JIEPJ)KABHA CJIYVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIM OBJACTI

npos. Ceitanynof Hanii, 3, m.Kuis, 02099, Teh/(bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK |
Npo AIKiCTh BBE3EHOT0 B YKpaiHy JiKapceKOro 3acoly

29.02.2024 Ne 7545/24/10

HO-IINNA® ®OPTE
(ualiMeHyBaHHS JlikapcbKkoro 3ac00Y 3riHO 3 peecTpaLiiHIM MOCBIAUEHHAM)
raGreriu 1o 80 mr Ne 24: no 24 TaGueTku y Gaicrepi; 0o 1 6aicTepy y KapTOHHii Kopo6ui
(dpopma sumycKy, JO3yBaHHS, BUI NAKy BaHHs nixapcskoro 3acoby)

Homep peecTpalifHoro nocsifueHtsl UA/8879/01/01 crpok aii peectpauiHoro nocsia4enHs 01.01.2099
Cepis nikapcskoro acoby Ne AR43HP KinskicTs BBeseHoro ikapebkoro 3acody 108000

BupoGHuK Onenna Xenckea [Tonaaza Ci. 3 0.0, Tonba
(HaliMeHyBaHHA BUPOOHUKA nikapcskoro 3aco0y, kpaiHa TMOXODKEHHS)

Boesero 8 Ykpaiy ToBapucTBO 3 0GMEKEHOI0 pianosigaaeaictio "OIEJLUIA
XEJCKEA YKPATHA", inenr. xon: 43726391

(naliMeHyBaHHS Ta KOZ 32 €IPTIOY 1opunuynoi 0coGu a6o mpi3BHUILE, iM'A, TTO 6arpkoBi diznuHOl
0c0o6H - miampuemLy, i MicUe MPOKUBAHHS Ta peecrpauiiinuit HoMep 06s1iK0BOT KApTKH TIATHHKA
niopatkie abo cepist Ta HOMEP I1acrnopTa)

TIpoToKoN Bi3yaNbHOT0 KOHTPOJIIO Bill 29.02.2024 Ne 0232/5.

3a pesynbTaTaMH  [AEpKaBHOrO. KOHTPOMO BCTAHOBIIEHO, IO Jixapcbkui 3aci6 BBE3EHO B Vkpainy 3
zm’rpnma HHSIM BHMOT 3aKOHOZABCTBA LLOKO 3a0€3MeueHHs axocti nikapcbknx 3acobis.

/é @,j/ Bixrop CTEDKIBCHKMH
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Opella Healthcare Poland Sp.z 0.0.,
52 Lubelska Str., 35-233 Rzeszow, Poland

CERTIFICATION STATEMENT

With the product license
Manufacturing license No 167/0190/15

Product: NO-SPA® FORTE
Tablets 80 mg
Ne 24: 24 tablets in a blister; 1 blister in a carton box
Active ingredients: Drotaverine hydrochloride
{Marketing authorization No UA/8879/01/01)

GMID code: 669127
Batch number: AR43HP
Manufacturing date: 11.01.2024
Expiry date: 12.2026
Destination: UKRAINE

“I hereby certify that the stated information is authentic and accurate. This batch of product has been
mariufactured, including packaging/labelling and quality control at the above-mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation
of the registration dossier of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMmP."

The number of units which were passed as satisfactory were: 147080 Unit boxes

Prepared by: Signed by (Qualified Person):
(Date & Signature) (Date & Signature)

Electronically signed by: HUBERT
Piek

Electronically signed by: RAFAL
Reagosn: Crsation of statement &4 FA [ PA L C Z A /( P:fcr%‘ka it

2 : Reason: Authorisation
Cafesnia3 2024 IS QWP Dale: Jan 23, 2024 14:57 GMT+1

Opella Heallncare Poland $p.z 0.0, 2 zakladeni produkeyjnytm w Rzeszowie wl. Lubelska 52, 35-233 Rzeszow, Polska
Tel. +48 17 850 25 00



Opella Healthcare Poland Sp. z 0.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw;
Tel. +48 17 850 25 00

authorisation Numbet: 167/0190/15
EudraGMDP Reference Number: 149094

Poland

Certificate of Analysis /

Batch Certificate

sanofi

Product Name: NO-SPA FORTE

Batch No.: AR43HP
GMID Code: 669127
Dosage Form: Tablets

Packaging:
Storage:

Marketing Auth. No.: UA/8879/01/01

%,
A S S

24x Tablets in blisters
Below 25°C, In the original package

Strength:

Country:
Manufacturing Date:
Expiry Date:

80MG
Ukraine
11/01/2024
DEC-2026

- length of tablet
- thickness; of tablet
- width of tablet

Average mass

Uniformity of mass

Identification of diotaverine.HCI:
- by HPLC

= by UV

Related substances by HPLC:
- Drotaveraldine

- Perparine

- Each other impurity

- Total

Assay of drotaverine HCI:
- by HPLC

approx
;appgox;~"k

‘ZBOng1+/

‘notlmoreiﬁhénldgzokﬂf

76.0 - 84.0 [mg/tbll - -

approx.:’

retention time of sample corresponds to

"fﬂ:éferéﬁceg

Gasie

,Q;zoff%i”.'

99,9 mg/tbl.

TESTS ~ SPECIFICATIONS :
Appearance

Colour

Dimensions:

rap_coa_:eaul tats vé

Page
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. 2 0.0
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszbéw, Poland
Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 149094

sanofi

Product Name: NO-SPA FORTE

Batch No.:! | ARA3HP Strength:

GMID Code: 669127 Country:

Dosage Form: Tablets Manufacturing Date:
Packaging: 24x Tablets in blisters Expiry Date:

Storage: Below 25°C, In the original package
Marketing Auth. No.: UA/8879/01/01 AP o

80MG
Ukraine
11/01/2024
DEC-2026

TESTS

" SPECIFICATIONS |
Dissolution in 30 min (Q=75%) by UV: At
- minimum value of the 6 units not:less:

- minimum value of the 12 units not less.

- average value of the 12 units .notileSS".'

= minimum value of the 24 units ﬁQt ¥

- average value of the 24 units not

- number of units below Q - 15 ‘not
Microbiological purity

(The.test is performed periodicaily
at release)

Microbial enumeration test:

- TAMC

- TYMC

Specified microorganisms:

- Escherichia coli

‘not applicable

-not applicable
“hot applicable

not- applicable
not applicable

not applicable

not applicable

not applicable

of the destination country/countries

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out
full compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (8)

in

rap_coa_resultats vd

Page
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Opella Healthcare Poland Sp. z 0.0.

0ddzial w Rzeszowie
ul. Lubelska 52, 35-233 Rzeszdw, Poland

Tel. +48 17 850 25 00

Authorisation Number: 167/01907/15
EudraGMDP Reference Number: 149094

Certificate of Analysis /

Batch Certificate

w

canofi

2

Product Name: NO-SPA FORTE

Batch No.: AR43HP
GMID Code: 669127
Tablets

Dosage Form:
Packaging:

Storage: Below 25°C, In
Marketing Auth. No.: UA/8879/01/01

24x Tablets in blisters

Strength:

Country:

Manufacturing Date:

Expiry Date:

the original package

v

80MG
Ukraine
11/01/2024
DEC-2026

o

* Qualified Person Decision

Status. of Decision:

Date of Decision (UTC+1):

Qualified Person:

Released

23-JAN-2024 14:31:32.00

R. Palczak

This Certi

ficate of Analysis has been electronically signed from a validated LIMS

rap_coa_resultats v

Page 3/ 3




Onenna Xenckea INonang Cr. 3 0.0.
By, Jlwbennscbka 52, 35-233 Wewys, losbia

3AfIBA ITPO CEPTU®IKALIIO
3 JIilleH3i€ Ha MPOAYKT A0
niinensii Ha Bupo6HuTBO Ne 167/0190/15

Jlikapcbkui 3aci6: HO-1IMA® ®OPTE
TabseTkH o 80 mr,
Ne 24: 24 Ta6neTku y 6icrepi; 1 6aticTep y KapTOHHIMA Kopo6Li
Jliroua peyoBrHa: JpoTaBepuHy riipoX/I0pHA
(PeecTpauiiite nocpigueHHs N UA/8879/01/01)

Koz GMID: 669127

Homep cepii: AR43HP
Jata BUpOGHHUITBA: 11.01.2024
TepwmiH NpHAaTHOCTI: 12.2026
KpaiHa npusHayeHHs: YKPATHA

«Ljum 3amsepdicyio, wo HagedeHa iHPopmayis € docmosipHoto ma mo4How. Ljio cepito npodykyii 6ya0
6U20MOBAEHO, KJAHYHO NAKYBAHHA/MAPKYEAHHS MA KOHMPOb AKOCMI, HA guujesasHaueHill eupoGruuiil dinsiyi
(-51x) y nogHiil gidnosidHocmi eumozam GMP, sumozam 3ameepdiceHuUM N0KAALHUM Pe2yAIMOPHUM Op2aH o,
makoc y 8idnogidnocmi do cneyudpikayiii do PeecmpayiliHo20 nocei0ueHH s, Wo MICMAMbCs € peecmpayiiiHomy
docwe Kpainu-imnopmepa. [lpomokoau gupo6HUYmMed, NaKyeaHHsa ma docaidaceHHs: 6yau nepeaasHymi ma

gidnosidaroms gumozam GMP.» ‘

KiJIbKiCTh OMHUIb, SIKI YCITILIHO NPO ALK sunpo6ysanHs: 147080 ynakosxu -

[ligroTysas: Mignucas (YnoBHOBaXeHa 0c06a):
(laTa Ta [Tignuc) {JlaTta Ta lignuc) '

[lionucaHo eneKmpoHHO: - IlidnucaHo eseKkmpOoHHO:

