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Certificate of Quality
Ceprudixar axocri

Product: MOVALIS® solution for injection 15 mg /1.5 ml
Hpenapat: MOBAJIIC®, posuna And in'excuiii, 15 Mr/1.5 M

Boehringer
Ingelheim

Boehringer Ingelheim Bspaiia, SA
Bepirrep Ieremsxativ Ecmana, CA

Batch namber/ Homep cepil: €33784 Number of analysis/Homep anamisy;
Test Specification Test result Unrt
BropoOyeamma Cremmdiganin Pesynsrar Omaanna
Appesrance (visus! test) Clear, yellow solution with & green tinge, conforms
practically free from particles
Onve (pisyammi) IIposopwli, xorTuA posann s scncmns Biipozimae
BiATIHKOM, IPAKIHTNO BINEHWH BiY
YaCTHROK
Odour (Orgenclepic test) Almost imperceptible conforms
3amax foprafionermanmsdi) Mattxe ueniguyTHuit BuyEoBI e
Clarlty of the solation (Lumt test) Clear or not more opaiescent than conforms
refetence suspension 0/3
IposopicTh pozyuny Tiposopnit afio onanecterniz ne Gimmre, BUOTIOBIHae
{rparEranit vee Bk ¥ cyenemn mopianmaar 0/3
Tdentification
InenTRpixanis
UH-AC 62 XX (TLC) comresponding io standard conforms
UH-AC 62 XX (TIr BYIORIIRA CTARNRDTY BnoBaE
UH-AC 62 XX (HPLD) cotresponding to standard conforms
TH-AC 62 XX (BEFX) BYINOBIAAS CTARMBPTY BIAMOBigae
Extractable volume (Extractsble voturse 1 50-1 73 ml 1.60 ml
for mdlvidual contamess) o
O6’ex, mo BURIALEAETRCK (OFc, me  1.50-1 73 Mnt 160 MY
BHEAMLAAETRCA, DITA OKPEMIX RONTERepIn)
PH (Potentiometry/aresngonerprase, §4.89 85
SRILATeEIT)
Particuiate contaminatien
Sub-visible particles
Mexanizni srnrevennn
Henrpami sacToara
2 10um nof more than 20 particle/
6000 particle/ampoule ampoule
= 10 vem ne Gimme 20 YaCTRHOK
6000 nacrrroR/Avaryiry aMITyITY
= 25um not more than 1 particle/
600 particle/ampoule ampoule
2 25 MM e Gimpmie 1 FACTRBORS
600 vacTHHOR aMITyITY aMITYITY
‘Active ingredient degradation (HPLC)
Posman axvesnoro inTpenieara
{BEPX) .
2-amino-S-methylthiazole =0.2% 0.1 %,
2-amino-5-mergnTiacon  <0,2% 01 Y
Cropinxa 233 COQ-398502-v06
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+ Pratde 1a Riba 50, 08174 Sant Cugat Boehringer
del Valles (Barcelona), Spain ) m i
Ilpar ne wa PuBa 50, 08174 Canr Kyrar L Ingel_heim
aen Banrec (Bapeenowa) fonauin Bochringer Ingelheim Espafia, SA
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24 Bepimrep Inressxaitn Ecnsma, CA

Certificate of Quality
Cepradixar axocri

Product: MOVALIS® solution for injection 18 mg /1.5 mi
Hpenapat: MOBAJIC®, posunn yin in'exuiit, 15 mr/1.5 mn

Batch mumber/ Homep cepiit 83784 Number of analysis/Houep ananizy;
Test E Specification Test result Unit
BrnpoGypagus . 3 Coenréixamis : Pegymerar Oznprvmns
Any upspecified degradation product of
UH-AC 62 XX <0.2% 0.0 Y%
It mecnenpdivnnii npoRyKT
poanagy UH-AC 62 XX <0.2% 0.0 %
Total degradation product <1.0% 0.5 %
3eramns xbmkicTs RpoxyxTis poanagy
<1.0% 0.5 %
2-carboxylic-benzenesulfinie acid <0.5% 0.3 %
2-kapGoxcAnsrs-Gemoncymdinoga
Kienoya : 0.5% 0.3 %
2-N-methylsulfamoyl-benzoic acid _
D.5% 0.0 %
2-N-Metuncymdanoin-Genaoling
KHCHOTR =0.5% 0.0 %
Assay HPLC)
Kinpxicae pwsuavenns (BEPX)
UH-AC 62 XX 14.25-15.75 mg/1.5 ml 14.96 mg/1.5 ml
'14.25-15.75 mr/1.5 wn 14.56 Mr/1.5 Ma
Sterility (Membrane {iltralicn) Sterile conforms
CrepuasuieTs (Meron MeiSpamiol Crepansuo riznonizae
GlmsTpaniny
Bacterinl endotoxing (LAL test}’ £230 LU./m) conforms
Baxvepiansul enporoxcnmm 2230 MO/ signosinae
{RAM TecT} .
RemarksTipwngirca:  eeee. fd - Aukﬁ&// 15 jn, 282
[
Result/PeiyasTar: released/npmaatmo: . ﬂu !n\ﬁ/
(relerse date)/(gaTa Bamycky) 15 JL. 2021

