NTEPKABHA CJYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH
Y JHINPOIIETPOBCHKIN OBJIACTI

Huinpo, nn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €EJPIIOY 37070665

BHUCHOBOK
Npo FAKicTh BBE3€HOro B Y KpaiHy JiKapcbKOro 3acody
13.12.2024 65538/24/04
MOBAJIIC®

(HaliMeryBanHs Nikapchkoro 3acofy 3riHO 3 peecTpallifiHUM NMOCBiMNEHHAM}
Tabaerku no 15 mr o 10 Tabaerok; o 2 Gicrepu B KapTOHHII KopoOLi
(hopma Bunycky, A03YBAKHS, BHI NaKyBaHHA Nikapckkoro 3acoly)

Homep peectpatiifinoro nocsinuensns UA/2683/02/02 crpok gif peectpauiiinoro nocsiguenus 01.01.2099

Cepis nikapcekoro 3acoby Ne F48425 KinskicTs BBE3eHOro nikapeskoro 3acoby 2142
Bupo6Huk Bepiurep Inrenpxaiiv Xennac Cunarn Membep C.A., I'penis
{HafiMeHYRaHHS BHPOGHKKA NIKapCEKOro 3acoby, KpaiHa MOXOMIKEHHA)
Bse3ero B Yxpainy TorapHucTBO 3 06MexeH0I0 BiznopizaanuicTio "baJIM", iaenr. kox:
31816235 .

(HaiiMenyBanHs T2 koa 3a €JIPTIOY wpuauunoi ocolu abo npizexwe, iM'a, Mo 6arbkoB]
diznunoi ocoly - mianpremMus, ii Micle IpoXKHBaKHS Ta peccTpauiflnit Homep o6nixopoi
KAPTKH NIaTHHKa N0aTKiB abo cepis Ta HOMED NAcNopTa)

NMpoTokon Bizyanbroroe koutpomo sig 09.12.2024 N 07-01/3292/2.

3a pesyabTaTaMH  AEPKABHOPO KOHTPOMIG BCTAHOBIEHO, INo Jikapcekuil 3aci6 BBeseHo B Ykpainy 3

JOTPHMAHHAM BUMOT 3aKOHO/IABCTBA MO0 3a0€3NeUeHHA AKOCTI JlikapcrkuX 3acobis.

B. 0. HauanbHuKa [lepxaBHOT ci1yx0u 3
MiKapchKHX 3acobiB Ta KORTPOMIO 3a
HapKOTHKaMH y JIHIIponeTpoBChKii
obnacti

Hikiriuera Okcana +38(066)345-41-71



5th km Paignia-Marko lo,
i gt T Boehringer

Koropi Attiki, 19441, Greece
5-F kM nﬂﬁaﬁiﬂ-MﬂptOﬂﬂ)’J!D, I"Il In gelhelm
Koponi Atrixa, 19441, Ipeuin
Boehringer Ingetheim Hellas Single Member S.A.
Tel: +30 210 6684 000, Fax: 430 210 6623 205 Bepinrep Inrensxativ Xennac Cunrn Membep C.A.

Certificate of Quality
CepTdixart axocri

Maazufaciuring Awthorisation number on a date of release/ Homep ninenaif wa supabunnrso, skTyannnol Ha JaTY aHmyCKY!
0000000003/21/1

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

Importing country/ Kpaina-imnoprep: Ukraine/Yxpaina

Country of Manufacture/ Kpaina-supoSuux: Greece/T'pelia
Active ingredient/ Aksnali inrpegient: meloxicam, 15 mg/tab / menoxcuxanm, 15 Mr/Tab

Marketing Authorisation Number: UA/2683/02/02 Valid till: perennial
Peecrpauiline noceinyenua: UA/2683/02/02 Hie no: Gesctpoxoso

Type of the package: 10 tablets in a blister; 2 blisters in a carton box labelled in Ukrainian language
¥Ynexosxa: no 10 rabuerox y Onicrepi; no 2 GnicTepy B KapTonnil kopobii 3 MapKyBaHHaM YKPETHCEKOIO MOBOIO

Batch number/Homep cepii: F48425
Date of Manufacture/flaTa aepodHuurea:  21,10.2023

Date of Expiry/ Npnpathni go: 10.2026 Batch size/ Pomip cepil: 21922 packages / ynakoskH

Certification statemeat: [ hereby certify that the mformalion hereinabove is true and correct, This product batch
has been manufactured (including packagmg{label ng);-en ecled to quality control at the site indicated above
in full compliance with the GMP requirements 4 -' eocal regulator, as well as in accordance with
the specifications given in the registration dgésier ¢ 3

cases where the product is imported, or in t et
manufaciuring, packaging and test recordy/hf

ed as GMP-compliant,

Csizourse npo ceprndivanino: Iium g 140!

HA Bﬂ}b.s 1 thopMaiLir € JOCTOBIPHOIC Ta TOUHOLWD,
Lo cepito npogyxuil Gyno supofineno (Brfan

MAOUM NAKY. nannafmp AHAA) T4 NpoBeACHO XOHTPONE Ti AkoCTi HA
Bllue3asHAYCHR AinbHnUE ¥ norHIY ignoBlfotTha BHmoraMy GMP. TAHOB/ICHHMH MICLIEBHM PEryIATOPHHM
OPranocM, a TaKOX Binnosiano Ao cnemndix \.&. - ,Jgiwj auiiiHoMy Rocke abo TOprorii mneusi
kpainu-snpofHuKa abo xpai'ﬂn—mnoprepa. ‘-\.--'_-‘.-m muw m(m'bmaauo, abo y aocke cnenmdixaniii Ha
npenapaT Ang AOCTIAKYBAHOIO mxapchxom zacoby. IIp0TOxoAr aupofiWniTaa, naKyranHA Ta auanisis Gyno
NEPErIAHYTO TR BCTAHUBHEHO RIAROBLHICTL GMP,