T'YBEPT [T'ekow " PAQAJ NTAJIBXKAK

Mpuuuna: CmeopeHHA 3a48U MpuuuHa: 3ameepdiceHHs

Jlama: 23.01.2024 11:37 GMT +1 Jlama: 23.01.2024 14:57 GMT +1

(Ha odinifiromy 61aHKY nignpremcTsa)




CEPTHU®IKAT AHAJIA3Y / CEPTH®IKAT CEPII

Onenna Xesckea [Monany Cit. 3 0.0
Bupo6Huya AibHMLA B MicTi 2Kellys

By Jo6enscbka 52, 35-233 XKeuys, [Monbwa

Ten. +4817 85025 00

Homep Bupo6HI4OI AIIBHALL: 167/0190/15
Homep mocunanus EudraGMDP: 149094

TMepexnan

Hazga npoAyKTY:

HO-IIMA ®0OPTE

Homep cepii: AR43HP Cwa zii: 80 mr

GMID kox: 669127 KpaiHa: YkpaiHa
JlozoBaHa dopma: TabseTKH JlaTa BUTOTOBJIEHHS: 11.01.2024
YnakoBKa: 24 TabsieTku y aicTepi fhats SaKINHUEHHA TEPMIEY | 122026

MPUAATHOCTL
YMoBU 30epiradHs: 3GepiraTv B OpHriHabHiA ynaKOBm npu TeMHepaTvpl Hmxye +25°C.
Howmep PIT: - .| UA/8879/01/01 .
TECTH CHEI_lI/l(bIKAIJ,II | PEBYJIBTATPI
3oBHimHIHA BUrASA OmnyxJ, NpOAOBryBaTi TaGIeTKH. 3 op,mcx CTOpPOHH
’ . HasiBHe rpaBipyBaxHs «NOSPA», Ha inii - Bignosinae
o po3noAiibya JiHis
Koanip YKOBTHIA i3 3e/1eHyBAaTHM a60 OpaHXEeBUM BIATIHKOM Bignosifae
MapaMeTpH:
JoBxuHa TabJETOK 6au3sbKo 13 MM (12.8 - 13.2 Mm) 13,0 MM
BucoTa Tab/leTOK 6au3bk0 3,8 (3,4-4,2 MM) 3,7 MM
[upuHa TabneTox 6au3bko 6 MM (5.8 - 6.2 MM) 6,0 MM
CepeaHs Maca 280 Mr +/- 5 % {266.0 - 294.0 mr) 278,0 Mr
OHOPIAHICTD MacH .{BifnoBigae Bianosigae
1aenrudikanis Apo*raseprmy rmpoxnopuny: !
— MeTogoM BEPX , 4ac yTpHMyBaHH#A 3pa3Ka Bip,nosip,ae yacy .*BiAHOBiAaG
_ yTpumyBaH}m CTaHAAPTY . R

—  MeTooM ch T MaKcHMyMH TOTJIMHHANHSA OPY AOBXKUHI XBHJII 241+ .

) i 12 1M, 30}IIZ+/ 2 HM Ta 353+/p2 HM / -Biznosilae
Crnopigseni ﬂ,ommxﬂ MeTo0M BEPX
= JlpoTaBepaiiin ‘He 6inbu1e‘0,50 [%] <0,05 %
= [lepnapin He 6inbue 0,20 [90] . <0,05 %
— . OpuHnuHi HeigeHTHiKOBAHI AOMIIKY . ~ | HE Ginpwe 0,20.[%] - 0,09 %

|- Ycworo |

ne Bispwe 1,0 (%]

0,2 %

KinbkicHe BU3HAYEeHHA Apo*raBeptu rigpoxiopugy:

-metopom BEPX

176.0 - 84.0 [Mr/'ra6neT1<y]

79,9 Mr/TabaeTky

Po3unHenHs 3a 30 XBUIMH (Q 75 %) meToAOM YP:!

—  MidiMaJibHe 3HaueHHsA 6 OJMHHIb -

- ne menue 80 [%]

98 %

— miniMasibHe 3HaYeHHsA 12 OAHHHLb

ne-MeHue 60 [%]

He 3acT0COBHO

— cepejHE 3HAYEHHA 12 OAUHHULb

e menme 75 [%]

He 3aCTOCOBHO

— MiHiManbHe 3Ha4eHHA 24 OAMHHUID

ne menme 50 [%]

- He 3acTOCOBHO |

— CepeHE 3HAYEHHA 24 OIMHUL

ue menme 75 [%]

He 31CTOCOBHO

—  KINBKICTb o,cmnnub HIKYE Q— 15 )

He Gisbe 2

‘He 3aCTOCOBHO

Mmp061onorlqﬂa qicTOTA

i/ 4ac BAIYCKY)

(Bunpo6yBaHHst MPOBOAMTECA neplo,u.uqﬂo

BusHaueHHA KIIbKOCTI MiKpoopraHisMis:
- TAMC ‘ o

He 3acT0COBHO

~ TYMC

He 3acTOCOBHO

Cneundiuni MixpoopraHismu:

He 3acTOCOBHO

— Escherichia coli




[Tepexknan,

CEPTU®IKAT AHAJIA3Y / CEPTU®IKAT CEPII

Oreijia Xesckea Tlonaug Cii. 3 0.0.

Bupo6Huua AIbHULA B MicTi Xeuiys
By.1. Jllo6enbcbka 52, 35-233 Mewys, [Tosbima

Ten +4817 8502500

HoMep BHPOBHHUOT AlbHUIL: 167/0190/15
Homép nocuianus EudraGMDP: 149094

HasBa IpOAYKTY:

HO-IIIIA ¢OPTE

Homep cepii: AR43HP Custa Aii: 80 mr

GMID xox: 669127 Kpaina: .YKpaina

JlosoBaHa dopma: TabneTKH JaTta BUroTOBJIEHHS! 11.01.2024

YnakoBKa: 24 TabneTkH y 6aicTepi Aata saKiH4eHH:A TEPMIHY | 45 2026
IPUJaTHOCTI:

YMoBH 36epiraHHs:

Howmep PII:

36epiraTu B OpUTiHaNbHIN ynaKoBLJ MpH TeMrepaTypi HrKue +25°C

-JA/8879/01/01 .

TECTH

CIIELIPIKALLIT

| PE3YJIbTATH

L{1M 5 NiATBEPKYIO, WO BCi eTank BHpOGHMITBA i€l cepii roToBOT
3 puMoramu GMP €C Ta BUMOraMH peecTpaliHHoro NoCBiA

0 IPOAYKTY GyJIX IPOBEAEH]i y noBHi# BiAnOBiAHOCTI
venna (-b) kpainu/KpaiH HpusHAYEHHA,

PilueHHs YIIOBHOBAXKEHOI 0COGH

CTaTyc BUCHOBKY:

BunyuieHo

JlaTa sucHoBKy (UTC+1):

23.01.2024 14:31:32.00

YroBHOBAXKEHa 0coba:

P. Hanpiax

Jauuit Cep'rnd)ixa"r Ananisy 6yB NiZNHCcaHKH eJIeKTPOHHO Y pastigoBaniit cucremi LIMS.




JNTEP)KABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

mpoB. Ceitnuanoi Haxii, 3, m.Kuis, 02099, ten/dbakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
NPO SAKICTh BBE3CHOI0 B YKPAiHY JIKAPCHKOI0 3ac00y

09.10.2024 Ne 50564/24/10

HO-IIITA® ®OPTE

(HaiiMeHyBaHHS JIIKapChKOTO 3ac00Y 3TTHO 3 PeeCTpaIlitHiM MOCBITUCHHSIM)
TabaeTkn no 80 mr Ne 24: no 24 Tabaerku y 6aictepi; mo 1 6aicTepy y KapToHHiH KopoOui

(thopma BHITYCKY, I03YBaHHSI, BHJI IIAKYBaHHS JIKapCHKOTO 3aC00Y)
Howmep peectpauiiinoro nocsimaeans UA/8879/01/01 crpox aii peectpauiitnoro nocsimaenns 01.01.2099
Cepisa nmixapcokoro 3acoby Ne AR44GY KinekicTs BBE3eHOTO nikapcrkoro 3acody 90720

Bupo6Hux Onenna Xenckea ITonang Cr. 3 0.0., [Toabma
(HaliMeHyBaHHSI BUPOOHHMKA JIIKAPCHKOTO 3aC00Y, KpaiHa OXO/DKCHHS)

Baeseno B Yipainy TosapucTso 3 odmexenow sixnosinansnicrio "OMEJUIA
XEJICKEA YKPAIHA", inenr. xon: 43726391

(naitmenyBanHs Ta ko/1 32 €J/IPTIOY ropuimanoi ocodu abo Hpi3BHUIIE, IM'S, 0 6aThKOBI (Pi3MIHOL
0COOM - IIIPHEMITS, 1 MiCIle IIPOXKUBAHHS T PEECTpaIiifHuil HoMep O0IKOBOT KapTKH IUIaTHHKA
HOJIATKiB a00 cepis Ta HoMep MacIopTa)

Iporoxou Bisyansnoro xonrpomo Bin 08.10.2024 Ne 3010/6.

3a pe3ympTaTaMH JACPXKABHOTO KOHTPOJK BCTAHOBIICHO, IO JIKAPCBKHMA 3aci0 BBe3¢HO B YKpaiHy 3

JOTPHMAHHSAM BUMOT 3aKOHOJABCTBA MIOAO 3a0€3MCICHHS AKOCTI JTIKapCHKHUX 3aC00iB.

