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Certificate of Quality
Ceprudikar sgxocri

Manufacturing Authorisation number on a date of release/ Homep niuensii va HpoSuMITBO, AKTY2ILHOT HA JATY BHIYEKY:
0000000003/21/1

Product: MOVALIS® tablets 15 mg
IIpenapar: MOBAJIIC®, TabjeTkn no 15 mr

Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina

Country of Manufacture/ Kpaina-supo6uuxk: Greece/l peiis
Active ingredient/ AkTHEHRH inrpenienT: meloxicam, 15 mg/tab / Menokcuxam, 15 mr/tab

Marketing Authorisation Number: UA/2683/02/02 Valid till: perennial
Peectpaniiine nocpiguens: UA/2683/02/02 Jie no: Ge3cTpokoBo

Type of the package: 10 tablets in a blister; 2 blisters in a carton box labelled in Ukrainian language
Vnakoska: no 10 raGnerok y 6aicrepi; no 2 Grictepn B KapTOHHIH KopobLi 3 MapKyBaHHAM YKPaiHCEKOIO MOBOIO

Batch number/Homep cepii: F48425
Date of Manufacture//lata Bupobuuursa:  21.10.2023

Date of Expiry/ [lpunaTthnii no: 10.2026 Batch size/ Po3mip cepii: 21922 packages / yniakoBku

Certification statement: | hereby certify that the information hereinabove is true and correct. This product batch
has been manufactured (including packaging/labeling) and subjected to quality control at the site indicated above
in full compliance with the GMP requirements, as published by the local regulator, as well as in accordance with
the specifications given in the registration dossier or marketing license of the manufacturer or importer country, in
cases where the product is imported, or in the Product Specification File for a study medicinal product. The
manufacturing, packaging and test records have been reviewed and confirmed as GMP-compliant.

Cainourso npo ceprudixaniro: LM 5 3acBinuylo, 1o HaBejeHa BHIe iH(opMalis € 10CTOBIPHOK Ta TOYHOLO.
Llio cepito npoaykuii 6yiio BupobieHo (BKIOYAOYH aKyBaHHA/MapKyBaHHA) Ta IPOREIEHO KOHTPONE 1i AKOCTi Ha
BHLIE3a3HaYeH i AibHAL Y moBHil BinnosiaHocTi 3 BUMoramu GMP, BCTaHOBIEHHMH MiCIIEBHM PEryisTOPHHM
OPraHoM, a TAKOX BiANOBIAHO A0 cnienhikauiil, 1io MicTaTsCS y peecTpauiiinomy gocke abo Topropii ninexsii
kpainu-BupotinKa abo KpaiHu-iMNopTepa, SKILO NPOAYKLIO iMnopToBano, abo y Aocke cnenndikauiii Ha
Npenapar Al AocHiIxKyBaHOTO Nikapebkoro 3acody. [1poTokonn BUpoSHHITEA, NaKyBaHHs Ta aHani3is 6ymo
nepernsHyTo Ta BCTaHOBNEeHO Bianogianicts GMP.
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CepTudikat sikocri

Product: MOVALIS® tablets 15 mg

Ipenapar: MOBAJIIC®, TabneTku no 15 mr

Batch number/ Homep cepii: F48425

Number of analysis/Homep ananisy: 40000352646

Test
Bunpobysants

Specification
Cnenudikauis

Description (visual test)

Onuc (sisyansunii)

Loss on drying (weighing)

BrpaTa B Maci npu BHCYWI YBAHHI

(3BasKyBaHHA)

Hardness (physical test)

Teepaicts (disuunni rect)

Identity
InenTudirania
UH-AC 62 XX (LC)

Cropinka 2 3 5

Pastel yellow, round tablets with snap-
tab score, one side convex, bevel edged
and marked with the company symbol;
the other side marked with the code and
a full bisecting score.

