JNEPKABHA CJOYXKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHLKIN OBJIACTI

nipos. CiTnuanoi Haxii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
npo AKicTH BBe3eHOro B YKpainy jikapchKoro 3acoby

13.05.2024 Ne 22740/24/10

HO-HIITA®

(HafiMeHyBaHHS JlikapchKoro 3acofy 3rinHo 3 peecTpaiinuM TOCBiTYEHHAM)
TaGuericn 110 40 Mr Ne 100: o 100 Ta6aerox y dpnakoni; mo 1 dpuraKony B KapTonHiii kopobui 3
HaKJei K010 Ha KOpoOui s KOHTPOJIIO NepIIoro BiKpUTTH

(hopma BUMYCKY, IO3YBAHHS, BAJ NAKYBanHs Jikapchkoro 3acoby)
Howmep peecrpauiiinoro nocsigaenns UA/0391/01/02 crpox aif peectpauifinoro nocsigdesns 01.01.2099
Cepis nikapeskoro 3acoby Ne HV035 KinbKicTs BBE3eHOTO Jikapchkoro 3acoby 41060

BrpoGHHK Omnenna Xenckea Xanrepi Kot., YropuwHa

(HaltMeHyBaHHS BUpOGHHKa JlikapceKoTo 3ac00y, kpaiHa FOXOZKEHHSA)

Baeseno B Yipainy ToBapucTBo 3 0GMENKEHOI0 BIXIOBIAANLHICTIO "OIEJUIA
XEJICKEA YKPAIHA", inenr. xon: 43726391

(waitmenyBanns Ta xof 3a €IPTIOY topunnyHoi ocobu abo npissue, iM'#, 110 6aThkoBi QizHuHOT
0cO6H - iATpHEMIL, §i Micue NPOXUBaHHA Ta peccTpauliiinuil Homep 061IKOBOT KAPTKH MIATHHKA
roaaTkiB abo cepisa Ta HoMep NacropTa)

IpoTokon Bizyansuoro kontposo eix 08.05.2024 Ne 1268/1.

3a pesynbTaTaMM JepiKaBHOTO KOHTPONIO BCTAHOBNEHO, (O  NiKapChKUH 3aci6 BBe3eHo B YKpaiHy 3

AOTPHUMAHHSAM BUMOT 32KOHOAABCTRA LWIOJO 3a6esneueHHs AKOCT] JIiKAPCHKUX 3acoDiB.
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BATCH CERTIFICATE <A nNoOFi

Opella Healthcare Hungary Kft

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

GMID code : 237309 Item code : VER 15652
Product name : NO-SPA (R) 40 mg tablets #100 in vial

Import. country : Ukraine

Lot number : HVO035 Customer lot : HV035
Date of manufacture: 01-MAR-2024 Expiry date : FEB-2027
Strength : Drotaverine hydrochloride 40 mg

Dosage form : tablet Release qty (packs): 41060
Packaging type : #100 in wvial

Storage condition : Store below +25°C, store in the original package

Tests Specifications Results
CHARACTERS

- Appearance Yellow 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) 39.5 mg

DISSOLUTION, within 30 min (Ph.Eur)
Q=75 % (n=6)

- Bowl 1 >= 80 % 97 %
~ Bowl 2 >= 80 % 97 %
- Bowl 3 >= 80 % 97 %
- Bowl 4 >= 80 % 95 %
- Bowl 5 >= B0 % 96 %
- Bowl 6 >= 80 % 96 %
- 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

within 30 min., not more than 2 units
are less than 60 %, and no tab is less
than 50 %.
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BATCH CERTIFICATE <QQnNOFi

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

S

GMID code : 237309 Item code : VER_ 15652
Product name : NO-SPA (R) 40 mg tablets #100 in vial

Import. country : Ukraine

Lot number : HV035 Customer lot : HVO035
Date of manufacture: 01-MAR-2024 Expiry date : FEB~2027
Strength : Drotaverine hydrochloride 40 mg

Dosage form : tablet Release gty (packs): 41060
Packaging type : #100 in vial

Storage condition : Store below +25°C, store in the 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 %