//g @J/ Biktop CTE®KIBCHKMIA

HTPO:110) (nmnnc)’ (iHinianu Ta npissuuie)

a opw aep: @,ngro
OKY ME’WB 3

k:
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Onenna Xenckea Ilonang Ci. 3 o.0.
ByJL. JIto6enbcbka 52, 35-233 XKemys, [losbina

3AABA IIPO CEPTU®IKALIIO

3 JIiLleH31€10 Ha NPOAYKT A0
Jlinensii Ha BUpo6HuuTBO N2 167/0190/15

Jlikapcbkuii 3aci6: HO-LIIA® ®OPTE
TabJsieTKH o 80 Mmr,
Ne 24: 24 TabneTku y 64icTepi; 1 6J1icTep y KapTOHHiH KOpoO6ILi
Jlitoya peyoBUHa: /IpoTaBepUHY Ti/IpOXJI0PUJ
(Peectpariiiine nocigyenua Ne UA/8879/01/01)

Kopn GMID: 669127
Howmep cepii: AR44GY
JlaTa BUpOoGHUIITBA: 28.08.2024
TepMiH IpUAATHOCTI: 07.2027
Kpaina nnpusnayeHHs: YKPAIHA

«L{um 3aceiduyro, ujo HagedeHa guuje iHopMayisa € docmosipHo ma movHow. /laHa cepia 6yaa supobaeHa,
8K/MI0YHO 3 NAKYBAHHAM/MAPKYBAHHAM, NPOBEIEHHIM KOHMPOI0 AKOCMI, Ha 3a3HaveHil suuje dinbHUYyi
nosHicmio 8idnogidHo do npasun GMP, micyesux pezyasmopHux opzaHis, cneyudbikayiii do Peecmpayitinozo
noceiduenHs1 peecmpayitinozo dockbe KpaiHu-imnopmepa. [I[pomokoau supo6HUYmMea, nakyeaHHs ma aHANi3ie
6yau nepezasiHymi ma ecmaHo8.1eHo gidnogidHicms GMP».

KisibKicTh OAMHUIB, SKi YCITIIITHO NPOUIIIN BUTPOOYBaHHS: 146 821 ynaKOBKH

[ligroryBas: BUCHOLC [lignucas (YnoBHOBaXkeHa 0co6a):

(AaTa Ta Ilignuc) (AaTa Ta Ilignuc)

IlidnucaHo enekmpoHHoO: IlidnucaHo eneKMpoHHO:

AJIICIA BYXO0JIL [ALICJA BUCHOLC] MOHIKA MHUCJ/IMBELIb [MONIKA MYSLIWIEC]
Ilpuyuna: OK Ilpuvuna: 3ameepdiceHHs

Jlama: 06.09.2024 09:18 GMT +2 Jama: 06.09.2024 10:23 GMT +2

/ JOKY MEHTIB X

’

(Ha odiniitHoMy 6/1aHKy NiIIIPUEMCTBA)



CEPTU®IKAT AHAJII3Y / CEPTU®IKAT CEPII

Omnesnna Xenckea Ilonang Ci. 3 o.0.
Bupo6Huya finbHULA B MicTi XKelyB

ByJ1. JIlobenbcbka 52, 35-233 XKewnys, [Tosbiga

Ten. +48 17 850 25 00

Homep Bupo6HM40i AinsauLi: 167/0190/15
Homep nocunannug EudraGMDP: 149094

[lepeknag,

BiAcyTHi (1 1)

HasBa npoAyKTy: HO-IINA ®OPTE
HomMmep cepii: AR44GY Cuaa pii: 80 mMr
GMID kon; 669127 KpaiHa: YkpaiHa
JlozoBaHa ¢popMa: TabJyieTKH JlaTa BUTOTOBJIEHHS: 28.08.2024
YnakoBKa: 24 TabsneTku y 6JicTepi TepMiH NpUAATHOCTI: 07.2027
YMoBHU 36epiraHHs: 36epiraTu B opuriHaJbHi} YIaKOBIi NpU TeMIepaTypi Hmx4e +25°C
Howmep PII: UA/8879/01/01
TECTH CHELUBIKALIT | PE3YJIbTATH
30BHIIIHIN BUTJIS] Onykui, oBracTi TabaeTKU. 3 0JHOr0 OOKY € HasiBHE . .
mapkyBaHHSI «NOSPA», 3 iH1oro -Jidig noginy Bianosizae
Kouip 2KoBTH i3 3e/1eHYyBaTUM a60 OpaHKEBUM BiJTIHKOM Bignosigae
IlapameTpu:
JloBK1HA TabJIeTOK 613bK0 13 MM (12.8 - 13.2 Mm) 13,0 MM
BucoTa TabseToOK 6u3bKo 3,8 (3,4 - 4,2 MM) 3,8 MM
IllupriHa TabaAETOK 6113bK0 6 MM (5.8 - 6.2 MM) 6,0 MM
CepeaHga maca 280 Mr +/-5 % (266.0 - 294.0 mr) 280,5 mr
OnHopiAHICTE Macu Bignosifae cranfapTy BianoBigae
InenTHdiKaLig ApoTaBepUHY riApoXJIOpHUAY:
— MeTtozaoM BEPX Yyac yTpUMYyBaHHA 3pa3Ka BiJIIOBifae yacy Binmesinac
yTPUMYBaHHSA CTaHAAPTY
— MeToAoOM Y@ MaKCMMYMHU [IOTJIMHAHHA OPU JOBXHWHI XBUJi 241+/- Bimosiae
2 1M, 302+/-2 uM Ta 353+/-2 HM
CnopigHeni gomimky metogaom BEPX:
— JlpoTaBepasjiH He 6isbie 0,50 [%] <0.05%
— Ilepnapin He Gisbire 0,20 [%] <0,05 %
— Jlo6a apyra aoMimika He 6isbire 0,20 [%] 0,07 %
— Cywma jominiok He 6inbire 1,0 [%] 0,1%
Ki/ibKiCHe BU3Ha4YeHH JPOTaBepHUHY iApoXJIOpHAY:
- MeTooM BEPX | 76.0 - 84.0 [Mr/TabaeTKy] 80,6 Mr/TabseTKy
Po3unHeHHs 3a 30 xBWIMH (Q = 75 %) meToaom YP:
— MiHiMaJibHe 3HaYeHHA 6 OJUHUIb He MeH1Ie 80 [%] 94 %
— MiHiMaJibHe 3HaYyeHHs 12 oAUHULb He MeH1Ie 60 [%] He 3acTocoBHO
— cepeJHE 3HaYyeHHs 12 oavMHULD He MeH1e 75 [%] He 3acTocoBHO
— MiHiMaJ/ibHe 3Ha4YeHHS 24 0/JUHUIb He MeH1e 50 [%] He 3acTocoBHO
— cepeJHE 3HaYeHHS 24 oAVHULDb He MeH1e 75 [%] He 3acToCOBHO
—  KiJIbKiCTb OAUHUI HIKYEe Q — 15 He Gisblie 2 He 3acTocoBHO
Mikpo6iosioriyna 4YucroTa
(Bunpo6yBaHHS NPOBOAUTBCS IEPiOANYHO
i/l YaC BUMYCKY)
Bu3nayeHHs KiJIbKOCTI MiKpOOpraHi3MiB:
— TAMC He 6inbire 1 000 [KYO/r] _aenoio i\ He 3acTocoBHO
— TYMC He 6isbure 100 [KYO/r] & {2, Ne 3acTOCOBHO
Crenudiyni MikpoopraHismu: [/o/ v MERTIBNEN
— Escherichia coli 57

P (31
dipa M.t
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[lepexknag,

CEPTU®IKAT AHAJII3Y / CEPTU®IKAT CEPII

Onenna Xesckea Ilonang Ci. 3 o.0.

Bupo6Huya finbHULA B MicTi XKelyB
ByJ1. JItobenbebka 52, 35-233 XKewnys, [Tosbina

Ten. +48 17 850 25 00

Homep Bupo6HMUOi AinbauLi: 167/0190/15
Howmep nocunanug EudraGMDP: 149094

HasBa npoAyKTy: HO-IINA ®OPTE
Homep cepii: AR44GY Cuana pii: 80 mMr
GMID xon; 669127 Kpaina: YkpaiHa
Jlo3oBana ¢popma: TabseTku JlaTa BUTOTOBJIEHHS: 28.08.2024
YnakoBKa: 24 TabneTku y 6aicTepi TepMiH NpUAATHOCTI: 07.2027
YMoBHU 36epiraHHs: 36epiraTu B opuriHaJbHi} YIaKOBIi TpU TeMIepaTypi Hmx4e +25°C
Howmep PII: UA/8879/01/01

TECTH CHELUPIKALIT | PE3YJIbTATH
L[uM g DigTBep/IKY10, 10 BCi eTany BAPOOGHUIITRA I[i€i cepil rOTOBOTO NPOAYKTY GyJik NPOBeAEHI Y NOBHIM BiJIOBIAHOCTI
3 BuMoraMu GMP €C Ta BUMoramMu peectpaniiiHoro nocBigyeHHs (-b) kpaiHu /Kpaid Ipu3HayYeHHS.

PimeHHsA YNOBHOBAKEHOI 0CO6H

CTaTyc BUCHOBKY:

Bunyuieno

Jlata BuUcHOBKY (UTC+1):

06.09.2024 10:18:03.00

YnoBHOBa;KeHa 0co6a:

M. MUC/IUBEIb

Jaunuii CeptudikaT AHanisy 6yB HijiricaHuil eIeKTPOHHO y BaJlijoBaHill cucteMi LIMS.