Kpyrni TabaeTky nacTenbHC-KOBTOTO
KOJILOPY 3 JIHIEI0 po3noMy. 3 oHOTO
GOKY ONYKI, 3i CKOLIGHUMH KPaAMH i
MapKyBaHHIM CUMBOJTY KomnaHil. 3
iHmoro GoKY 3 MHIE POINOMY HaBMIN
Ta KOAOM.

<5.0%
<5.0%

Force, not less than: 70 N

Test 6 tablets with a suitable apparatus.
[f one or two of the tablets fail to
comply with the requirement, test a
further 12 tablets. At least 16 of the 18
tablets tested should comply with the
requirement.

Cuna ne MeHina, Hix: 70 N.
Bu3HaudTH TBEpAicTE 6 TadneTok 32
JOTIOMOTOK) BiINOBITHOI anapartypu.
Sxwo ogua abo asi Tabnerky He
BIAMOBINAIOTE BUMOTaM, Hazami
BH3HAYAOTH TBEpAiCTL 12 TabneTok.
IMpunaiimui 16 3 18 ananizopanmx
TabAeTOK MOBMHHI MOBHICTIO
BiJIMOBIAATH BUMO3I.

The retention time obtained with the test
solution corresponds to that obtained
with the standard solution,

Test result Unit
Pesynrerar OnuHuus
conforms
Bianosigac
2.0 %
2.0 %

min;83/max103 N

min:83/max103 N

conforms
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Ceprudikar sikocTi

Product:

MOVALIS® tablets 15 mg

IIpenapat: MOBAJIIC®, Ta6aeTku mo 15 mr

Batch number/ Homep cepii: F48425 Number of analysis/Homep ananisy: 40000352646
Test Specification Test result Unit
Bunpodyganns Cneundikauis Pesynbrar Opunnnsg

UH-AC 62 XX (PX)

UH-AC 62 XX (LC)

UH-AC 62 XX (PX)

Active ingredient decomposition (1.C)
Po3napn akTuBHore iHrpeaienTa (PX)
2-amino-5-methylthiazole

2-amiHo-5-meTHaTIAZ00

each individual unspecified
degradation product

KO}eH OKpeMuii
HecneuuivHui npoaykT
posnany

sum of all degradation
products

CYMa BCiX HPOAYKTIB
posnajgy

Cropiuka 3 35

Yac yTpuMyBaHHA, OTPHMAHHH Yy BiANOBIAAE
BUNpOOOBYBAHOMY PO34KHI, BIANOBIAAE

4acy yTPHMYBaHHS, OTPHMAHOMY 3i

CTAHAAPTHOrO POIUHHY.

The UV spectrum of the active conforms
ingredient obtained with the test solution

must correspond to that obtained with the

standard solution,

Y @-cTieKTp akTHBHOTO IHIPeNlieHTa, BiAMoRigac
OTpHMaHuil Y BUNMpoGOBYBaHOMY

po3uKHi, Bianosigae Y ®-cnekrpy

AKTHBHOIO IHIPEICHT4, OTPUMAaHOMY 2

CTAHNAPTHOrO PO3UHHY,

<0.15% <0.05 %
<0.15% <0.05 %
<0.2% <01 %
<0.2% <0.1 %
=0.5% <01 %
<0.5% <01 %
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Ceprudikar sakocri

Product: MOVALIS® tablets 15 mg
Ipenapar: MOBAJIIC®, Tabnetkn no 15 mr

Batch number/ Homep cepii: F48425 Number of analysis/fHomep ananizy: 40000352646
Test Specification Test result Unit
BunpoGyeanns Crienydikauis Pezynvrat Onunuug
Assay
UH-AC 62 XX (LO) 14.25-15.75 mg/tab 15.11 mg/tab
Kinnbxicne BizHavenns
UH-AC 62 XX (PX) 14.25-15.75 mriTad 15.11 mr/tad
Dissolution (paddle method/ Requirement A (n=6)
spectrophotometric determination) No individual value is less than Q+5% 89/ 90/ 89/ 89/ 91/ 91 %
Time: 30 min Requirement B (n=12) AV: 90 %
Q:75% The average should be equal to or greater

than Q, and no individual value is less
than Q-15%.