Cropinka 135 _ COQ-397602-V011



51h km Paiania-Markopoulo, i
uiania-Markopoulo ™\ Boehringer

Koropi Attiki, 19441, Greece L
5-# xm TMatiavia-Mapkonoyno, | I|| Ingelhelm
Koponi Atrrxa, 19441, I'penin
Boehringer Ingeiheim Hellas Single Member S.A,
Tel: +30 210 6684 000, Fax; +30 210 6623 905 Bepinrep Inrensxatim Xensac Cuirn MemGep C.A.
Certificate of Quality
Cepradiikar axocri
Product: MOVALIS® tablets 15 mg
IMpenapar: MOBAJIC®, TabreTku no 15 mr
Batch number/ Homep cepil: F48425 Number of analysis’/Homep awarisy: 40000352646
Test ' Specification Test result Unix
BunpoGysauns Chemdixania Pesyaerar Onuups
Description (viseal test) Pastel yellow, round tablets with snap- conforms
tab scare, one side convex, bevel edged
and marked with the company symbol;

the other side marked with the code and
a full bisecting score.
OnBe (pisyamnnii) Kpyrni tafaeTky necTe/lRO-HOBTOTO sianosizee
EO/LOPY 3 NHIQC Po3niomMy. 3 OAHOTO
Soxy omyKni, 3i CROWCHHMB KpARMH |
MAPKYBAHHEM CHMBOTY KOMNBHIT. 3
inworo Goky 1 KiRico poxToMYy HaBiin

Ta KOAOM.
Loss on drylng (weighing) £5.0% 20 %
Brpara 8 Maci npx sncymypasni <5.0% 2,0 %
(I RANHA)
Hardness (physicl test) Force, not less than: 70 N min:83/max103 N
' . Test 6 tablets with a suitable apparatus,
if one or two of the tablets fail to
comply with the requirement, testa
further 12 tablets. At least 16 of the 18
tablets tested should comply with the
requircment,
ThepaicTs (pisomnd reey) min:$3/max103 N
fneTok 3a
1410 Y ‘n i apmp"
FalneTok.
SBIHHX
Identity —— D
laenThdpikania He Ml
UH-AC 62 XX (L.OY The retention time obtained with the test conforms

solution corresponds to that obtained
with the standard solution,

Cropinka 23 5 COQ-3976802-V011



5th km Paienia-Markopoulo,
Koropi Attiki, 19441, Greece
5-#t wm Taitania-Mapxonoyna,
Koponi Atmuke, 19441, T'peuin

Tel: +30 210 6684 000, Fax: +30 210 6623 903

“\ Boehringer
l"li Ingelheim

Boehringer Ingelheim Hellas Single Member S.A.
Bepinrep Iureasxaiim Xennac Carrn Membep C.A.

Certificate of Quality
Cepradikar sxocri

Product: MOVALIS® tablets 15 mg
TpenapaT: MOBAJIIC®, TadaeTku o 15 mr

Batch aumber/ Homep cepil: F48425

Number of analysis/Homep ananisy: 40000352646

Test Specification Test result Unit
Bunpobyranns Creundixanis PesymuTar Onuxuua
UH-AC 62 XX (0 Hac yTpHMYBEHHS, OTPHMAHHA ¥ BiAnoeinae
BHNpo5OBYRAHOMY POIHHNI, BifmoBiTac
YECY YTPHMYBAHHA, (TPHMEHOMY 3]
CTRHOAAPTHOTNO POIUKHY.
UH-AC 62 XX (LC) The UV spectrum of the active conforms
imgredient obtained with the test solution
must correspond to that obtalned with the
standard solution,
UH-AC 62 XX (PX) Vdb-criexTp axkTHBROrO iurpenienuta, sizmosinae
OTpHMaNHH ¥ BunpobosyBaHOMY
posunni, sinnosinae Yd-cnekpy
SKTHEHOIC iHrpeaienTa, OTPUMAHOMY 3
CTRHIAPTHOTO POSUMHY.
Active ingredient decompasiton (LC)
Poanan skTHAMOID iHrpenicHT (PX)
2-amino-5-methylthiazole =0.15% <0.05 %
2-amiBo-S-seemnrriason =0.15% R €005 %
. ,\"‘ 'r_' i ‘_PH{Z\{‘%\ by
each individual unspecified <0.2% e 3
degradation produoct
ROMEH ORpEMHE <0.2%
wecienHGiTHRA npoayxT
poInaay
sum of all degradation =0.5%
products
cyMa Beix oponykTip =0.5% =201 %
posnagy

Cropinka 3 1 5.

COQ-397602-v011



5th km Paiania-Markopoulo,
Koropi Attiki, 19441, Greece
5-# um [lakiania-Mapxonoyno, I"

Koponi Armaxa, 19441, Cpeunin

Tel: +30 210 6684 000, Fax: +30 210 6523 905

Boehringer
Ingelheim

Boehringer Ingelheim Hellas Single Member S.A.

Certificate of Quality
Ceprudixar axocri

Product: MOVALIS® tablets 15 mg
Hpenapat: MOBAJIIC®, Ta6aerku mo 15 Mr

Bepiurep Inrensxaiiv Xennac Cusrn MemGep C.A,

Batch number/ Homep cepii: F48425 Number of analysis/Homep ananizy: 40000352646
Test Specification Test result Unit
BunpoGysaHua Creuudikanis Pexynerar OnuHHng
Assay
UH-AC 62 XX (LC) 14.25-15.75 mgitab 15.11 mg/tab
Kiankicne spanauennn
UH-AC 62 XX (PX) 14.25-15.75 Mritab 15.11 MI/Tal
Dissolution (paddie method/ Requirement A (n=6}
spectropholometric determinution) No individual value is less than Q+5% B9/ 90/ 89/89/91/91 %
Time: 30 min Requirement B (n=12}) AY: 99 %
Q:75% The average should be equal to or greater
than Q, and no individua] value is less
than Q-15%.
PozuHMennn (npunat 3 monarno / Bumora A (n=§)
CIERTHOSOTOMETPENIE BHIHAYERHA) Hopape snaqenns ne nopukHo Sy BS/ 90/ 89/ 89/91/91 %
Yae: 30 xp meHme, Hix Q + 5%. cepesne sHguenHg: 90 %
Q: 75% BasoraB (n=12)
Cepenwe 3ayenna exsiancHTie alio
Ginbuwe, mim Q. Hanne sHaueHux He
noBRHNC Oyt Mermoe, Hik Q- 15%.
Uniformity of dosage units of UH- Declared content: [5.00 mp/ablet
AC 62 XX by content uniformity (LC) Raqu' gmen] Min value: 1443 mghab
ichentariceivalue A)mustnot  Maxvalue:  15.10  mgitab
acceptance
value: kN |