~ Uniformity of mass (Ph.Eur) Complies

* 1 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

**ndditional 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.
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BATCH CERTIFICATE <QaQnNOFi

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

GMID code : 237309 Item code : VER_15652
Product name : NO-SPA (R) 40 mg tablets #100 in vial

Import. country : Ukraine

Lot number : HV035 Customer lot : HV035
Date of manufacture: 01-MAR-2024 Expiry date : FEB-~2027
Strength : Drotaverine hydrochloride 40 mg

Dosage form : tablet Release qty (packs): 41060
Packaging type : #100 in vial

Storage condition : Store below +25°C, store in the original package

|

gDECLSlon : ACCEPTED

iDa : 5-APR~2024 14:09

zQuallfled person dr. Vitanyi Gybrgy
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CEPTU®IKAT CEPII
llepexnaz
Onesnna Xenckea XaHrepi K¢,
By.J1. Jlesai 5, Bepewesbxas, 2112, Yropmuna
Tea, + 36 28 585 600/ pakc +36 28 585 939
GMID kop: 237309 I Kog npoaykry: l VER_15652
Ha3ga npenapary: HO-UINMA®, Ta6serku o 40 mr, Ne 100 y dsrakoni
KpaiHa -imnoprep: YxpaiHa
Cepisn Ne: HV035 KnieHTcbKa cepis No: HVO035
Jarta BurotoBsenns: | 01.03.2024 TepMiH IpUAATHOCTI: 02.2027
Cuna aii: JpoTaBepuHy rigpoxaopug 40 mr
Josorana popma: TabseTku
Tun naKyBaHHA: Ne 100 y dsakoHi [ BunymeHna KiJibKicTb (ynaKOBOK):I 41060
YMoBHM 36epiranus: 36epiraT B opuriHa/ibHiH ynakoBLi npy TemnepaTtypi Huxkye +25°C
\ [lokasHUKH ‘ Bumoru cnenudikanii i PesysbsTaT
XapakTepucTUKN Kpyrai, onyk/i TabJIeTKH »KOBTOr0 KOJIbOPY Bixnosinae
30oBHIlWIKIA BUraag i3 3es1eHyBaTHM 260 NOMapaHYeBUM
BIATIHKOM; 3 TpaBipyBaHHAM «Spa» Ha OAHIH
CTOPOHI.
InenTudikanis
BEPX Yac yTpuMyBaHHA 3pasKa BiAnoeigae yacy Bianorinae
YTPUMYBaHHS CTAHAAPTY
Y®-cnekTpodoTomeTpis MakcuMyMu ab6cop6uii 3a AOBKHHH XBWII Bianosigae
241+/-2 HM, 302+ /-2 HM, 353+ /-2 HM
CynyTthi somimku (BEPX)
JpoTasepajanH <=0,50 % 0,00 %
[lepnapuu <=0,20 % 0,00 %
IHWi okpemi foMilKH <= (0,20 % <0,10 %
JoMilmok cymapHo <=1,0% 0,0 %
KisbkicHe Bu3HaueHus (BEPX)
ApoTaBepuHy ripoxJopua 40,0 mr +/- 5094 (38,0 - 42,0 mr) 39,5 mr
Po3zuuHenns, vepes 30 x8 (Ph. Eur)
Q=75%(n=6)
Mocyauna 1 >= 80 % 97 %
TocyanHa 2 >= 80 % 97 %
Tocyauna 3 >= 80 % 97 O
locypnHa 4 >= 80 % 95 O
Mocyauna 5 >= 80 % 96 %
[locyauna 6 >= 80 % 96 %
PieHb 2 CepesHe 3HaveHHs i3 12 Tab/IeTOK He MeHHIe He sacTocoByeThes
75 % 4epes 30 xB, HeMae xxo0/Hoi TabJeTKH
MmeHule 60 %
PiBeHb 3 Cepe/siHe 3HaueHHd i3 24 TableTOK He MeH1lle He 3acTOCOBYEThCA
75 % 4epe3 30 xB, He Hijblie 2 TabIETOK
MeHue 60 %, HeMae KOAHOT TabIeTKH
. omenweS0%
BunpoGyBaHHA B Ipoueci BHpoGHUNTBA*
Posmipu TabsieTkn JliameTp npu6aH3HO 7 MM, BUCOTA
npu6JK3Ho 3,4 MM
Cepeans maca (Ph, Eur) 140 Mr+/-7,5%
Opnopianicts macu (Ph. Eur) Bignosinae