JEPKABHA CJIYKXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIHN OBJIACTI

npoB. Ceitnmunoi Hanil, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHY JiKAPCHKOI0 3ac00y

07.08.2024 Ne 38433/24/1011

HO-IIITA® ®OPTE

(HafiMeHyBaHHS JIiIKapcbKOTo 3aco0Y 3rilHO 3 peecTpauiifHuM NOCBiqYeHHIM)
TabgaeTku no 80 mr Ne 24: no 24 tabdaeTku y 6jictepi; nmo 1 6aicTepy y KapToHHiH Kopooui

(opma BuIyCKY, 03yBaHHS, BHJ [IAKYBAHHA JIIKapChKOro 3aco0y)
Howmep peectpaniiinoro nocsinenns UA/8879/01/01 crpox nii peectpaniiinoro nocsizuenns 01.01.2099
Cepis nmikapcekoro 3aco6y Ne AR446X KinbkicTs BBe3eHOTO Tikapcskoro 3acofy 82080

BupoGHuk Ormnemna Xenckea Ilomana Co. 3 0.0., IToiaema
(naiiMeHyBaHH BHPOGHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa OXOIKEHH)

BBeseno B Ykpainy TosapucTeo 3 00Mexkenolo Bianosinaabicrio "OIEJJIA
XEJICKEA YKPAIHA", izenrt. xon: 43726391

(naiimenyBanHs Ta koA 3a €JIPIIOY ropuamuanoi ocobu abo npi3Buie, iM'a, Mo 6aTbkoBi (GizuaHOT
oco0u - mignpueMuy, ii Micie MPOXXUBaHHA Ta PeECTpaLifiHuii HOMep 06IiKOBOI KapTKHU ILIaTHHKA
HOJIaTKiB ab0 cepist Ta HOMEp IacIopTa)

IpoTokoa Bizyaanbnoro xontpoimo six 30.07.2024 Ne 2233/3.

3a pesympTaTaMH JepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKAapChKWi 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA 00 3a06€3MeYEHH AKOCTi TIKapCHKUX 3ac00iB.

//é @.‘/ Bikrop CTE®KIBChKMIA

mnnuc (iniuianu Ta npissuwe)




f.
SANnori
Onenna Xesackea [lonang Cin. 3 0.0.

ByJI. JIto6enbcbka 52, 35-233 XKewys, [Tosbuia

3AAIBA IIPO CEPTU®IKALIIO
3 JiLleH3i€0 Ha IPOAYKT 0
nineHsii Ha BUpo6HULTBO N2 167/0190/15

Jlikapcbkuii 3aci6: HO-IITIA® ®OPTE
TabdJseTky no 80 mr,
Ne 24: 24 TabaeTku y 6aictepi; 1 6aicTep y KapTOHHIH Kopo6ui
Jlitoua peyoBUHa: [IpoTaBepUHY TiApOXJIOPUL
(PeecTparnifine nocBiguenns Ne UA/8879/01/01)

Koz GMID: 669127
Howmep cepii: AR446X
JlaTa BUpoGHUIITBRA: 23.05.2024
TepMiH npyUAaTHOCTI: 04.2027
Kpaina npusHayeHHs: YKPAIHA

«LJum 3acgiduyro, wo Hasedena suuye iHgpopmayis € docmosipHoio ma mouHow. JlaHa cepist 6y1a supobseHa,
BK/I0YHO 3 NAKYBAHHAM/MAPKYBAHHAM, NPOGEOEHHAM KOHMPO.110 IKOCMI, Ha 3a3HaveHill guwe dinoHuyi
nosHicmio 8idnogidHo do npasusn GMP, micyesux pezyasimopHux opzaHis, cneyugpikayiii do PeecmpayiiiHozo
noceiduenHs peecmpayitinozo docwbe Kpainu-imnopmepa. I[Ipomokou 8upo6HUYMea, NnaKy8aHHs ma aHa/isie
6y/1u nepezasiHymi ma ecmauo8./1eHo 8idnogidHicms GMP».

KiJbKicTb OAMHULB, AAKI YCHIIHO MpoHILIH BUIPO6yBaHHA: 147 852 ynmakoBKH

[lixrorysas: [lianucas (YoBHOBaXkeHa 0co6a):

(daTa Ta Iligmuc) (AaTa Ta Miagnuc)

IlionucaHo enekmMpoHHO: ITionucaHo enekmMpoHHO:

Ens6iema Isanko [Elzbieta Iwanko] MOHIKA MHCJ/IUBEL]b [MONIKA MYSLIWIEC]
IIpuuuna: BukoHaseyb Ipuvuna: 3ameepdiiceHHA

Jama: 24.06.2024 10:12 GMT +2 Jlama: 24.06.2024 10:14 GMT +2

/ HOKYMEHTIB N

’

(Ha odiniiiHoMy 61aHKY mimpUEMCTBA)



CEPTU®IKAT AHAJII3Y / CEPTU®IKAT CEPII

Onenna Xesckea [osany Ci. 3 o0.0.
Bupo6Huua ginpHuns B micTi XKemys

ByJL. JIloGenbcbka 52, 35-233 XKemwys, [loabia

Ten. +4817 8502500

Homep Bupo6Hu4oi ginpHuni: 167/0190/15
Homep nmocunanusa EudraGMDP: 149094

[lepeknag

HasBa npoAyKTy: HO-IIIMNA ®OPTE

Homep cepii: AR446X Cuiia ail: 80 Mr

GMID koz: 669127 Kpaina: YKpaina

Jlo3zoBaHa dpopma: TabseTkn JlaTa BUTrOTOBJIEHHS: 23.05.2024

YnakoBKa: 24 TabseTkH y 6JicTepi TepMiH NpuAaTHOCTI: 04.2027

YMoBHU 36epiraHHs: 36epiraT B OpUriHa/JibHI} yIaKoBIi IpHU TeMIepaTypi Huxk4e +25°C

Homep PII: UA/8879/01/01

TECTH CNELIMPIKALI | PE3YJIbTATH

3oBHIlIHIN BUTAAL Onyxui, npogosrysaTi TabJeTKU. 3 0HOTO 6OKY €
HasABHe MapKyBaHHA «NOSPAy, 3 iHloro -JiHisa Bianosigae
noAijay

Kouaip XoBTuii i3 3es1eHyBaTHM 260 OpaHKEBUM BiATIHKOM Bianosigae

IlapameTpu:

JloBXHHa TabJeTOK 6am3pk0 13 MM (12.8 - 13.2 MM) 13,0 Mm

BucoTa Ta6JeToK 6a13pK0 3,8 (3,4 - 4,2 MM) 3,8 MM

IllupuHa TabJeTOK 6113bK0 6 MM (5.8 - 6.2 MM) 6,0 MM

CepenHs Maca 280 mMr +/- 5 % (266.0 - 294.0 mr) 279,8 mr

OpHopifHICTE Macu BignoBifae crangapTy BignmoBizae

InenTndikania gporaBepuny rigpoxaopuay:

— wMetogom BEPX yac yTpMMyBaHHA 3pa3Ka BifnoBifae yacy Binmesime
yTPUMYyBaHHsA CTaHAAPTY

— wmetogom YO MaKCUMYMHU NOTJIMHAHHSA PY AOBXKUHI XBUJIi 241+ /- Biymosinae
2 HM, 302+/-2 uM Ta 353+ /-2 HM

CnopigHeni aomimku Metoaom BEPX:

— JlpoTaBepanin He 6isbire 0,50 [%] 0.06 %

— [lepnapin He 6isbie 0,20 [%] <0,05 %

— Jlw6a gpyra goMilika He Gisbire 0,20 [%] 0,09 %

— Cyma gomimok He Gisbire 1,0 [%] 0,2 %

KinbKicHe BU3HAYeHHH JPOTaBEepHHY ipoOXJI0pHAY:

- meTogoM BEPX

[76.0 - 84.0 [Mr/TabaeTky]

80,3 mr/TabseTKy

PosunHeHHs 3a 30 xBuauH (Q = 75 %) meTogom YP:

MiHiMaJIbHe 3HaYeHHA 6 OAUHHIb

He Menie 80 [%]

95 %

MiHiMaJsIbHe 3HaYeHHsa 12 oJUHULDb

He Menine 60 [%]

He 3acTocoBHO

cepeJIHE 3HaYeHHsA 12 OAUHUIB

He Mene 75 [%]

He 3acTocoBHO

MiHiMaJibHe 3HaYeHHs 24 OJJMHUIIb

He MeHine 50 [%]

He 3acTocoBHO

cepeJHE 3HaYeHHs 24 oAUHHID

He MeHine 75 [%]

He 3acTocoBHO

KiJIbKiCTb OAUHHUI HIK4e Q — 15

He 6inpIie 2

He 3acTocoBHO

Mikpo6iooriyna yucrora

(Bunpo6yBaHHSA IPOBOJAUTLCS NEPiOJUIHO
i/ 9ac BUMYCKY)

Bu3HadeHHS KibKOCTi MiKpoopraHi3Mis:

,/‘_ S
WCHO 3
R ’3(}\

- TAMC He 6inbmre 1 000 [KYO/r] NS0 <50 KVYOr\

- TYMC He 6ispme 100 [KYO/r] &/ LOKRSOKYE /5 )
Cnenudivni MikpoopraHismu: £ v A" 2]
— Escherichia coli BiacyTHi (1 1) \\ 3"\ o aﬁfﬁé}y'l!ﬂl / 3 /J
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CEPTU®IKAT AHAJII3Y / CEPTU®IKAT CEPII Mepexaz

Onenna Xesckea [losang Ci. 3 0.0.
Bupo6Huya ainpHuns B MicTi XKemys

BYyJIL. JIlo6enbcbka 52, 35-233 XKemys, [Toabia
Ten. +4817 850 25 00

Homep Bupo6Hu4oi ginpHuni: 167/0190/15
Homep nocuianusa EudraGMDP: 149094

HasBa npoaykry: HO-IIIIA $OPTE
Homep cepii: AR446X Cuia ail: 80 Mr
GMID kon; 669127 Kpaina: YKpaina
Jlo3zoBaHa dpopmMa: TabseTkn JlaTa BUT'OTOBJIEHHS: 23.05.2024
YnakoBKa: 24 Tabnetku y 6aicrepi TepMiH NpUAATHOCTI: 04.2027
YMoBHM 36epiraHHs: 36epiraTH B OpUriHaJibHIM ynakoBlli Npy TeMnepartypi Huxkye +25°C
Howmep PII: UA/8879/01/01
TECTHU | CNELUPIKALIT | PE3YJIbTATH

[luM g nigTBeppKy10, 10 BCi eTany BUPOGHUITBA Lii€] cepii roToBOro NpoAyKTy 6y/I1 NpoBe/ieHi y MOBHiM BiAnoBigHOCTI
3 BumMoramu GMP €C Ta BUMoraMu peectpaniiiHoro nocBigyeHHs (-b) KpaiHu/KpaiH npyU3HauYeHHS.