OnnopilagicTs A0I0BAHHX CAHHNHOL
UH-AC 62 XX 28 oanopimricrio

aMicTy (PX)

Cropizkad435

s Ay %10)‘%\‘- /
iR e 'nﬁ‘c.m}. =Z.4) He

Biovora B (n = 30) s

Hpu#imansue aucno (k = 2.0) ne . 3.1

nosuRHG GyTh Ginsme 15.0, i wonne

OKPEME SHEUCHRN HE NOBUMHO By TH

scie, pik 0.75 M afo Sincme 1.25 M.

MiH. sHaveHns: 14,43 wur/rab
MaKc, 3navennn: 15,10 mrirab

COQ-397602-V011



5th km Paiania-Mark lo,
siania-Markopoulo Boehringer

Koropi Attiki, 19441, Greece
$-# xu Iakania-Mapkonoy:to, ]"l[ Ingelheim
Koponi Atmaka, 19441, Fpenis g
Boehringer Ingelheim Hellas Single Member S.A.
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inrem.xatiy Xennac Cusrn Menbep C.A.
Certificate of Quality
Ceprudixar axocri
Product: MOVALIS® tablets 15 mg
Ilpenapat: MOBAJHC®, Tabaerxu no 15 mr
Batch number/ Homep cepil: F48425 Number of analysis/Homep ananizy: 40000352646
Test Specification Test result Unit
Banpolyeauus _Cneumbixauia Pesym.rar Onnraus
Microbiclogical quality *
Mixpobionurivia aucrora *
Total aerobic microbial <10°CFU not analyzed
count (TAM
{Standard test Ph.Fur./ USPAP)
3amaasma xinukicts £ 10°KY0 He ananizosano
sepofivux mikpoopraniimin
(TAMC)r
{Crann Tect Ph,Eur./USP/IP)
Total combined <107 CFU oot analyzed
yessts/moulds count
(rYMCyg
(Standaid test PhBur/ USP/IP}
Zsrainus xinnkicTs, Z 1R KYO : He ananisonano
ApimosoBNx | DTicenenux
rpubis (TYMC)r
(CTana Tect Ph.Eur /USP/IP)
Escherichiu coli/g Not deiectable not analyzed
{Standard test Ph.Bur./ USPAIP)
Escherichia colifr He sussncua He ananizopano
(Crang. vect Ph.Eur JUSP/IP} e uf\
Remarksmbnmm
*If the results for the first 5 piod pecification, test every 5% batch or one batch per
quarter, depending on the
* Sxmo pesysnsraty 5 supdf émdundixanil, ananiz nposoaATL Ha koXHilt n'eTiH cepil
aGo onHil cepil Ha keapTa
Resuit/Pesynnrar: releas
(release da
o |ﬂ Boehringer
l Ingelheim

: Boehringer Ingeiheim Hellas Single Member S.A.
Date of signature (CoQ)/fata niamscanns {CH): '
Qualified Person/ Ynoplionaxena ocoBa:

Cropinka 53 5 - Quatified C0OQ-397602-V011




JEPKABHA CJOYKEBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO/LIO 3A
HAPKOTHKAMMU
Y JIHINIPOIIETPOBCHKIN OKJIACTI

Jutinpo, n.CoGopna 4, k. 601-605. 49005, 1en. (066)3434171
E-mail: dis.dp@@dls.gov.ua, Ko CIPIIOY 37070603

BHUCHOBOK
PO IKiCTh BBE3CHOro B Y Kpaily JiKapehKoro sacody

26.11.2024 N 62046/24/0411

MOBAJIC®

(MafMCHY BRI JHKAPCLRONO 3acofy 3riAne 3 pecerpattiling LocslL s )
tabaerkn 1o 15 mr no 10 Tadacrok; no 2 d.icvepn B Kapronnid kopobui

[t|)t)p,\la BHITYCKY, JLO3YBAHA, BMA TARYBAIIIT .’]iK"lPCbKUI'U 'illCUL')'\ )
lomep peccrpaniitnoro nocsizuenns UA/2683/02/02 crpox aif peccrpauiiinoro nocaipuenns 01.01.2099
Cepis nikapchroro sacoby Ne F833587A KinekicTh BRE3CHOrO Nikapeskoro 3acody 1008

Bupofink bepinrep [Hrennxaiim Xesac Cunrsr MemGep C.A.LL perus

(HAfNICHY B BUPOOHHKA JIKIPCLKOTO 3AC060) L KPATHD HOXQ AT

Bueseno s ¥Yrpainy Torapucrso 3 o6Mekerow Bianorizaanuicrio "baJIM™, ineirr. wo:
31816235

(hadsenyoanis ko1 33 EAPTOY wopu tinnal ocodn ado apissinie, isis, 1o oul LKl
i3HYOT OCOTH - THANPHOMLUA, T MICUE TPOKHBUNINE TA PCCCTPRIITHBIT Hosep oflkage]
KAPYTRE TUITHH G HOATRUE 000 CepBl T oM HucHopla)

[pororoea sisyasinnore kourpomo sia 25.11,2024 N 07-01/3143/14.

33 penvanTaraMil IepWKaBHOIO  KOHTPOMI  BCTAHOBACHO, W0 Jikapcukiil 3acid  Bseicno n Vepainy

AOTPHMAHHHAM piMOr 3aK0HOAZBCTRA UIOA0 1aGe3rIeUeHHA SKOCTI JIIKAPCLKHX 3ac0DiB.

