JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

12.01.2026 Ne 67806/26/10

OJITAP® 6 MI'

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tabaerkn no 6 mr, no 30 Tabaerok y 6aicrepi; mo 1 6Jicrepy B kaproHHii kKopobui

(dhopma BuITycKy, NO3YBaHHS, BHJ IAKYBAaHHS JIIKapChKOro 3acoly)

Homep peecrpariitoro nocsiguenns UA/6108/01/05 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne SS02ZA KisnbkicTs BBe3eHoro sikapceskoro sacody 480
BupoGrik A. Menapini Manydakrypiur Jloricrike enn Cepsicec C.p.J1., Itamis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3ac00y, KpaiHa NMOXODKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiimenysanus Ta koj 3a €JIPTIOY ropumuunoi ocobu abo npizsume, im's, no 6aTekoBi (izmunOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

IIporoxoa Bisyaasnoro xoutpoio six 07.01.2026 Ne 4183/3S.

3a pesynbTaTaMu [EPKABHOIO KOHTPOIIO BCTAHOBIEHO, IO JHkapcekud 3aci6 BBeseHo B VYkpaluy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IeYEHHS AKOCTI JIIKAPCHKHX 3aC00iB.

Onera EPBOMEHKO

{migmwc) {iminiams ra ppizaane)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



A. MIENARINE

MANTESCTLIRING LOGISTICS AND SERVICES

Ipoayxr

KpaiHa-BHPOGHHIK

Peecrpalliiine NOCBIUCHHS
Jlosysanns/Buict

Jlixapcbka opma

Bt i po3mip ynaKosii

Noe cepii

Jlara BUrOTOBACHIIA

JlaTa 3aKiHICHHA TepMiHy NPHAATHOCTI
Jlara BBIycKy cepil

HaiimenyBsanHs i MICLIE3HAXOMKCHHS
BHPOOHHKA, L0 BUILyCTHE cepiio B 06ir
Homep JileH3ii Ha BUPOOHHLITBO

MokazuukK

3opHilHIA BUITIL

OAHOPIAHICTE MACH

ToBulHa

Cepens Maca

OHOPIAHICTH JO30BAHIX OMHHULL
Posnajganis

CTilKicTb A0 PO3AABITIOBAHHA
CrupaHicrs

| penrndikattis raiMenipuLy

BEPX
BEPX/Y® meronom M

| neHTH}iKaLis oxeuay 3aniza
Kinbkicuuii BMicT raiMenipray

Posuunents (v ocghamuomy 6yqhepi,
pH 7.3)

B w00 B Z 7

Ceprudixar sKocTi

OJITAP® 6 mr

Tranis

UA/6108/01/05

| TabaeTka MiCTHTD rniMenipuiy 6 Mr
TabaeTku 10 6 MI

Tlo 30 TaGnetox y Gaicrepi; 1o | Gricrepy B KapTOHHIH KopaOii

5502A
04/2025
03/2027
27/05/2025

Po3mip cepit: 10200 yrakoBoK

A.Menapini Many akrypisr Jloricrike enn Cepsicec C.p.JL.

Bia Kamito ai Tline, 67100 JI’ Axgina (AK), ranis
aM — 83/2024

Cueunpdiranis

YKoBTi Kancy JIOBHIH HernokpuTi 0G0JIOHKOI0 TabneTin
31 CKOIEHUMH KPasMH | pHCKOIO Ui oty Ha ol
cTopoHi

Cepenns Maca® 5 %

3,60 MM — 3,80 MM

358,00 Mr =2 % (350,84 mr— 365,16 mr)
Bignoizae Ph. Eur. 2.9.40

He Ginvue 15 X8

50-150H

He Ginbe 1.0 %

Yac yTpUMYBaHHs OCHOBHOIO flika Ha XpOMATOrpami
BUMPOGOBYBAHONO 3paskd pinnonifae wacosi
yTpUMyBaHHs OCHOBHOIO [iKa CTalAapTHOTO 3Pa3Ka,

AHAOTUHO IO PE3YbTATIB KinbKiCHOTO aHanisy

Crexrp NOrMMHAHHA OCHOBHOTO niKy Ha xpomarorpami
“Bunpo0yBaHOrO PO3UAHY Bianosifac crexTpy
OMJIMHAHHS TKY CTAHIAPTHOTO PO3UHHY, OTPHMAHOrO
TIpH KibKICHOMY aHanizi.