PilneHHA YNIOBHOBaXKeHOI 0COOH

CTaTyc BUCHOBKY: BunymeHo
JaTta BucHoBKy (UTC+1): 24.06.2024 10:07:53.00
YnoBHOBaXkKeHa ocoba: MOHIKA MUC/IMBELIb

Januii Ceprudikat AHanisy 6yB mignucaHuii eJIeKTPOHHO Y BasiioBaHii cucremi LIMS.

- nad )
AOKY MEHTIB \3
TOKY MEHT




TIEPJKABHA CJIVKBA 3 JIKAPCHKIAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHiBCHKIIA OBJACTI

nipos. Ceitimunot Hapii, 3, m.Kuis, 02099, tei/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
PO SIKIiCTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3ac00y

24.12.2024 Ne 67400/24/10

HO-IITIA® ®OPTE

(HailMeHYBaNHS KAPCHKOro 3acoBy 3TIAHO 3 peecTpauiiftum MOCBIAYCHHAM)
ra6aerku mo 80 Mr Ne 24: mo 24 TaGierkn y 6icTepi; mo 1 6aicTepy y KapToHHii Kopobui

((popma BHITYCKY, NO3YBAHHS, BHJL ITAKYBAHHA TikapeLKoro 3acoby)
Howmep peccrpatiitaoro mocsimuenss UA/8879/01/01 crpox aii peecTpauiiinoro nocindeHHs 01.01.2099
Cepis nikapcskoro 3aco6y Ne AR44TF KinbkicTs BResenoro mikaperkoro 3acoby 129600

Bupobuuk Onesta Xenckea [Honaun Ci. 3 0.0., [lonsma

(HaliMeHyBaHKs BUPOGHIK JiKkapchbkoro 3aco6y, kpaiHa MOXODKCHH)

Baesero B Yipainy ToBapuCTBO 3 00MEKEHOI0 pinnosinaneuicrio "OIEJUIA
XEJICKEA YKPAIHA", inenr. xox: 43726391

(HaitMenyBanHs Ta koft 3a €JIPTIOY ropummHHol ocobu aBo nipissuiLe, iM's, 0 6aThkoBI hizHaHol
0co6H - miAnpHeMILd, ii Micue IPOXHBAHHA Ta peecTpaLiifHii noMep 0611iK0BOT KAPTKH TUIaTHUKA
ronatkis abo cepis Ta HOMEp NacropTa)

IIpoTokos Bisyansuoro xontpono sin 19.12.2024 Ne 4038/2.

3a pesynbTaTamy AEPXKABHOTO KOHTPOINIO BCTAHOBICHO, IO nikapcekuit  3aciG  BBeseHo B YKpaiHy 3

JOTPUMAHHSIM BAMOT 3aKOHOJABCTBA MO0 3a0E3 NI CHH AKOCTI JiKapChKHX 3aC06iB.

SRR 0K
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Onsra EPBOMEHKO

{rrimnuc) (ininianu Ta npissuile)




CEPTU®IKAT AHAJII3Y / CEPTUDIKAT CEPII

Onenna Xenckea [Tonang Cr. 3 0.0.
Bupo6xuya ginbHuus B micTi XKewrys

ByJ1. Jlto6esbebKa 52, 35-233 Xewys, [loabiia

Ten. +4817 850 2500

Homep Bupo6HUyoi ginsruui: 167/0190/15
Howmep nocunanust EudraGMDP: 149094

[lepexnag

Haspa npoaykry: HO-IIIIA ®OPTE

Howmep cepii: AR44TF Cuuta aii: 80 mMr

GMID kon: 669127 KpaiHa: YKpaiHa

JozoBaHa dopma; TabsneTku JlaTa BUTOTOBJIEHHS: 28.10.2024

YnakoBka: 24 TabseTku y 6.ictepi TepMiH npujaTHOCTI: 09.2027

YMOBM 36epiraHHs: 36epiraTH B opurinanbHil ymakoBLi npu TeMniepaTypi Hikue +25°C

Homep PII: UA/8879/01/01

TECTH CHELMPIKALI | PE3YJIbTATH

3oBHIWHINi BUTAAL Onykai, gosracti TabaeTku. 3 0JHOTO BOKY € HasiBHE Bi .
mapkyBaHHA «NOSPA», 3 inmoro -nigis noginy VIHGEAAe

Koaip ’KoBTuHil i3 3esieHyBaTHM ab0 OpaHKEBUM BiATIHKOM Bignogigae

Tapamerpu;

JoBxuHa TabJeToK 6ausbKko 13 MM (12.8 - 13.2 MM) 13,1 MM

Bucora TabneTok 6ausbko 3,8 (3,4 - 4,2 MmM) 3,8 MM

[IupuHa TabjeTok 6J1M3bK0 6 MM (5.8 - 6.2 MM) 6,0 MM

CepenHs Maca 280 Mr +/-5 % (266.0 - 294.0 mr) 278,6 mr

OpHopigHicTb Macu Bignosinae Bignosigae

InenTndikanis gporaBepuHy rijpoxaopuay:

— MeTogom BEPX yac yTpUMYBaHHA 3pa3ka Bijgnosifae yacy Bizrosigac
YTPUMYBaHHS CTAaHAAPTY

— MeTojoM YP MaKCMMYMH NOTJIMHAHHSA NPH A0BXHUHI XxBUJI 24 1+/- Bigmosinae
2 HM,302+/-2 HM Ta 353+ /-2 HM

Cnopianeni gomimku Mmerogom BEPX:

— [JporaBepanmid He 6inbue 0,50 [%)] <0,05 %

— Ilepnapin He 6iabiue 0,20 [%)] <0,05 %

~ Jlob6a fpyra fomimka He 6inbie 0,20 [%] 0,08 %

— CymMa goMimox He 6inbine 1,0 [%] 0,2 %

Ki/ibKicHe BU3HAYeHHA JPOTaBepPUHY TiApoXJIopHay:

- meTonoM BEPX

[76.0 - 84.0 [mr/TabreTky]

79,3 mr/Tabnetky

PosyuHeHHd 3a 30 xBuauH (Q = 75 %) meToaom Y&

— MiHiMaJIbHe 3HaYeHHs 6 OAUHUIb

He meHue 80 [%

98 %

— MiHiManbHe 3HaYeHHA 12 o AUHHLb

He MeHwe 60 [%

He sacTocoBHO

— cepefHe 3HavyeHHs 12 oAUHHIb

He 3acTocoBHO

— MiHiMasbHe 3HaYeHHs 24 0JUHHULb

He 3acTocoBHO

— CepeJiHE 3Ha4YeHHS 24 0JMHU b

]
]
He MeHue 75 [%]
He menure 50 [%]
He MeHuie 75 [%)]

He 3acTOCOBHO

—  KiapKicTb 0AMHUIL HMKYe Q — 15

He 6inbine 2

He 3acTocoBHO

Mikpo6iosioriyna uucrora

(Bunpo6ysaHHS NPOBOAUTLCS MepiogHyHO
nig yac BUNYCKYy)

BrisnayeHHs KilbKoCTi Mikpoopranismis:

— TAMC

He 6inbie 1 000 [KYO/r]

He 3acToCOBHO

- TYMC

He 6inbine 100 [KYO/r]

He sacTocoBHO

Cneundiuni Mikpoopranismu:

— Escherichia coli

BigcyTHi (1)

He 3acTocoBHO

[ LiuM s niATBEPXKYH0, 110 BCi eTany BUpOGHUIUTBA Li€l cepil roOTOBOro NpoAyKTY 6yJ/iM poBeleHi y TOBHIN BiANOBIAHOCTI ]

P e S OVL T
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CEPTU®IKAT AHAJNI3Y / CEPTU®IKAT CEPII

Onenna Xenckea [Monaug Crt. 3 0.0,

Bupo6uuya gineuuus B Micti Xeurys
By Jlo6enbebka 52, 35-233 XKewys, [osbuia

Ten. +4817 8502500

Homep Bupo6Hu4oi Alnbruui: 167/0190/15
Homep nocunanus EudraGMDP: 149094

[lepexnag

Hazga npoayxry: HO-IIINA ®OPTE
Homep cepii: AR44TF Cuna aii: 80 mr
GMID kopn: 669127 Kpaina: YkpaiHa
JlosoBaHa dopma: TabseTku JlaTa BUrOTOBJIEHHSA: 28.10.2024
YnakoBka: 24 TabuseTKy y 6JiicTepi TepmiH npugaTHoOCTI: 09.2027
YMOBU 36epiraHHs; 36epiraTH B OpHriHaNbLHIN YIaKOBLi NpU TeMIlepaTypi HiKye +25°C
Homep PII: UA/8879/01/01
TECTH CIELAPIKALIT | PE3YJIbTATH

|3 BuMoramMu GMP €C Ta BUMOraMu peecTpauifiHoro nocBig4eHHs (-b) KpaiHu/Kpaid MpU3HAYeHHS,

PilmmeHHs YnnoRHOBaMXeHOT 0cO6H

CraTyc BUCHOBKY:

BunyueHo

Jata BucHOBKY (UTC+1):

13.11.2024 14:28:08.00

YnoBHOBaXeHa ocoda:

Joanna Jurek

BAannit CepTudikaT Anaisy 6yB nignucaHuil eleKTPOHHO y BasigoBaHii cucremi LIMS.




O“e.”.”a XE}JICKea IIO.}IaHA C“. 3 0.0.