Po3unxeHHs (npunan 3 nonarrio / Bumora A (n=6)

CREKTPOMOTOMETPHYHE BU3HAYCHHA) JKoaue 3Ha4eHHA HE MOBHHHO ByTH 89/ 90/ 89/ 89/ 91/ 91 %
Yac: 30 xB Menue, ik Q + 5%. cepense sHavenns: 90 %
Q: 75% Bumora B (n=12)

CepelHe 3Ha4YeHHs eKBIBa/IEHTHE abo
Gineure, Hix Q. XojHe 3HaYeHHS He
noBHHHO OyTH MeHIue, Hix Q-15%.

Uniformity of dosage units of UH- Declared content: 15.00 mg/tablet
AC 62 XX by content uniformity (LC) Requirement A (n=10) Min value: 14.43 mg/tab
The acceptance value (k=2.4) must not Max value: 15.10 mg/tab
be greater than 15.0. acceptance
Requirement B (n=30) value: 3.1
The acceptance value (k=2.0) must not
be greater than 15.0 and no individual
value is lower than 0.75M or greater than
1.25M.
OpHopigHicTh 1030BAHHX OAMHHLL  3agBneHuii emict: 15.00 Mr/tabnerka
UH-AC 62 XX 32 onHOpiiHicTIO Bumora A (n = 10) MiH. 3HauenHs: 14.43 wT/tab

BMicTY (PX) Tpuiimanshe wueno (k = 2.4) ne
HoBuHHO OyTH Ginewe 15.0.
Bumora B (n = 30)
Ipuiimansre wueno (k = 2.0) we
norunHO GyTH Sinbine 15.0, i koane
OKPEME 3HAUEHHS HE NIOBUHHO ByTH
Hmxue, Hix 0.75 M abo 6insiue 1.25 M.

Makc, sHaueHHs; 15.10 mr/Tab
npHiAManbHe
YUCNO! 3.1
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Ceprudikar sxocti

Product: MOVALIS® tablets 15 mg
IIpenapar: MOBAJIIC®, TabjeTku 1o 15 mr

Batch number/ Homep cepii: F48425 Number of analysis/Homep ananisy: 40000352646
Test Specification Test result Unit
Bunpobysanns Criequdikauis Pesynbrar Omrnns

Microbiological quality *
Mikpobionoriyna ykcrora *
Total aerobic microbial <10° CFU not analyzed
count (TAMC)/g
{Standard test Ph.Eur./ USP/IP)
3aranbHa KiNBKICTE <10*KYO He ananizosano
aepobHux Mikpoopranizmis

(TAMC)/r
(Crann tect Ph.Eur./USP/IP)

Total combined < 10? CFU not analyzed
veasts/moulds count

(TYMC)/g

(Standard test Ph Eur / USP/IP)

3aranbHa KiabKicTh <107 KYO He ananizosano
APUKIKOBHX i ILTicEHEeBHX

rpubis (TYMC)/r

(Crana. Tect Ph Eur /USP/AIP)

Escherichia coli/g Not detectable not analyzed
(Standard test Ph.Eur / USP/JP)

Escherichia coli/r He BusaBieHa He ananizopaso
(Ctang. tect Ph.Eur /USP/IP)

Remarks/ITpumitka:

*1f the results for the first 5 production batches are within specification, test every 5" batch or one batch per
quarter, depending on the rate of production/

* Sxuo pe3ynbraTtd 5 BUpoOHHYMX cepiil BinnopinaroTs cnenudikauii, ananiz npoBoasTs Ha KoxHIH n'aTiil cepii
abo opHiii cepil Ha kBapTan B 3aIeXKHOCTI Bijl YACTOTH BHPOBHULITEA,

Result/Pesynbrar: released/npuaatso: 14 1o .2072 Y
(release date)/(naTa BUIYCKY)
~™ Boehringer
i”ll Ingelheim
Boehringer Ingelheim Hellas Single Member S.A.
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