[Mo3wTHBHA peaKLis
95 % - 105 % (5,70 Mr - 6,30 Mr)
Q =75 % npoTarom 30 xB

oy %L/

Pesvaprar

Bianosigac

Bianosinae
3,68 MM
358,70 mr
Bianosinae
4 X8

88 H
0,1 %

TTo3HTHBHO

[To3HTHBHO

[T03HTHBHO
97 % (5,83 mr)
83 %




A. MENA RINX
MANIFACTURING LOGISTICS AND SHERVICES
Ceprudixar scocri

[ponyxr OJITAP® 6 mr
Kpaita-supo6uu ITanis

Peectpauiiine nocsigvens UA/6108/01/05

Hosypannsa/Bmicr 1 Tabnerka micrur, rimenipuay 6 mr

Jlixapenia dopma Tabnerxu no 6 mr

Bun i posmip ynaxosku Io 30 TaGnetok y Gricrepi; 1o | Guicrepy B kapronmiis Kopobui
Ne cepii 5502A Posmip cepii: 10200 YIaKoBOK

Jlara Burorosnenns 04/2025

Hara 3axinuenns TePMIHY NPHAATHOCT 03/2027

Hara sunycky cepii 27/05/2025

Haiimenypanus i MicuesHaxomKen s A.Menapini Many daxtypinr Joricrixc enn Cepsicec C.p.J1.
BUPOGHHK, WO BUNyCTiR cepito B 06ir Bia Kamno ai ITine, 67100 J1 "Axsina (AK), Itanis

Homep niuemsii na BUPOGHHLTBO aM - 83/2024

Hoxazunk Crenndiixanin Pesvaprar
Kinpxicuuit smict nomiurox (BEPX)

Cynbhonamin <0,6 % 0,05 %
Hesizomi nomitmicn OKpEMO <0,1% 0,00 %
Cyma romitox <1,0% 0,05 %

MikpoGionoriuna uncrora*

TAMC He Ginbme 10 KYO/r 0KYO/r
TYMC He Ginbwe 102 KYO/r 0 KYOrr
Escherichia coli Bincyrni (1 1) Bincyrui (1 r)

[Mpumiricr: *Bunpobypans IPOBOAATH MPH BHITYCKY HA KOMHIH 5-ji cepii

Ceprudixar

S unm sacsinuyio, wo Inopmautis, Buxnanena BULIE, € ToYHOIO i AocToBipHOIO, T Ipouec Bupo6unuTEa Ranor cepii
NPOAYKTY, BrMOYaIOuy YnaxyBauua/Mapkypauus | KOHTPOJIb sikocTi, Oyno 3uificheno s NOBHIH Bianopignocti 3
BumMoramit GMP, sataepmrennmu MIiCUCBUMH Opranamu KOHTPOMO, | cneundikanismu PeECTpauiinore nocriguens
kpaiku-iMnoprepa, abo Bumoramu cneundiranii g NPOAYKTIB, npusnauenux s nocnimrenns. 3Bith wojo
BUPOOHHUTRA, YDAKyBaHHS Ta aHAMITHUHMX BunpoGyBanb cepii Oyn10 npoananizoBano | BU3HAHO TakuMH, 110
BIANOBI AAIOTS Crangapram GMP,

YnoHoBaena ocoba
H-p xysenne A. | ppepa (miamic)
Jara Bupaui ceprudikary: 24.07.2025 Ulramn



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CERTIFICATE OF QUALITY

Product: OLTAR® 6 mg

Ratch releaser country: Italy

Registration certificate no.: UA/6108/01/05

Strength/potency: 1 tablet contains 6 mg of glimepiride
Pharmaceutical form: Tablets, 6 mg

Packaging size and type:

30 tablets in a blister; 1 blister in a cardbox

Batch no.: 5502A Batch size: 10200 packages
Manufacturing date: 04/2025

BExpiry date: 0372027

Date of batch release: 27/05/2025

Batch release manufacturer:

Manuf, authorization number:

A. MENARINI MANUFACTURING LOGISTICS AND

SERVICES S.R.L.
Via Campo di Pile, 67100 L’ Aquila (AQ), Ttaly
aM-83/2024

TEST SPECIFICATION RESULTS
Appearance Tablets of yellow colour, uncoated,
rounded comers, capsule shaped,
with fracture line on one side Complies
Uniformity of weight Average weight £ 5% Complies
Thickness 3.60 mm - 3.80 mm 3.68 mm
Average weight 358.00 mg + 2 % (350.84 mg — 365.16 mg) 358.70 mg
Uniformity of dosage units Complies with Ph.Eur. 2.9.40 Complies
Disintegration Not more than 15 min 4 min
Hardness 50 - 150N 88N
Friability Not more than 1.0 % 0.1%
Identification of glimepiride
HPLC The retention time of the major peak in the Positive
sample chromatogram corresponds to that of
the standard as obtained in the assay.
HPLC/UV by DAD The absorption spectrum of the major peak in the Positive
sample chromatogram corresponds to that of
standard as obtained in the assay.
Identification of ferric oxide Positive reaction Positive
Glimepiride assay 95 % to 105 % 97 %
(570 mg - 6.30 mg) (5.83 mg)
Dissolution Q=75%in30 min 83 %