ByJ1. Jlo6eascbka 52, 35-233 XKewys, [Tosbuia

3AABA PO CEPTU®IKALIIO
3 JIiL[EH31€10 Ha MPOAYKT [0
JineHsii Ha BUpoGHuITBO N2 167/0190/15

JlixapcbKui 3acib: HO-IIITIA® ®OPTE
TabaeTky nmo 80 mr,
Ne 24: 24 Tabnerxku y 6icTepi; 1 6sicTep y KapTOHHIH Kopobui
[Jiroua peyoBuHa: [ poTaBepuHy riipoxJ0pu
(Peectpauiiine nocsiguensus Ne UA/8879/01/01)

Kog GMID: 669127
Howmep cepil: AR44TF
Jlata BUpoOGHULTBA: 28.10.2024
TepMmin npugaTHOCTI: 09.2027
Kpaina npusHaueHHs: YKPATHA

«LJum 3aceiduyro, wo HasedeHa suwe iHgopmayia € docmosipHoro ma moyHow. JlaHa cepis 6yaa eupobaena,
BKANOYHO 3 NAKYEAHHAM/MAPKYBAHHAM, NPOBEOEHHAM KOHMPOIIO SIKOCMI, HA 3a3HaUeHIl suue diabHuyi
noguicmio 8idnogidHo do npasua GMP, micyegux pezy/1smopHux opeatis, cheyugikayill 0o Peecmpayitinozo
nocsiduenns peecmpayiiinozo docve kKpainu-imnopmepa. [Ipomoxoau supobHUYmM8Ea, NAKY8AHHSA ma aHanizig
6y/au nepezasiHymi ma ecmaros.eHo gidnoeidnicms GMP».

KisbKicTh 0AWHULL, AKi yermimuo npoiuuiy BunpobysarHs: 148 016 ynakoBku

[lianroTysas: [lignucas (YnoBHOBaXkeHa ocoba):
(daTta ra Mignuc) (Mara Ta [lignuc)

[TidnucaHo eneKMpOHHO: IlionucaHo enekmpoHHO:
ANGELIKA KMIOTEK Joanna Jurek

[IpuvuHa: BukoHaseyb [TpuvuHa: 3ameeporceHHA

HAama: 13.11.2024 09:21 GMT +1 Jama: 14.11.2024 09:18 GMT +1

(Ha odiuifinoMy 61aHKy NiIIPHEMCTBA)



Certificate of Analysis /

Opella Healthcare Poland Sp. z o.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw,
Tel. +48 17 850 25 00

167/0190/15
149094

Authorisation Number:
EudraGMDP Reference Number:

Poland

Batch Certificate

sanofi

Product Name: NO—-SPA FORTE

Batch No.: AR44TE Strength: 80MG

GMID Code: 669127 Country: Ukraine

Dosage Form: Tablets Manufacturing Date: 28/10/2024

Packaging: 24x Tablets in blisters Expiry Date: SEP-2027

Storage: Below 25°C, In the original package

Marketing Auth. No.: UA/8879/01/01

TESTS SPECIFICATIONS RESULTS

Appearance oblong, convex tablets. On one face of complies
the tablets sign "NOSPA", on the other a
breakline is engraved

Colour vellow with greenish or orange tint complies

Dimensions:

- length of tablet approx. 13 mm (12.8 - 13.2 mm) 13.1 mm

- thickness of tablet approx. 3.8 (3.4 - 4.2 mm) 3.8 mm

- width of tablet approx. 6 mm (5.8 - 6.2 mm) 6.0 mm

Average mass 280 mg +/~ 5% (266.0 - 294.0 mg) 278.6 mg

Uniformity of mass complies complies

Identification of drotaverine HCl:

-~ by HPLC retention time of sample corresponds to complies
retention time of reference

- by UV absorption maxima at 241+/-2nm, complies
302+/-2nm and 353+4/-2nm

Related substances by HPLC:

- Drotaveraldine not more than 0.50 [%] <0.05 %

- Perparine not more than 0.20 [%] <0.05 %

-~ Bach other impurity not more than 0.20 (%] 0.08 %

- Total not more than 1.0 [%) 0.2 %

Assay of drotaverine HCL:
- by HPLC

76.0 ~ 84.0 [mg/tbl}

79.3 mg/tbl.
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z o.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdéw, Poland
Tel. +48 17 850 25 Q0

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 149094

sanofi

Product Name: NO-SPA FORTE
Batch No.: AR44TF Strength: 80MG

GMID Code: 669127 Country: Ukraine
Dosage Form: Tablets ‘ Manufacturing Date: 28/10/2024
Packaging: 24x% Tablets in blisters Expiry Date: SEP-2027
Storage: Below 25°C, In the original package
Marketing Auth. No.: UA/8879/01/01

TESTS SPECIFICATIONS RESULTS
Digsolution in 30 min (Q=75%) by UV:

- minimum value of the 6 units not less than 80 [%] 98

- minimum value of the 12 units not less than 60 [%] not applicable
- average value of the 12 units not less than 75 [%] not applicable
- minimum value of the 24 units not less than 50 (%] not applicable
- average value of the 24 units not less than 75 [%] not applicable
— number of units below Q - 15 not more than 2 not applicable
Microbiological purity

(The test is performed periodically

at release)

Microbial enumeration test:

- TAMC not more than 1000 [CFU/g] not applicable
- TYMC not more than 100 [CFU/g] not applicable
Specified microorganisms:

- Escherichia coli absent (1 g) not applicable

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 (S)

of the destination country/countries

{ Qualified Person Decision
Status of Decision: Released
Date of Decision (UTC+1): 13-NOV-2024 14:28:08.00
Qualified Person: J. Jurek

This Certificate of Analysis has been electronically signed from a validated LIMS

rap_coa_xesultats v5
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Opella Healthcare Poland Sp. z 0.0,
52 Lubelska Str., 35-233 Rzeszéw, Poland

CERTIFICATION STATEMENT

With the product license
Manufacturing license No 167/0190/15

Product: NO-SPA® FORTE

Tablets 80 mg
Ne 24: 24 tablets in a blister; 1 blister in a carton box
Active ingredients: Drotaverine hydrochloride
(Marketing authorization No UA/8879/01/01)

GMID code: 669127
Batch number: AR44TF
Manufacturing date: 28.10.2024
Expiry date: 09.2027
Destination: UKRAINE

“I hereby certify that the stated information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above-mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation
of the registration dossier of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.”

The number of units which were passed as satisfactory were: 148016 Unit boxes

. /&ﬂ ﬂ?éé Pmpelis 555?;"5‘17??2” Aj%n;gf’g d : ) . Eloctronically signed by:
Prepa I’ed by. ’2“ 4. Reason: akceplagia Slgned by (Quallfled PErSOn) vob . . Joanna Jurek
. Date: Nov 13, 2024 09:21 GMT+1 iitatiie Yuadv Reason: Acceptance
(Date & Signature) (Date & Signature) ! : Deterioy 14,.2024.06:18

Opella Healthcare Poland Sp. z 0.0. z zaktadem produkcyjnym w Rzeszowie ul, Lubelska 52, 35-233 Rzeszow, Polska
Tel, +48 17 850 25 00



HEPXKABHA CJIVIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHiBCLKIIl ORBJIACTI

npoB. Ceitimuroi Hapii, 3, M.Kwnis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO AKiCTH BBE3€HOT0 B Yxpainy gikapcbkoro 3aco0y

04.12.2024 Ne 62476/24/10

HO-IIIIA® ®OPTE

(waltmenyBanHs nixapcskoro 3acoBy 3rimHo 3 peccTpauiiinum TIOCBITUCHHSIM)
Tabaerku mo 80 mr Ne 24: o 24 TabaeTicn y Oaicrepi; 1o 1 6aicrepy y KapTOHHIii Kopobui

(dopma Bumycky, nosysanus, sz TNIaKyBaHHs JKAPCLKOro 3aco6y)
Howmep peecrpauiitroro nocsiguenns UA/8879/01/ 01 crpox xii peecrpaniitroro mocsiguers 01.0] .2099
Cepin nikapcskoro 3aco6y Ne AR44M 4 Kinexicts BBesenoro nikapeskoro saco6y 147977

Bupo6Huk Onenna Xenckea [Monanx Co. 3 0.0., TTonsma

(naltmenyBanma BHpOGHIKA 7iKapcbKoro 3acoby, kpaina TIOXO/KEHHS )

Beeseno B Vipainy Tomapucrro 3 o0MexKeHo10 BixnosinansHicTIo "OITEJLIA
XEJICKEA YKPATHA", igenr. xox: 43726391

(nalimMeHyBanus Ta ko4 32 €PTIOY 1opranunoi ocobu abo Tpi3BHILE, iM'A, 10 6aTHKOBI izmynof
ocobu - mixnpuemus, ii Micue TNIPOXHBaHHA Ta peecTpautiitHiii HoMep o6mikoBoi KapTKH IUIATHIKA
mosaTkis aGo cepist Ta Homep nacropra)

Iporoxon sisyansnoro xonrpoio sin 03.12.2024 N 3757/1.

3a  pesynmsTaTamu  nepxaeHoro KOHTPOMIO  BCTAHOBNEHO, MO JliKapchkmit 3aci6 BBeseHo B Ykpainy 3

AOTPMMAaHHSAM sumor 3aKOHONABCTBA 1040 3a0e3I1CYCHHS AKOCTI JIKapChbKHX 3aC00iB.