B. o. navasibnuka Jepaxauoi ciymbu 3
JIKAPCLKHX 3ac00iB Ta KOHTPOJIO 34
HapkoTHKasmu y JIHInponeTpoReLKiil
obnacri

~d N\
i o,

(oc0Bd 0oL OPIUNIY ACPHRUBHONY KOHTROIIG) ;lt}ﬂ)il.‘pﬁﬁ_iﬁﬁlﬁ\-.‘H’pi Tzin I

M.TL

Hixitiaera Okcana +38(000)345-41-71



5th km Paiania-Markopoulo,
Koropi Attiki, 19441, Greece
5-# km Malfania-Mapronoyno,
Koponi Attuxa, 19441, I'peuis Boehringer Ingetheim Hellas Single Member S.A.
Bepinrep Inrensxaitm Xennac Cunrn Membep C.A.

Boehringer
||| Ingelheim

Tel: +30 210 6684 000, Fax: +30 210 6623 905

Certificate of Quality
CepTHikaT AkocTi

Manufacturing Authorisation nember/ Hemep afuensii na supobraoreo: 00000400003/21/1

Product: MOVALIS® tablets 15 mg
IIpenapar: MOBAJIIC®, rabaerkn mo 15 Mr

Importing country/ KpaiHa-iMnoprep: Ukraine/Ykpaina
Country of Manufacture/ Kpaina-eupoGunk: Greece/T'peuis
Active ingredient/ Axrasraft inrpeaienT: meloxicam, 15mgfab / Menokcukam, 15 mritab

Marketing Authorisation Number: UA/2683/02/02 Valid till: perennial
Peecrpauiiise noceiguenna: UAS2683/02/02 Hie no: GescTpokoro

Type of the package: 10 tablets in a blister; 2 blisters in a carton box labelled in Ukrainian language
VYnakosxa: no 10 rabnerok y Gnicrepi; mo 2 Gnictepn » kapToHHiN Kopobili 3 MEpKYBaHHAM YKPAIHCEKOI MORDID

Batch number/ Homep cepit:  F83357A
Date of Manufacture/ lata supoGumtea;  07.03.2024
Date of Expiry/ Ipunatanii no: ~ 03.2027

Batch size/ PosMmip cepii: 5987 packages / ynakosku

Certification statement:
I 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 ticense of the manufacturer or importer country, in cases where the
preduct 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

Ceinourso npo cepthdikaniio:

Llu 4 3aceinuyio, Mo HaBedeHa pulle 1HGOPMALIS € ZOCTOBIPHOK) T T B opts Ay KLt Gme

s gt
wﬁ%@ﬁt 4
aywﬂu a aHanisis 63!: :’3

g
+, K YLD,
~ _'__.—" “.\ o

Bupoﬁnmca abo kpatuu-iMnopTepa, alcm.o ntpoaykuin iMmopropa
AocnifysaHoro nixapeskero sacoby. [TpoTokonu supofunursa,
BCTaHOBNEHO BifnosinnicTeGMP

CropiHka 1i3 6



Sth km Paiania-Markopoulo, l" Boehringer
1]

Koropi Attiki, 19441, Greece Inge]helm
5-% km Iaktania-Mapkomnoyno,

Koponi Arruxa, 19441, Tpenis Boehtinger Ingelheim Hellas Single Member S.A.
Tel: +30 210 6684 000, Fax: +30 210 6623 905 BepinrepilHrens AN Xenic Cuin MenGepiCan’

Certificate of Quality
Ceprudikar saxocri

Product: MOVALIS® tablets 15 mg
Ilpenapat: MOBAJIIC®, TabaeTku no 15 mr

Batch number/ Homep cepii: F33357A Number of analysis/ Homep anamisy: 40000371657

Test Specification Test result Unit
BunpoGysanma Cnenudikasria Peaynesrar OauEHUA
Description {visual test) Pastel yellow, round tablets with snaptab confarms

score, one side is convex, bevel edged
and marked with the Company symbul,
the other side marked with the code and
a full bisecting score.
Onuc (sizyansHeil) Kpyrii TafiieTEy NacTeLHO-HOBTOIC sianosinac
KOITBOPY 3 MiMicro poznoMy. 3 oakoro
GoKY ODYRUE, 3] CKOIDCHAMY KPAAMA i
MAPKYRAHHEM CHMBONY KOMOanil, 3
isnmoro Goxy 3 niniew poznomy masnin

Tt KOGOM.
Dimensions (measurement)
Poymipn {BUMipIOBABHA)
Diameter 8.8-9.2 mm (10 individual valuzs) Min: / Max: 9.0/ 9. mm
HizreTp 8.8-9.2 mma (10 oxpemux 3HaueHs) Min: / Max: 0.0/9.) MM
Thickness 2.4-3.2 mm (10 individual values) Min: / Max: 2.9/3.0 mm
Tueseinna 2.4-3.2 mm (10 oxpeMux 3Ha4EHE) Min: / Max: 29/30 MM
Uniformity of mass (weighing) Declared mass: 180.0 mg
Weigh 20 samples individually, conforms

Not more than 2 of the individual valugs ~ AYErage/min/max mass:

should deviate from the average mass by 179.9/177.9/182.1  mg
mare than £ 7.5% and none should

deviate by more than & 15%.

The average mass should deviate from

the declared mass by not more than + 5%

Onopimiicrs MacH (38aXyBaKHA) SaneneHa Maca: 180.0 mr, .
3naxuTy 20 3pa3kis oxpeMo. cepeana / Min / make
He Ginnue Hin 2 OKpEMUX SHRMETHE— ==
Mo:lry'rb nmxm'm'ucn B ;,- 173 ) v ) i & ,_-' : : P

MacH Sinbwe, Hik ng

Laoss on drying {weighing) <=5.0% b
BrpaTa B Maci NpH BRCYIYYBAHAI <=5.0% %
{3maxygaa) . )

Disintegration time (technical test) <=5 min (6single valbes) Lo\ Min: <5 min
Ysc po3magain (Texnichui Tect) <=5 xB ALy i - x8

Cropinka216 COQ-397602-Vi0



5th km Paiania-Markopoulo, Boehrmger
Koropi Attiki, 19441, Greece |I"I ]ngelhelm
5-i xkm [Naiiania-Mapronoyno,

Koponi AtTika, 19441, I"penix Boehringer Ingelbeim Hellas Singie Member S.A.