* [[MM 3acBiguYIO, 1O IPOTOKOJIH BUPO6HUITBA cepii 6y/iH po3raHyTi Ta 6yJ0 BCTAHOBJIEHO iX BIATIOBIAHICTE BUMOraM,

'Mikpo6ionori‘ma YHCTOTa
(Ph. Eur)**




sanofi

CEPTU®IKAT CEPII
[lepekaafg

Onenna Xesckea Xaurepi K.
By JleBai 5, Bepemeabxas, 2112, Yropmwuna
Ten + 36 28 585 600/ daxc +36 28 585 939
GMID Koz: 237309 | Kog npoaykry: | VER_15652
Hasea npenaparty: HO-UIMNA®, Ta6aetku 1o 40 mr, Ne 100 y dpiakoHi
Kpaina -imnopTrep: YkpaiHa
Cepis Ne: HV035 KnieHTcbhKa cepis Ne: HV035
Jarta puroroBaennsa: | 01.03.2024 TepMiH IpUAATHOCTI: 022027

Cuna aii:

JpoTtasepuHy rijpoxaopuj 40 mr

JozoBaHa ¢popma:

TabneTku

Tun nakyBaHHA:

N2 100 y aiakoHi

| Bunymena kiabKicTb (ymakoBok): 41060

YMoBH 36epiraHHs:

36epiraTy B OpHriHaibHil ynakoBlj MpH TeMmepaTypi Hibkye +25°C

_ Bakrepiil, KYO/r <=1000 b
TpUGH, KY O T <= 100
Escherichia coli, B 1r BigcyThi

** [lolaTKOBI AOC/IIXKeHHS , AKi He TPOBOASAThLCS MPH 3BU4aiiHOMY KOHTPO.Ii, He IPOBOANIHCA A4 uiei cepil.

JdopaarkoBa ingopmanis:

Peectpauiiine nocsifgueHHa B Yxpaii

UA/0391/01/02

JlineHsia Ha BUPOGHUUTBO N

HU-M-OPHH

Ceprudixat GMP Ne

OGYEI/35307-3/2022

Haszpa BUpoGHUKa Ta ajpeca:
Onenna Xenckea Xaurepi KoT. By Jlesai 5, Bepewesbxas, 2112, Yropiuuua

lluM 5 3acBiguy0, W0 HaBeeHa BUlle iHdopMauis € JocToBipHoto Ta TouHoo. Lo cepiro npoayxuii 6yso Bupobaero,
BKJIIOYAIOYM NaKyBaHHsA/MapKyBaHHS Ta KOHTPOJb SKOCTI Ha BMIe3asHadyeHil AiAbHULI y MoBHIN BignosigHocTi 3
BUMoraMu GMP, BcTaHOBJAeHUMM MicluieBUM PeryasaTopHum OpraHoM, a TakoX BiAmoBigHo go cneumdiranii, uo
MicTaTbcsl y PeectpauiitnoMy Jocke kpaiHu-iMnoprepa. TIpoTOKo/NM BMPOGHMUTBA, MaKyBaHHA Ta aHanisis 6yu

neperJisiHyTi Ta BCTaHOBJEHO BiAgnosignicTs GMP,

Ilto cepito 6yJio BUpo6seHO y BignoBigHOCTI Ao BUMOr cGMP Ta y BignosigHoCTI Ko cnenundikauiit fo BignosigHoro
Peecrpauiitnoro MocBigdeHns. Leit cepTudikaT MicTHTD eJleKTpOHHHIR mifnuc 3 BaaigoBarol cucTeMH LIMS.

PimteHHs wozno cepii:

JO3BOJIEHO

Jara:

05.04.2024 14:09

YnoBHOBa)eHa ocoda:

J-p Bitausi Juopas
[dr. Vitanyi Gyérgy]