Oanra CPLOMEHKO

(riamic) (isindans ta npiene)

My ceee 18 40 Gy
APt A







sanofi

Onesna Xesickea IMonany Co. 3 0.0,
BYJ1. JIlo6enibebka 52, 35-233 Kewys, [Mosbma

Jlikapcbkuit 3aci6:

Kon GMID:

Homep cepii:

Jara BupoGHuuLTBa:
TepMmiH npugaTHocTi:

Kpaina npusnauyensst;

3AABAIIPO CEPTU®IKALIIO
3 JiLEH3IEI0 Ha TPOAYKT A0
JieHsii Ha BUpo6HULTBO No 167/0190/15

HO-IIIIA® ®OPTE

TabsieTKu no 80 mr,
Ne 24: 24 TabaeTku y 6aicTepi; 1 Grictep y KapTOHHIHK Kopo6ui
Airoua peyosuna: J[potasepuny rizipoxsaopun
(PeecTpauiiine nocpiguenus Ne UA/8879/01/01)

669127
AR44M4
30.09.2024
08.2027
YKPAIHA

«lJum zacsiduyro, ujo Hasedena suwe iHgopmayis e docmosiproto ma moyworw. Jana cepisn 6y/aa eupobaeHa,
BKAW01HO 3 NAKYSAHHAM/MAPKYEAHHSAM, NPOBEAEHHAM KOHMPOJIIO IKOCMI, Ha 3a3HA4eHi suuje diabHuyi
nogwicmio gidnosiono do npagua GMP, micyesux pezyasmopHux opzanie, cheyupixayiti do Peecmpayitinozo
noceidueHHs peecmpayiiinozo docwe kpairu-imnopmepa. llpomokoau supo6Huymaa, NAaKysawHs ma amanisie

6yAu nepezsissHymi ma ecmaroseHo 8idnogionicms GMPy.

KisbKicTb ognHuLp, siki yenimuo npoiuniy BUNpPO6YBaHHs: 147 977 ynakoBKH

[ligrorysas:
(Aara Ta Mignuc)

ITidnucano esnekmpomnHo:

llignucas (YnosHoBaxkeHa oco6a):
(AaTa Ta Ilignuc)

ITidnucano enekmpoHHo:

I'y6epm Iliexoc [Hubert Piekos] Anna Xmins [Anna Chmiel]

ITpuuuna: Bukonaseys

IIpuvuna: Bunyweno

Aama: 18.10.2024 09:21 GMT +2 Aama: 18.10.2024 12:43 GMT +2

(Ha odiniitHomy 6.1auKy nignpuemcrsa)






CEPTH®IKAT AHAJIIZY / CEPTU®IKAT CEPI| lepercnag
OneJsna Xesckea [osrang Cn. 3 0.0.
Bupo6unya JITBHUUSA B MicTi Kewys
ByJ1. JlloGenbenka 52, 35-233 Kewys, Hosba
Ten. +4817850 25 00
Homep BHPOOHUYOT AiNbHUL: 167/0190/15
Homep nocunanus EudraGMDP: 149094
Hasga npogyxry: rH‘O-lHHA POPTE
Howmep cepii: | AR44M4 Cuna gii: | 80 mr
GMID kop: | 669127 Kpaina: YxpaiHa
ZlosoraHa dpopma: J Ta6aerxu Jata Burorossenus: 30.09.2024
YakoBka: ] 24 Tabnetku y 6JicTepi Tepmin npugarHocTi: 08.2027
YMOBH 36epiranus: l 36epiraTy B opurinanbHii YUaKOBUi IPU TeMIlepaTypi HuskYe +25°C
Howmep PII: | UA/8879/01/01 |
TECTHU CIIELIU PIKALIT f PE3YJILTATH
%Bﬂiumiﬂ BUTJIS [ Onyx.i, gosracti Ta6neTkn. 3 OJJHOrO 6OKY € HasiBHe , ;
MapKyBaHHst «NOSPAw, 3 iHoro -niuis nogiay Bianosizac
Kouiip ])KOBTm?r i3 3es1eHYBaTHM a6o OpaHXeBUM BiATIiHKOM | Bignosigae
MMapamerpn:
JoBxHHa TabreTok 613bko 13 MM (12.8 - 13.2 MM) [ 13,0 mmM
Bucora ra6ierox 6/113bK0 3,8 (3,4 - 4,2 MM) 3,8 MM 7
UupuHa Tabaerox 6113bK0 6 MM (5.8 - 6.2 MM) 6,0 MM
Cepeans maca 280 Mr+/-5 % (266.0 - 294.0 Mr) 279,9 mr
OaHopianicTs Mack Bignosizae Binnosinae
laenrudikanis ApOTaBepuny ri,apoxnopnay:
- Metogom BEPX Hac yTPUMYyBaHHS 3pa3ka BiAnosigae yacy Bianosigae
YTPHUMYBaHHSA CTaHJapTy
- MeToaoM YO MaKCHMyMH NOTVIMHAHHS DU JOBXUHI XBU/I 241+/- . .
3 2 um, 3o);+/-2 72 3534/.2 g / Bianosizae
CnopigHeni zomimxu MeToaoMm BEPX:
~ /JpoTasepangin He 6ibwe 0,50 [%)] <0,05 %
— lepnapin He Gisibire 0,20 [%)] <0,05 %
— J6a gpyra gomimxka He 6iabie 0,20 [%] 0.08 %
~ Cyma gomimok He 6inbure 1,0 [%] 0,2 %
KinbkicHe BH3HaYenHs APOTaBEPUHY riapoxjopuay:
- MeTojioM BEPX l 76.0 - 84.0 [Mr/Ta6seTky] 78,8 mr/Tabnetky
Posunrenns 3a 30 xguann (Q =75 %) meTosom Yb:
—__ MiHiMaJbHe 3HaYeHHs 6 OAHHHUIIL He MeHe 80 [%] 99 %
— _MiHiMaJibHe 3HaveHHs 12 ONUHULb He MeHue 60 [%)] He 3actocoBno
— CepeaHe 3HaYeHHs 12 oguHuuL He MeHue 75 [%] He 3acTtocosno
~ _MiHiMaJbHe 3Havenns 24 OAMHHUIb He MeHme 50 [%] He 3acrocosno
— CepEeAHE 3HaYeHHs 24 oAMHUNL He MeHue 75 [%] He 3actocorno
— KIUIBKICTB 0AMHULB HIDKYe Q—15 He Ginbure 2 He 3acTocoBHo
MixpogGionoriyna yncrora
(Bunpo6ysauus NPOBOHUTLCS MePioAUUHO
i 9ac BUNycKy)
BusHauenns kinbkocri MiKpooprauiamis:
- TAMC He 6inbie 1 000 [KYO/r] He 3actocosno
- TYMC He Ginbiue 100 [KYO/r] He 3acrocosno
Cneuuivni MiKpoopraHiamu:
— Escherichia coli BicyTHi (1 r) He SaCTOCOBHﬁ

wnM A NATBepIKYIo,

10 BCi eTanu BUPOGHUITBa uiel cepii roTosoro NPOAYKTY 6y/IH NpoBeeHi Y NOBHIH BiAHOBi,C(Hocm




CEPTU®IKAT AHAIZY / CEPTH®IKAT CEPIL Tepetas

Onensa Xejckea Monang Cn. 3 0.0

Bupo6Guuua AinbHALA B micti Xeiys

ByJ1. JIloGesibebKa 52, 35-233 XKeuys, [fosbua
Ten +4817850 2500

Homep BUpOBHUUOT JiNbHAL: 167/0190/15
HoMep nocraaHHA EudraGMDP: 149094

HO-IUTA ®OPTE
|m_mm_
mm_m_m_m
W
“Voaxoska | 24 1abnenih Gaicrepi

TepMmid 1T OUZATHOCTI:

YpaKoBKa:

36epiratu B 0 SuriHabHIN ynaKoBLl NPy TeMmuepaT
THowepPl: | 01/01
~CUEHM¢IKAU,IT

amu GMP €C Ta BUMOTaMu eecrauiﬁnoro nocBifueHHs {-b gpaiuu/Kpaid npu3HadeHHd.

PE3YJ/IbTATH

PimueHHd Ynosﬂonaxceno'i ocobu

CtaTyC BUCHOBKY:

BunyuieHo
JlaTa BUCHOBK UTC+1): 18.10.2024 12:36:28.00
YiosHOBaXeHa ocoba: Auna Xmisib [Anna Chmiel

Jlanui Ceprudixat Ananisy 6yB nignucaHui eJIeKTPOHHO Y pasiigoBanif cucremi LIMS.




Certificate of Analysis / o
Batch Certificate SAanNno f |

Opella Healthcare Poland Sp. z o.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw, Poland
Tel. +48 17 859 25 00

Authorisation Number: 167/0190/15
EudraGMDp Reference Number: 149094

[Product Name : NO—~-SPA FORTE

Batch No.: AR44M4 Strength: 80MG

GMID Code: 669127 Country: Ukraine
Dosage Form: Tablets Manufacturing Date: 30/09/2024
Packaging: 24x Tablets in blisters Expiry Date: AUG-2027
Storage: Below 25°C, In the original package

Marketing Auth. No.: UA/8879/01/01

[ TESTS SPECIFICATIONS RESULTS

Appearance oblong, convex tablets. On one face of complies
the tablets sign "NOSPA"™, on the other a

breakline is engraved

Colour vellow with greenish or orange tint complies
Dimensions:

—- length of tablet approx. 13 mm (12.8 - 13,2 mm) 13.0 rmm
— thickness of tablet approx. 3.8 (3.4 ~ 4.2 mm) 3.8 mm

~ width of tablet approx. 6 mm (5.8 - 6.2 mm) 6.0 mm
Average mass 280 mg +/- 5% (266.0 - 294.0 mg) 279.9 mg
Uniformity of mass complies complies

Identification of drotaverine HC1:
~ by HPLC retention time of sample corresponds to complies

retention time of reference

~ by uv absorption maxima at 241+/-2nm, complies
302+/-2nm and 353+/~2nm

Related substances by HPLC:

- Drotaveraldine not more than 0.50 (%] <0.05 g
- Perparine not more than 0.20 (%] <0.05 &
- Each other impurity not more than 0,20 [%] 0.08 %
- Total not more than 1.0 [%] 0.2 %

Assay of drotaverine HCl:
- by HPLC 76.0 - 84.0 [mg/tbl] 78.8 mg/tbl.