Tei: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep lnrenxativ Xennac Cusra Meubep C.A.

Certificate of Quality
Ceprudikar axocTi

Product: MOVALIS® tablets 15 mg
Tpenapat: MOBAJIIC®, TabaeTku no 15 mr

Batch number/ Homep cepif: Fg1357A
Number of analysis/ Homep ananizy: 40000371657

Test Specification Test result Unit
BunpoGyeasns Cremndiixanin Peaynstar QOuuauns
Hardness (physical test) Not less than 70 N Min: 79/ Max:97 N

Determine the hardness of 6 tabiets with
the aid of suitable apparatus. If one or
two of the tablets fail to comply with the
requircment, determing the hardness of 8
further 12 tablets. At least 16 of the 18
tablets tested should comply with the
requirement.

Taepaicre (Qiznunnii Tect) He menw, visx 70 N, Min: 7%/ Max:97 N
BuznaunTn TRCpAicTE & TabneTok 32
JONOMOTOK BiIOBINHOT aNAPATYPH.
e onva 260 ABi TabneTkn we
BiAMOBIA20TE BUMOTEM, HanAni
BHIHAYANTE TREPAICTE 12 Tabnerok,
IMpunaiinai 16 3 18 ananizosanux
TafineTox NoBMAHRT TIOBRICTIO
BlANOBiaaTH BHMO3.

Identity
UH-AC 62 XX {TLC) corresponding to standard conforms
InenTRpikauin
UH-AC 62 XX (TLIX) Bianosiaae craumaprty RianoBiTac
Tdentity The retention time obtained with the test conforms
UH-AC 62 XX (LO) solution corresponds to that obtained
with the standard so!uuon
LaenTudiceuin BAHBR- TP Rianosinac
UH-AC 62 XX (PX}
Active ingredient deenmposition
{LC)
Posnian axrueHoro imrpenionrs (PX)
Z-amino-5-methylthiazole <0.05 %
2-amitg-S-MeETRATIAZ0N 005 %

Cropinka3 36 COQ-397602-v10



5th km Paiania-Markopoulo, BOEhI‘ngEI’
Koropi Attiki, 19441, Greece “I Ingelhelm
5-fi kM Tlaitania-Mapxonoyno,

Koponi Arrnxa, 19441, I'pewtis Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inreanxaiim Xennac Cunra Membep C.A.

Certificate of Quality
CeprudixaT saxocti

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

Batch number/ Homep cepii: Fg3357A Number of analysis/ Homep aHanisy: 40000371657

Test Specification Test result Unit

BunpoSypaHus Cnenndikauis Pesynsrar QuUUHAIA
each individual unspecified <0.2% A0 %

degradation product

KOKEH OKDPeMHiT <0.2% <0D.1 %
necneundiHuE IPOAYKT POSRARY

sum of all degradation <.5% “0.] %

products

CyMa ECIX OpOSYRTIE <B.5% <0.1 %
postajy
Assay

UH-AC 62 XX (LC} 14.25-15.75 mg/tab 14.83 mg/tab
Kirnxicne Brynavienns

UH-AC 62 XX (PX) 14.25-15.75 mr/raf 14.83 mr/rab
Dissolutian test {paddle method/ Requirement A (n=6)_ 89/89/90/88/90/90 %
specirophotometric determination) No individuet=va Tuldbe less than

Time: 30 min (3

Q: 75% at

it B (¢ A
e/0f 12 vi is equabitoor AV: 8% %
(621\§}ﬁ1:;&ue |sle‘a.?,t .

Pounnennx (npnan @ nonatriy 89/89/90/88/90/90 9%

cnekTppOTOMETPHYRE RIEIHANEIHA)
Yac: 3 xp
Q: 15%

cepenne sHaucHHR: 89 %

Cropinxa 4 36 COQ-397602-v10
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~\ Boehringer
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Certificate of Quality
Ceprudikar axocti

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

Batch number/ Homep cepii: F833574 Number of analysis/ Homep ananizy: 40000371657
Test Specification Test result Unit
Bunpobysanns Creyndixaiis Pesymurar Quuenig
Uniformity of dosage uaits (LC) Theoretical value: 15.00 mg
Requirement A {(n=14) Min: 14.62/ Max:15.40  mg/tab
The acceptance value (k=2.4) must not AY: 1503 mgftab
be greater than 15.0.
Requirement B (n=30) acceprance .
The acceptance value (k=2.0) must not value: 31 %

be preater than 15.0 and no individual

value is lower than 0.75M or greater than

1.25M.,

Acceptance vatue: [M-Ave]+ks

Avg: Mean of samples

M: Reference value

If Avg <98.5%, M=98.5%

1 98.5% <=Avg <= 101.5%, M=Avg If

Avg> 101.5%, M=101.5%

k: Acceptability constant

s: Standard devigtion of the samples
OauopinHicTs Z030BIHHE CIHHHI 3aannendii Bmicr: 15,00 mr

/ Max: 15,40  mriTaf

(PX) Bumora A (n= 10} 2~ e H :') o oo
pulivansie  ancno (k=240 e L’(\’ %
TMORHAKG GyTH Bimeime 15.0. N,
Bumora B (n = 30) SN
Tpubliwanere  wwcno  (kfF 2 03.\ pertral
nosinne Gytu Ginewme 15/6.%4 %
OKPEME JHAYEGHHA HE RO ] A # %