(in phosphate buffer pH7.5)

. MENARINT MANUFACTURING LOGISTIES AND SERVICES SRL CON SOCIO UMICO - SENE LEGALE: VIA ROSOUNO PILD 4 - 50173 FIRENZE - TEL. +39 055 56301 - FAY: +38 655 58477
PEC: i1 - CAPITALE SOCIALE €42650.000 LY. - C.£./ . 1VA EREG. IMPRESE (5006670482
STABILIMENT! DI PRODUZIONE: VIA SETTE SANTI 3, 50131 FIRENZE - VIA DI SCANDICC! 37. 50143 FIRENZE - VIA CAMPO DI PILE 67100 LAQUILA
SOCIETA SOGGETTA ALUATTIVITA' DI DIREZIONE £ COOROINAMENTO D A. MEMARINI INDUSTRIE FARMACEUTICHE RIUNITE SRL.- VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA (0355270481

A Menarini Manufacturing Logistics and Services S, & un'azienda del Gruppo Menarini. Visita it sito interned '




Product:

Batch releaser country:
Registration certificate no.:
Strength/potency:
Pharmaceutical form:
Packaging size and type:

[ENARINI

MANUFACTURING LOGISTICS AND SERVICES

OLTAR® 6 mg

Ttaly

UA/6108/01/05

1 tablet contains 6 mg of glimepiride
Tablets, 6 mg

30 tablets in a blister; 1 blister in a cardbox

Batch no.: 5502A Batch size: 10200 packages
Manufacturing date: 04/2025
Expiry date: 03/2027
Date of batch release: 27/05/2025
Batch release manufacturer- A. MENARINI MANUFACTURING LOGISTICS AND
SERVICES S.R.L.
Via Campo di Pile, 67100 L’Aquila (AQ), Italy
Manuf. authorization number: aM-83/2024
TEST SPECIFICATION RESULTS
Related substances (HPLC)
- Sulphonamide <0.6% 0.05 %
- Single unknown impurities 20.1% 0.00 %
- Total impurities <1.0% 0.05%
Microbiological test*
- TAMC Not more than 103 UFC perg 0 UFC/g
-TYMC Not more than 10 UFC perg 0 UFC/g
- Escherichia coli Absent (1 g) absent(lg

* The test is performed on every 5% batch

Certification statement:

I hereby certify that the above information is authentic and accurate.

«««««

This product batch has beep

.{t'abricated/manuf‘actured.; including packaging/labelling and quality control at the above mentioned site in

full compliance with the GMP
the Marketing Authorisation of"
were reviewed and found to be ip compliance with GMP

Qualified Person
Dr. Giuseppe A. Trrera

Date of issuing

£ MENARIN MANUFACTURING LOGISTICS AND SERVICES SR.L. COM S0CIO UMISO - SEDE LEGALE: V14 ROSOUING PILD 4 - 50131 s

PEC: o

STABILIMENTI DI PRODUZIONE: VI4 SETTE SANTE3. 50131 FIRENZE - viA i SCANDICCI 37. 50143 FIRENZE - WiA CAMPO DI PILE 87100 LAQUILA
SOCIETA SOGGETTA ALLATTIVITA' Of DIREZIONE £ COORDINAMENTO DI A. MENARIN] INDUSTRIE FARMAGEUTICHE RIUNITE SRL. - Vi SETTE SANTI 3 -50131 FIRENZE - P. {4 o308

24/07/2025

A Henarinl Manufacturing Logistics and Services S, & un'azienda del Gruppo Menarini. Visita il sito intarnal 10

requirements of the local Regulatory Authority and with the specifications in
the importing country. The batch, processing, packaging and analysis records

(s*z'gnatw;g i{g@p}

- CAPITALE SOCIALE £42.650.000 1Y.- C.F./ 2. i EREG. IMPRESE 05008870482

VA 00395270481



http://www.tcpdf.org

