo6ionoriyaa ynucrora

(Ph. Eur)**
TAMC, KYO/r <= 1000 R A
TYMC, KYO/r 5. . nde , <=100 T TEAY
Escherichia coli, B 1r ‘ ' BigcyThi il '

**lojaTKoBI J0CTiPKeHHA , K] He IPOBOASTLCA IPH 3BUMAHHOMY KOHTPOJT, He TPOBOAUIHCA A4 L€l cepil.

Joparkora iHdopmanis:

PeecTpatiifine mocBifqeHHs B YkpaiHi . UA/8879/01/01
Jliuensis 1a Bupo6buuuTBo Ne _ HU-M-OPHH

_Ceprudirat GMP Ne - ' 0GYE1/35307-3/2022

Hasga BHpo6GHHUKa Ta ajgpeca:
OHEJIJ'IEI Xenckea Xaurepi ]{q)'r BYJL JIeBal 5, Bepeme,u,bxas, 2112, YropumHa

L[HM 51 3acBifYIO, 110 HaBe,qua BUIIe inpopMaliist € AocToBipHOW Ta TovHOMW. ko cepito mpoaykuii 6ys10 BHp06.1EHO,
BKJIIOYAI0YH naKyaamm/mapxyaaHHﬂ Ta KOMTPOJIL SIKOCTi Ha BHIe3asHaueHii AibHULI ¥ moBHiH BignoBigHOCTI 3
BUMoraMH GMP, BCTanoBleHHMH MiClleBHM PerynatopuumM OpraHoM, a Takox BifiNoBijHO Ao cneuudikauii, mo
MiCTHTBCSH y Pea’rpaumuomy Hocke kpainu-imnoprepa. [IpoTokosH BUPOGHHWIITRA, MaKyBaHHS Ta aHali3iB 6ynu
nepemﬂﬂyﬂ ‘Ta BCTAaHOBJIEHO BiAnosignicTs GMP,

1o cepito 6yno BHpo6aeHo y BignoBigHocTi fo BumMor cGMP Ta y BignosigHocti go cnegudikauii 4o BignosigHoro
Peectpauiiinoro Moceigyenus. e cepTHdIKaT MICTHTB eJIEeKTPOHHHH mignuc 3 BasifoBaHol cuctemu LIMS. .

PintenHs mogo cepii: JO3BOJAEHO

Jdara: 12.07.2024 13:04
' ' Joexrop Xaligyue le}l\aiin (,mp' 0
__[Hajduné dr.Szijarto Zsuzsanna |

YnoenoBaxkera ocoba:




BATCH CERTIFICATE

Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz,

2112, Hungary

sanofi

Phone: +36 28 585 500 / Fax: +36 28 585 939
GMID code 794433 Item code VER 794433
Product name NO-SPA (R) FORTE tablets#10
Import. country Ukraine
Lot number HV026 Customer lot HVO026
Date of manufacture: 02-JUL-2024 Expiry date JUN-2027
Strength Drotaverine hydrochloride 80 mg
Dosage form tablet Release gty (packs): 102680
Packaging type #10 in PVC-ALU blister i
Storage condition Store below 25°C, in the original package
l Tests Specifications Results
CHARACTERS
- Appearance Yellow coloured, oblong, convex tablets, Complies
with greenish or orange tint. On one
face of the tablets sign "NOSPA" , on
the other a breakline is engraved.
IDENTIFICATION
- HPLC Retention time of sample corresponds to Complies
retention time of reference.
- uv Absorption maxima at 241 +/- 2 nm, 302 Complies
+/- 2 nm, 353 +/- 2nm.
RELATED SUBSTANCES (HPLC)
- Drotaveraldine <=0.50 % 0.00 %
- Perparine <=0.20 % 0.00 %
- Each othef impurity <=0.20 % <0.10 %
- Total impurities <=1.0 % 0.0 &

rap_coa_resultats v5
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BATCH CERTIFICATE

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

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

sanofi

GMID code 794433 Item code VER 794433
Product name NO-SPA (R) FORTE tablets#10
Import. country Ukraine
Lot number HVO026 Customer lot HV026
Date of manufacture: 02-JUL-2024 Expiry date JUN-2027
Strength Drotaverine hydrochloride 80 mg
Dosage form tablet Release gty (packs): 102680
Packaging type #10 in PVC-ALU blister
Storage condition Store below 25°C, in the original package
Tests Specifications Results
ASSAY (HPLC)
- Drotaverine hydrochloride 80.0 mg+/- 5 % (76.0-84.0 mg) 78.5 mg
DISSOLUTION
within 30 min. Q=75 % (n=6)
- Bowl 1 >=80 % 98 %
- Bowl 2 >=80 % 96 %
- Bowl 3 >=80 % 98 %
- Bowl 4 >=80 % 99 %
- Bowl 5 >=80 % 98 %
- Bowl 6 >=80 % 97 %
- Stage 2 Average of 12 units (S1+52) is equal to NA
or greater than 75 % (Q), and no unit is
less than 60 % (Q-15 %).
- Stage 3 Average of 24 units (S1+S2+S3) is equal NA
to or greater than 75 % (Q), not more
than 2 units are less than 60 %
(0-15 %), and no is less than 50 %
(0=25"%) .
IPC TESTS*
- Tablet dimensions Lenght approx. 13 mm, width approx. 6 mm, thickness approx. 3.8 mm
- Average mass (Ph.Eur) 280 mg +/- 5 %
- Unifotmity off mass (Ph.Eur) Complies

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

MICROBIOLOGICAL QUALITY (Ph.Eur)*

- TBMC, CFU/qg <= 1000
- TYMC, CFU/g <= 100
- Escherichia coli, 1 g ‘Absent

* Additional tests are not performed for routine inspection

rap_coa_resultats v5
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BATCH CERTIFICATE < QRN OFi

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

'3

GMID code : 794433 Item code : VER 794433
Product name : NO-SPA (R) FORTE tablets#10

Import. country : Ukraine

Lot number : HV026 Customer lot : HV026

Date of manufacture: 02-JUL-2024 Expiry date : JUN-2027
Strength : Drotaverine hydrochloride 80 mg

Dosage form : tablet Release gty (packs): 102680
Packaging type : #10 in PVC-ALU blister: ) 7

Storage condition : Store below 25°C, in the original packagé

Tests Specifications Results

ADDITIONAL INFORMATION

- Registration Certificate No in Ukraine UA/8879/01/01
- Manufacturing Authorisation Number HU-M-OPHH

- GMP Certificate No. OGYEI/35307-3/2022

Site name and address

Opella Healthcare Hungary Kft Levai Utca 5, Veresegyh&z, 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. :

Decision : ACCEPTED
Date : 12-JUL-2024 13:04
Qualified person - Hajduné dr.Szijértd Zsuzsanna
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