HHHMNE, Hik 0.75 M abo G
Mpuiimantre yucno: [ M - A
Avg: cepeMe Beix spaskin
M: Koutponkise snavenna.
Axmo Avg <98.5%, M = 98.5%
Axmo 98.5% <= Avg <= 101.5%, M =
Avg

Axmo Avg> 101.5%, M = 101.5%

k: xoHCTAHTA NIpHARATHOCT]

5; CTRHIAPTHE BIAXWIEHHS 3pazkie

~._

- O11-

Microbiological purity*
Mixpodianorisiua sncrora *
Total aeroble microbial Not more than 10° CFU/g not analyzed

count {(TAMC)

Cropinka 536 COQ-397602-V10
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Certificate of Quality
Ceprudixar axocri

Product: MOVALIS® tablets 15 mg
Hpenapar: MOBAJIIC®, Tabnerxy no 15 mr

Batch number/ Homep cepii: F83357A Number of analysis/ HoMep ananizy; 40000371657

Test Specification Test result Unit

Banpobysanus Crnerpaiixania Pesynwrat Onnanua
Zarannna KiTexicTs He 6insw wix 10° KYOfT He ananizosaHo

aepobuux mixpeopranhmia (TAMC)

Total combined Not more than 10? CFU/g not analyzed
yessts/moulds count

(TYMC)
3aranens kinexicers He 6inwn nik 107 KYOir

Apizaxonux | niceneBHx rpabis

(TYMC)

He ananizopaso

Escherichia coli Not detectablein i g nat analyzed

Escherichia coli He pusancuae 11 He ananizosano

= Remarks/TIpuanmiTra;

*If the results obtained for the first 5, production batches are within specification, test every fifth batch or one bateh

per quarter depending on the rate of production/
* Axio pesynasTatd S aupobinuux cepift sianosinaoty, cneundikaiii, aHaniz npoRONSTL Ha KoXHIH AT cepil
abo oguilt cepil ha kBapTan e 3anexHocTi BiA MacToTH BHpoGHUUTRA

=~ Boehringer
Iml Ingelheim
ochringer Ingelheim Helas Single Member S.A.

Cropinka 616 COQ-397602-v10



AEPKABHA CIYKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y AHIITPOIIETPOBCBKIHN OBJACTI

HAninpo, m1.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
H-mail: dis.dp@dls.gov.ua, Kon €TPIIOY 37070665

BHCHOBOK
Npo fAKifTH BBe3eHOro B YKpainy JikapcbKoro 3acody
14.10.2024 Ne 52988/24/0411
MOBAJIIC®

(HalimepyBaHHA Nixapchkoro 3acoly 3riHO 3 peecTpalUifiHHM MOCBITICHHAM )
TabeTku no 15 mr no 10 Tabaerok; no 2 6aicTepu B KAPTOHHIH Kopobui

{dppma BHIYCKY, A03YBAHHA, BHA NAKYBAHHA NiKapChKOTo 3ac00y)
Homep peecrpauifitoro nocsifuenna UA/2683/02/02 crpox aii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne F83357 KinekicTe BBE3€HOTO Nikapcbkoro 3acoby 3780

BupoGHuk piarep InrempxaiimM Xemnac Cuurn Membep C.A., I'pertist

(satiMenypanna BipoGHuKa Nikapchkoro 3acofy, KpalHa NOXOMKEHHR)

BaeseHo B YkpaiHy ToBapucTBO 3 00MexeHoI0 BianoBiganbHicTIo "BaJIM", ienr. xon:
1816235

Lad

(naftMenysanns Ta xog 3a €/APTIOY opuanunof ocobu abo npisprue, iM'a, no GaTeKoBi
diznunoi ocobu - nianpremiy, i Micle NpoXUBaHHA T peecTpawiliHKK HoMep oBnikoBOT
K&PTKH (L1aTHHKA NofaTkis abo cepin Ta HOMEp nacnopra)

Tporokon eisyanbioro koutpomo sin 11.10.2024 Nz 07-01/2633/19.

3a pesynsTaTaMH JepXABHQro KOHTPONIO BCTAaHOBAEHO, IO JiKapCbkuit 3aci6 BeeseHo B YkpaiHy 3
JOTPHMAHHAM BHMOT 33KOHOAABCTBA WOAO 3a0e3neyeHHs AKOCTI NiKapChbKUX 3aco0iB.

u)h\ \\':%R{,{ﬁiﬂ\
" E_ai_] M

(mlma.n

B. o. HauansHuka JlepkagHoi cmyx6u 3
nikapchbKHX 3aco6iB Ta KOHTpOITIO 32

HapKormwy?Emupon OBCBHKii

oﬁnaC'p/ doacwm %&\ :

3BHILE)

Camoitnosa Onena +38(066)34541-71
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Certificate of Quality
CepTagikaT axocri

Manufacturing Authorisation numbery Homep ainensyll na snpoSumnrsa: 680000001:3/2 141

Product: MOVALIS® tablets 15 mg
Mpenapar: MOBAJIIC®, Tabaerxy no 15 Mr

Importing country/ Kpafua-imnoprep: Ukraine/Vxpaiua
Couniry of Manufacture/ Kpeina-supofunk: Greece/I'pewis
Active ingredient/ Axrusngii isrpegienT: meloxicam, 15Smgiab / menoxcuram, 15 Mr/Tab

Marketing Authorisation Number: UA/2683/02/02 Valid till: perennial
Peecrpauiftue nocsimyenns: UA/2683/02/02 _ Hie no: HeacTporoso

Type of the package: 10 tablets in a blister; 2 blisters in a cartan box labelled in Ukrainian language
Ynaxoska: no 10 Tabnerox y furictepi; no 2 Gnicrepn B kapronuifi kopobni 3 MapKyBaHRAM YKpaiHCEKOW MOBOIO

Batch number/ Homep cepii: ~ F83357
Date of Manufacture/ ata supofunurna:  07.03.2024
Date of Expiry/ Iipupatenii no:  03.2027

Batch size/ PosMip cepil: 30870 packages / ynaxonkn

ﬁ(‘ HOM
= =

s \% AN

Certification staiement: TOKY ME] ITIB ;