W

rap_coa_resultats v5 Page 1 / 2




Certificate of Analysis /
Batch Certificate

opella Healthcare poland Sp. 2 0.0
oddzial w Rzeszowie

ul. Lubelska 52, 35-233 RzeszoW, Poland
Tel. +48 17 850 25 00

167/0190/15
149094

Authorisation Number:
EudraGMDP reference Number:

L

<anofi

-

pProduct Name: NO~-SPA FORTE

Batch No.: AR44M4 strength: 80MG

GMID Code: 669127 Country: Ukraine

Dosage Form: Tablets Manufacturing Date: 30/09/2024
packaging: 24x% Tablets in blisters Expiry Date: AUG-2027
storage: Below 25°C, In the original package

Marketing Auth. No.: UA/8879/01/01

TESTS SPECIFICATIONS RESULTS i
pissolution in 30 min (Q="15%) by UV: \
_ minimum value of the 6 units not less than 80 (%) 99 %

— minimum value of the 12 units not less than 60 (%) not applicable
_ average value of the 12 units not less than 75 (%] not applicable
~ minimum value of the 24 units not less than 50 (%) not applicable
- average value of the 24 units not less than 75 (%) not applicable
— pumber of units below Q -~ 15 not more than 2 not applicable
Microbiological purity
(The test i's; performed periodically
at release)
Microbial enumeration test:
~ TAMC not more than 1000 {CFU/g] not applicable
- TYMC not more than 100 (CFU/g) not applicable

Specified nicroorganisms:

{— Escherichia coli absent (1 9)

not applicable

o

I hereby certify that all the nanufacturing

of the destination country/countries

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 (s)

Qualified Person Decision

-

status of Decision: Released

pate of Decision (UTC+1) : 18-0CT~-2024 12:36:28.00

Qualified Parson: p. Chmiel

s s’

This Certificate of Analysis has been electronically signed from & validated LIMS

rap_coa__:asultats v5
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N

AEPKABHA CIIYXBA 3 JTIKAPCHKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceitiunoi Haauil, 3, m.Kuig, 02099, tesi/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BICHOBOK
Npo AKICTL BBE3CHOTO B YKpaiHy JIIKApChKOro 3acody

16.01.2025 Ne 377/25/10

HO-HIITA® ®OPTE

(waliMenyBaHHs NiKapcEKoro 3acofy 3rinHo 3 peecTpautifHiM MOCBIAYEHHM)
tadserkn no 80 mr Ne 24: wo 24 tabuerkn y 6aicrepi; no 1 6Jicrepy y kapToHHiil KopoGui

(hopma BrmycKy, JO3YBaHHS, B aKyBaHHS JIIKapcekoro 3acoby)

Hotep peecrpattiitioro IICCqueHHx UA/8879/01/01 crpox uu pccc1paumu0ro IIOCBm%HHﬂ 01.01.2099

PR

Cepis nikapeskoro 3ac06y N0 AR44T5 Kiftbkicts BRC3EHOTO TIKAPCLKOTO 3ac06y 112320

Bupofuuk Onenna Xencxea Ionana Cn. 3 o.0., IToasuia
(naliMenyBaHH:a BUpoOHUKa JiKapchKOTro 3acoby, KpaiHa MOX0WKeH A )

Baeseno B Yipainy Tosapucrso 3 o0mexenoro BianosinaabuicTio "OMEJJIA
- XEJICKEA YKPAIHA", ineur. xon: 43726391

(saiiMenyBauns Ta xox 3a €JIPTIOY ropunuunol ocobu abo npissuie, iM'st, 10 6aTLKOBI diznanol
ocobu - nipnpuemMus, ii micie NPOKHBAIII Ta chCTdelIIlIIMH nomep 0011iKoBOT KaPTKH JLATHIKA
nojaTkiB abo cepist Ta HOMEp TacnopTa)

iiporoxon sisyanuuoro konrpomo sin 13.01.2025 N 0022/2.

3a  pesynpTaTaMu’ JIGPUKABHOTO - KOHMTPONIO | BCTAHORNEHO, UI0 JKapchkuil 3aci6  BBeseHo B Ykpainy 3.

AOTPUMAHHAM BuMor 3aKOHOJABCTBA LIO0 3a0e3TCUCHHS SKOCT] nixap'cmix 3ac00iB.

/
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Certificate of Analysis /
- Batch Certificate

Opella Healthcare Poland Sp. z 0.0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw, Poland
Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 143094

sanofi

W—

Product Name: NO-SPA FORTE

Batch No.: AR44T5 Strength: 80MG

GMID Code: 669127 Country: Ukraine

Dosage Form: Tablets Manufacturing Date: 25/10/2024
Packaging: 24x Tablets in blisters Expiry Date: SEP-2027
Storage: Below 25°C, In the original package

Marketing Auth. No.: UA/8879/01/01

TESTS SPECIFICATIONS RESULTS
Dissolution in 30 min (Q=75%) by UV:

- minimum value of the 6 units not less than 80 [%] 98 %

- minimum value of the 12 units not less than 60 (%] not applicable
- average value of the 12 units not less than 75 [%) not applicable
- minimum value of the 24 units not less than 50 (%] not applicable
- average value of the 24 units not less than 75 [%] not applicable
~ number of units below Q - 15 not more than 2 not applicable

Microbiological purity
(The test is performed periodically

at release)

Microbial enumeration test:

- TAMC not more than 1000 ([CFU/g]
~ TYMC not more than 100 [CFU/g]
Specified microorganisms:

— Escherichia coli absent (1 g)

not applicable
not applicable

not applicable

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 (S)

of the destination country/countries

Quualified Person Decision

NI ———

Status of Decision: Released
Date of Decision (UTC+1): 13-NOV-2024 10:30:26.00
Qualified Person: M. Mysliwiec

This Certificate of Analysis has been electronically signed from a validated LIMS

rap_coa_resultats vS

Page 2 / 2



OI'leJlJIa )(eJ[CKea IIOJIaHA Cﬂ. 3 0.0.

ByJ. Jllo6enncbka 52, 35-233 XKewys, [Toabia

3AABA IIPO CEPTU®IKALIIO

3 JlilleH3i€r0 HA TIPOJYKT 10
JiteHsii Ha BUpo6HuLTBO Ne 167/0190/15

Jlikapcbkui 3aci6: HO-ILUTA® ®OPTE
TabaeTkH o 80 Mr,
Ne 24: 24 TabaeTku y 6aicTepi; 1 6icTep y kKapToHHIN Kopo6bui
Jiroua peyoBuHa: /I[poTaBepHHY TripoxXJIOopH]
(PeecTpauiiine noceiguenns Ne UA/8879/01/01)

Koz GMID: 669127
Howmep cepii: AR44TS
JaTa BUpo6GHUIITBA: 25.10.2024
Tepmin npugaTHoOCTi: 09.2027
KpaiHa npusHayeHHs: YKPATHA

«lJum 3aceiduyio, wo Hasedena suwe ingopmayis € docmosipHoio ma mouHor. flana cepis 6yaa gupobaeHna,
8K/II0YHO 3 NAKYBAHHAM/MAPKYSAHHAM, NPOGEOEHHAM KOHMPOI0 AKOCMI, Ha 3a3Ha4eH U suuje JiAbHUYI
nogHicmio gidnogidHo do npasusa GMP, micyesux pezy1amopHux opzatis, cneyugikayill do Peecmpayitinozo
nocgidueHHs peecmpayitiHozo docke kKpaiHu-imnopmepa. [Ipomokoau supobHUYMeEa, nakysaHHs ma aHai3ie
6y/u hepea2/1ssIHymi ma ecmaxogaeHo gidnogionicme GMP».

KinpkicTb oguHuLE, AKi ycnimHo npodmwy Bunpobyeanus: 146 990 ynaxonku

[ligroTyBag: [lignucag (YnoBHOBaXKeHa oco6a):

(Jara Ta [lignuc) (dara ta IMianuc)

ITidnucano enekmpoHHoO: : IidnucaHo eaekmpoHHO:

Enz6iema IsaHko MOHIKA MUCJ/TUBEL]b [MONIKA MYSLIWIEC]
[IpuvuHa: BukoHaseyb Ipuvuna: 3ameepdxceHHs

Hama: 13.11.2024 10:15 GMT +1 Jama: 13.11.2024 10:32 GMT +1

(Ha o¢iuiiiHoMy 6J1aHKy NiANpUEMCTBA)



CEPTH®IKAT AHA/I3Y / CEPTU®IKAT CEPI|

Onenna Xenckea [onang Co. 3 0.0.

Bupo6Huya ainpHus B MicTi Kewmys
By JltoGeabebka 52, 35-233 XKewys, [Tosbuia

Ten. +4817 8502500

Homep BupodHuYoi gissuuui: 167/0190/15
Homep nocunanus EudraGMDP: 149094

Hepexnajy

Hasga nmpoaykry: HO-UINA $OPTE
Howmep cepii: AR44T5 Cuna pil: 80 mr
GMID ko 669127 Kpaina: YkpaiHa
Jlozopana dopma: TabJeTKH JlaTa BUTOTOBJIEHHS: 25.10.2024
YnakoBka: 24 TabaeTku y 6JicTepi TepMiH npHUAATHOCTI: 09.2027
YMoBH 36epiranHs: 36epiraTH B OpPUTiHaJIbHIN YNIAaKOBLi pU TeMnepaTypi Huk4e +25°C
Howmep PIT: UA/8879/01/01
TECTM . .~ o CHEUMPIKALLI | PE3YJIBTATH

i3 puMoraMu GMP €C Ta BUMOoraMy peectpanifiHoro nocsijueHHs (-b) kpaiHu/Kpaid IpU3HaYeHHs.

|

PimmeHHs YIIOBHOBaXKeHOI 0COGH

CTaTyc BUCHOBKY:

BunymeHo

Jata BrcHoBky (UTC+1):

13.11.2024 10:30:26.00

YroBHOBaXkeHa ocoba:

MOHIKA MUCJIMBELLL [MONIKA MYSLIWIEC]

Jlanuit Ceprudikat AHanisy 6yB NifnncaHui elleKTPoHHO y BasifoBanii cucremi LIMS.


http://www.tcpdf.org