1 hereby certify that the information Héreinabove is true is product batch has been manufactured
(including packaging/labeling) and sfibyactdd gg‘c | pt tiie kite indicated above in full compliance with
the GMF requirements, as published Bysthe lo tor, as y;e}LaJ in accordance with the specifications given

0f importer country, in cases where the
éy' edicinal product. The manufacturing,
MP-compliant,

in the registration dossier or marketin -:.- nse of the manuf

on File f

' bd@ﬂﬁﬂﬂ‘é(’-

[} ! Ll ‘ \

Caigourso npo ce ixcaning:
Hum g 3aceipTyro, mo Hasenena minne indopaanis € focTosip
BupolaeHo (BKNHAIONH NaKyBAHHA/MADKYBAHHR) T IPOBSIE,
Jinsymui y nosuilt sixnosiznocti 3 uMoramy GMP, BcTaHon
TAKOX BiJTOBIRHC A0 cneundikanis, mo MicTATECH ¥ pe HOMY Aock€ 200 Topropiif miuensi¥ xpaiuu-
mponma abo xpunu-mnopmpa, AKILO NPOAYXAifO IMIIOPTOBRHG, 860 Y Q0CHE cnelmqmcaum H& Npenapat mt
AocaizKyBanoro nikapeskoro sacofy. ITporokann BRPOGRULITEY, NAXYBAHAN Ta ananizsie 6yN0 NeperIaHyTo T2
BCTaHOBACHO BinosignicrhGMP

Ta To9HoK. Lro cepito npoaykuii Syno
KOHTPOAS 11 AKOCTI Ha BHINE3aIHAYCHIi
M MICIICBHM DETYJIATOPHHM OPraHOM, a

Cropinka 1 is & COQ-387602-V10
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Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepitirep lurensxalin Xennac Cneirn Mewbep C.A.

Certificate of Quality
Ceprudikat sxocri

Product: MOVALIS® tabléts 15 mg
Hpenapar: MOBAJNIC®, Tabnerxcu mo 15 mr

Bateh pumber/ Homep cepil: F§3357 Number of analysis/ Homep ananisy: 40000371657
Test Specification Test result Unit
BropoGypanis Crieumdixanis Pesynstar L& T
Description (visual test) Pastel yellow, round tablets with snaptab conforms

score, one side is convex, bevel edged

and marked with the Company symbol,

the other side marked with the code and

a full bisecting score.
Onue (pizyanrnwii) Kpyrni rabnerxw nacTessuo-moeroro Bignosizac

KOALDPY 3 Ainico posnomy. 3 oaEono
oxy omykni, 3i cxomenumu Kpazuy i
MAPKYBAHHIM CAMBONY KOMYIARIT. 3
iHmoro GoKy 3 niuicio posnomy razmin

Ta KOROM,
Dimensions (measurement)
Poamipn (eunipioparmn)
Diameter 8.8-9.2 mm (10 individual values) Min: / Max: 9.0/9.1 mm
HAiamerp 8.8-9.2 mm (10 oxpesnx suavens) Min: / Max: 9.0/9.1 MM
Thickness 2.4-3.2 mm (10 individual vilues} Min;: / Max: 2.973.0 mm
Termmuns 2.4-3.2 mm (10 oxpenux suanens) Min: / Maox: 2.9/3.0 MM
Uniformity of mass (weighing) Declared mass: 130.0 my
Weigh 20 samples individually. conforms

Not more than 2 of the individual values ~ *Verage/min/max mass:
shonld-deviste friom ﬂ]e.aw mass by 179.9/177.9/182.1 mg

OnsopiaricTs. nack (spaxysanns ‘Jasznesa B: Binosinae
v 'ﬂﬁ Ene. cepenus / Min / maxe
«|\ H OKDEAIIX HATCHHA Maca:
“MORYTE BUKHITHES Bi5 02peAHEOT 1799177911821  wr
" \Mgon Sinsu, wixia 4 7,5%, | comee
&@m i MouE plfnaThcs Gimuus,
Hia0%8 & T 5%, Utpeitin Masa e
ROBRIFTE-BINGIIATICS DI 3aSRACHOT
macu Simeine, His ha £ 5%
Loss on drying (weighing) <=5.0% 16 %
Brpara » Maci npu sercyurymanni ==50% 1.6 %
(3saxyBanis) .
Disintegration time (technical test) <=5 min (5 single values) Min<4/ Max<5 min
Yac pranaganusg (Texsiommit e T) <=5 xp {6 oxpemux 1HAueRE) Min<4/ Max<$ xp

Cropinka 2 3 6 COQ-397602-V10
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Certificate of Quality
Ceprudikar sxocri

Product: MOVALIS® tablets 15 mg
MpenapaT: MOBAJIIC®, ta6aerkcn 1o 15 mMr

Batch namber/ Homep cepii: F83357
Number of anaiysis/ Homep ananisy: 40000371657

Test ' Specification Test result Unit
Bunpobysauus Cneuudixania Pesyartar Onunnug
Hardness (physical test) Not less than 70 N Min:79%/Max97 N
Determine the hardness of 6 tablets with
the aid of suitable apparatus, If one or

two of the tablets fail to comply with the
requirement, determing the hardness of a
further 12 tablets, At least 16 of the 18
tablets tested should comply with the
requirement.
Toepaiers (diswamit eer) He uewm, wix 70 N. Min:79/Max:97 N
BisnauaTH TBepricTE 6 TabneTox 22
RODOMOTOW BinNOBIARGT anapaTypy,
fAxwmo ozma abo aei Tabnetsn e
BiANOBiRAIOTE BUMOran, Hanami
BH3HA9AK0TE THEpOICTH 12 TabneTox.
Ylpunaitmai 16 3 18 ananizorannx
TabreTox mosmmi noeaicTIo

BiANOBIARTY BUMOS],
Identity
UR-AC 62 XX (TLC) corresponding to standard conforms
Lnenvindicauin o
UH-AC 62 XX (TILX) i sianosinac
Ydentity retention time obiai the test conforms
UH-AC 62 XX (LC) corres ined
¢ sollution
lnenrndivauia AT rRipnosinae
UH-AC 62 XX (PX) sl il
. i O PHMAROMY 3
Actlve ingredient decomposition Y
(1L.C)
Poynax axtaenore inrpenienra (PX) A
2-amino-S-methylthiazole  <0.15% 3 0,05 %
Z-amivo-S-meraariason =0.15% <0.05 %

Cropivka3 s 6 COQ-397602-v10
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~"\ Boehringer
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Boehringer Ingelheim Hellas Single Member S.A.
Bepinrep lurensxaitm Xennac Crurm MemGep C.A.

Certificate of Quality
Ceprndikar axocri

Product: MOVALIS® tablets 15 mg
Hpenapar: MOBAJIIC®, Tabaerxu no 15 mr

Batch number/ Homep cepil: Fg3357

Number of analysis/ Homep anariay: 40000371657

Test Specification Test result Unit
BunpoSyparns Crenudixauis Pesynutar OnuaHLa
each individual wnspecified  <0.2% =0t %
degradation product
KOMEH OKpeMuit D.2% “0.1 %
Hecneusplvmnk npaxysT poanaay
sum of wll degradation =0.5% 0.1 %
products
€yma Belx npoayxTin <.5% 2.1 %
ponapny
Assay
UH-AC 62 XX (LC) 14.25-15.75 mg/tab 14.83 mg/tab
Kiacxicne sgmisuenns
UH-AC 62 XX (PX) 14.25-15.75 MriTal 14.83 MriTab
Dissolution test {paddle method/ Requirement A (n=6) B9/89/50/88/90/00 %
spectrophotometric determination) No individual value should be less than
Time: 30 min Q+5%.
Q: 75% Requirement B (n=12)
Average of 12 vaiues is equal to o AV, 8 %
greater than Q, and no value is | ) k '}o,\
Q15% s h’{;\
Posunnensn (npunag 3 aonarno/ Bumora A (n=¢) JIOKY §9}83)}9]D/88 s %
CReKTPOQOTOMETPUUYRE BisHaverua)  JKOMHE suaverms we moe T
Yac: 30 xn MeHwWe, Hixk Q + 5%.
Q: 75% Basora B (n =~ 12)
Cepele 3Manernin exaipane) L g9 9%
Gineae, Wix Q, i xosne spaueRyd Ko ) &
mioBMHHO Byt Menuwe, kix Q-15%. > 5 183
Laing B
Cropinkad 26 COQ-397602-V10
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Certificate of Quality
Ceprudikar sxocri

Product: MOVALIS® tablets 15 mg
HNpenapar: MOBAJIIC®, Tabaericn no 15 mr

Bateh number/ Hosep cepii: F33357 Number of analysis/ Homep AHaTiy: 40000371657

Test Specification Test resuit Unit
BunpofGyeanus Cremidixatin Pesynbrar Onmmus

Uniformity of desage units (LC) Theoretical value: 15.00 mg
Requirement A (n=10) Min:14.62/ Max:1540  mgfab
The acceptance value (k=~2.4) must not AV: 1503 mglteb
be greater than 15.0.
Requirement B (n=30) acceptance
The acceptance value (k=2.0) must not value:
be greater than 13,0 and ne individual
value is lower than §.75M ar greater than
1.25M.,
Acceptance value: [M-Avg]+ks
Avg: Mean of samples
M: Reference value
If Avg <98,5%, M=93.5%
If98.5% <=Avg <= 101.5%, M=Avg If
Ave> 101.5%, M=101.5%
k: Acceptability constant
a: Standard deviation of the samples
OumiopinuicTs moromamux oxuumos.  3axmnesudi smicr: 15,00 r Min:14.62/ Max: 1540 MT/1a6
(P Bramora A (n=10)
Npuibiamse wweno (k= 24) ne
nosmiHo byTe Ginsme 15.0. cepeane avem:
Buwmora B (n = 30) 15.03 ——
Npuwiivanene  aAcno (k= 20) me !
ToBHHHO OyTd Gimwe 150, § ogue OpHAMANBHE
OKPEME IHRWEHHE HE NoBHHHO GYTRE  queyp: 3.1 %
Hixve, pix 0.75 M aGo Gimeure 1.25 M.

Tpniine

3t %

Microbiological parity*

MixpoGionoriums merors *
‘Total aerobic microbial
count (TAMC)

not analyzed

Cropinka 53 6 C0Q-397602-v10
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Certificate of Quality
Ceprudikar sxocti

Product: MOVALIS® tablets 15 mg
Ipenapar: MOBAJIIC®, Tabaerks mo 15 mr

Batch number/ Homep cepii: F83357 Number of analysis/ Homep aranisy: 46000371657

Test Specification Test result Unit

BanpoGysanna Cnemiixanis Pesynrnrar Onuninya
Jaraanma Kitbkicrs He 6imszr nise 10° KYO/r He ananisoraso

aepobumx Mixpoopranismin (TAMC)

Total combined Not more than 10° CFU/g not analyzed
yeasta/montds ceunt

(TYMC)

3araanis kinbKicrs He Ginswr w107 KYO/r
ApixazoBuz | naicenessx rpubin
(TYMC)

He ananisosano

Escherichin coli Not detectable in 1 g not analyzed

Escherichia coli Heenapienas I r He anamzosano

= Remarks/TTpamiTka;

*if the results obtained for the first 5, production batches are within specification, test every fifth batch or one batch

per quarter depending on the rate of production/
* Shane pe:;yns'ram 5 pupoSanvBx cepfﬁ nmnn Bi S1AKOTE cnenmbtmul, AHAMIY APOROAATR HA KOKHIK IATIH cepii

Result/Pesynsrar: released/ nplma ‘a ) .05.202141;{ \J@ \
(release date)/(nsh 5sH

=\ Boehringer
I mgelheim
inger Ingetheim Hellas Single Member S A,
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