Boehrin;
Iml ll:logeellmeign:i:I

. Boehringer Ingelhein Espafia SA
Date of signature (CoQ)/flara nmigmicanrs (CS): /Aﬁkﬂt /
Qualified Person/Ynonrosaxena ocoba: ' 135 JuL. 200

Cropinka 333 COQ-398502-V06




JIEPXUJIIKCJIYKBA
AEPXXABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH
Y JHIITPOIIETPOBCHKIN OBJIACTI

Huinpo, nin.Co6opra,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JikapcLKoro 3acoby
23.11.2021 : Ne 69904/21/0411
MOBAJIIC®

(naiiMenyBanHg ikapchkoro 3acoGy 3riaHo 3 peecTpaLiiiHum NOCBIUEHHSIM)
PO34HH s iH €Ki, 15 mr/1,5 mu, mo 1,5 mur y amnyJi; o 5 ammy B KaPTOHHIH KopooIxi

(opma BrnycKy, 103yBaHHS, BUA IAKYBAHHS NIKAPCHKOrO 3acoby)
Howmep peectpauiiitoro nocsimuenns UA/2683/03/01 crpox xii peectpauiiitoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne C88784 KinskicTs BBE3€HOI0 Jtikapcwkoro 3acoby 9480

BupoGHuk Bepinrep Inrensxaiim Ecnana, CA, Icnanis

(HalimenyBarHa BUPOGHITKa JliKapCHLKOTo 3acoby, KpaiHa TIOXOKEHHST)

Bseseo B Ykpainy ToBapucrso 3 0GMexenoo Bianosizanbuicrio "BaJM", inenr. kox:
31816235

(naitmenyBaHus Ta ko 3a CJIPIIOY IOpHAHYHOT 0co6H alo Fipi3Buiie, iM's, 110 OATHKOBI
¢isnunoi 0cobH - nianpuemus, ii Micue NpoxuBaHHS Ta peecTpauiiHuii HoMmep 06ikoBOT
KapTKM IIaTHHAKA NOAATKIB a00 cepis Ta HoMep nacrnopTa)

Mporokoa BisyansHoro kourpoao six 22.11.2021 Ne 03-01/4012/16.

3a pesynbTaTaMH JePKaBHOrO KOHTDPONIO BCTAHOBNEHO, IO Jikapcbkuii  3aci6 BBeseno B Vkpainy 3

AOTPHMAHHSM BHMOTr 3aKOHOAABCTBA OO 3a06€3MEUEHHS IKOCTI JiKapCbKUX 3aco6iB.

Havansauk [{epxaBHoi ciyx6u 3
JIIKapChKHX 3ac00iB Ta KOHTPOJIO 3a

HapKOTHKaMH y JIHITponeTpoBChKii
obuacTi

(nocanosa 0coba oprany AepkaBHOTO KOHTPOIO) (niunuc)\/ ~ (iniianu Ta npissuie)

IOnis OBYAPEHKO

M.IL.




(Prat de la Riba 50, 08174 Sant Cugat ' Boehringer
Il

del Valles (Barcelona), Spaig . 1
Tlpar me n1a Puba 50, 08174 Caur Kyrar IngElheun

Aen Bannee (Bapeenons), Ienagis Boehringer Ingelhein Espafia, SA
Tel:+34/93 404 51 00, Fax- +34/93 404 56 24 Bepitirep Inrexexaiiy Ecnana, CA
Certificate of Quality
Cepradicar axocri

Munufectarmg Autiorisation number! Hontep slnsroft wa supobimrse: 0070

Product: MOVALIS® solution for infection 15 mg /1.5 ml
Hpenapar: MOBAJC®, posann s ia'exuiit, 15 mr/1.5 mn

Importipg country/Kpatua-imroprep; Ukraine/Yrpaine
Country of Manuficture/Kpaina-srpobamus: Spain/lcnanis

Active ingredient/AxrymEmii sarpegient: meloxicam/venoxomam

Marketing Authorisation Number: UA/2683/03/01 Valid till: perennial
Peectpanitiue nocenaenns: UA/2683/03/01 Hie 0. Geserpoxoso

Type of the package: 1.5 ml 1y an ampoule; 5 ampoules in a carton box labelled jn Ukraimen lainguage Yiaxosxa:
no 1.5 mn y amsiyi; oo § AMOYN B KapTORHIY kopo6nj 3 MAPXYBAHHNAM YKPATHOEMOW MOROH)

Batch numbex/Homep cepii: C88784
Date of Manufacture/Jara BAPOGHMITTRA: 28.01.202]

Date of Expiry/Tipunaramii no: 01.2024
Batch size/Poamip cepii: 39 120 rackages/ynaxosrn

Certifleation statement:

Thereby certify that the information hereinabove is tme and correet, 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 requirernents, as published by the local regulator, as well as in accordance with the specaifications given

Calzonurso npo cepTadivaniro:

Hrrv 1 3acrurayro, mo masenena BREIIE (BHOPMAILY € LOCTOBIPHOIO T8 ToMRAYO, I cepito npopyxuii 6yno
BupofacHo (Brmnmaroun MaKyBARHA/MAPKYRAKHA} Ta TPOBEACHO KOHTPONE T AKOCTI e BuureIA2HaYenil
IinbHUNi ¥ moBHiE BiAMIOBIAHOCT SERMOTAME GMF, BCTAHOBIEHEMA MicLeBIM PEIYAATOPEMM OPrasoM, 8 Tax0m
BIANOBLING MO crempbikanil, Bie MiCTRTLCS ¥ peecTpaiiioMy Rocke abo Topronik nincrsii KpatHR-BapoGanKa
b0 Kpaiuu-iMroprepa, sKmo DpoAykiiio iMnopTosaso, abo v xocse onenpixammii Ha npenapar fn
ROCHLZUKYBAHOTO JiXAPCLKOrO 3aco6y Ilporoxomm erpoSarTea, DAKYBAUHA Ta aHaNI3iB Gyno mepermanyro ta
BCTAHOBIEHO BIRNOBMHicTs GMP.

Cropinka 1 3 3 COQ-398502-V06

__



JEPKIITKCHYIKBA
JIEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKIM OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37070665

BHUCHOBOK
Npo AKICTH BBE3eHOTO B Y KpaiHy JiKaApchKoOro 3acody
16.08.2021 Ne 46284/21/0411
MOBAJIIC®

(HafiMeryBaHHA Tikapebkoro 3ac00y 3riano 3 peccTpauifimyM NoCRiAUCI M)
po3uMy I i ekuiid, 15 mr/1,5 mu, nio 1,5 M1 y aminy.ni; no 5 amnya B kapronniii Kopooiri

(chopma By CKy, NOTYBAHHS, BUA NAKYBAHHS TIKADCHKOIO 3ac00y)

Homep peectpauitinoro nocsiatenus UA/2683/03/01 crpox nii peectpauiiinoro nocsinuenna 01.01.2099

Cepis nikapcekoro 3acoby Ne C62617 Kinbkicts 8eesenoro nikapcskoro sacoby 5001
BupoBuuk bepinrep IurenpxaiiM Ecnana, CA | Icnanis
(HaMeRYBatiA BUpobIIMKA AikapeLkoro 3acoly, kpaina noxosuketiin) =« . i
Beeseno B Vpainy Tosapucrso 3 odmexenowo BingosigaabnicTio "BaJM", izent. ko
31816235

(nalimenyBalnis Ta ko 3a CAPHOY 1opuannoi ocofiu abo npizrue, isM's, no Sarskosi (izpg i
acobu - minmpremus, i Micrie MposkuBanTia T2 peecTpatiiumii sovep oblikoBol FADPTRH, ILTTHE KA
nojatkis abe cepis ta HOMEP NacnopTa)

MpoToxon sisyansuoro konrpomio sia 13.08.2021 Ne 03-01/2628/9.

3a  pesynLTaTAMW  EXKABHOTO KOHTPOJIO BCTAHOBJICHO, LU0 Aikapebkuil  3aci  BBesewo B YipaiHy

AOTPHMAHHAM BuMOT 3aKOHONABCTEA 110710 330€3MeYEHHs AKOCT] NiKAPCHKHX 3ac00iB.

B.o. nauanpunka [depxasnoi cnyxon 3
TIKapehKUX 3acobiB Ta KOHTPOIIO 32
HAPKOTHKaMH Y JIHIITPONETPOBCLKIH
obnacri

EOm;I OBLE. PEHKO

(inindane ra upispringe)

{(nocasoea ocoda oprany ASpKEBHOTO KOHTPOILIG)

M.II.

Kapina Buunsakora +38(066)345-41-71




®aitn 103701 _C62617_721687Y21 003_001.gif

Prat de la Riba 50, 08174 Sant Cugat ~ BOEhring‘er
del Valles (Barcelona), Spain ' m :
TlpaT ze 52 Puta 50, 08174 Cany Kyrar L Ingelheun
Aea Banec (Bapcenona), Icnanis Boehringer Ingelhelm Espafia, SA
Tel:+34/93 404 51.00, Fax: +34/93 404 56 24 Bepinrep Inrensxaitu Ecnana, CA
Certificate of Quality
Cepradixar axocti

Ma sufactering Avthorisafion numbers Hemep ninemsil na sapoSueyTno: 546.1

Product: MOVALIS® solution for injection 15 mg /1.5 ml
penapar: MOBAJIIC®, posuun nas in"exenil, 15 mr/1.5 ma

Importing country/Kpaina-ianoprep: Ukraine/Vepaiua
Country of Manufacture/Kpaina-sipobmax;: Spain/icnasis
Active ingredient/Axtasnuil inrpemien: meloxicam/venokcukam

Marketing Authorisation Number: UA/2683/03/01 Valid till: perennial
Poectpauiiise noceimerma: UA/2683/03/01 i€ zo: Seactpoxora

Type of the package: 1.5 ml in an ampoule; 5 ampotiles in 8 carton box labellod in Ukrainisn language
Ynaxosxa: 0o 1.5 mn y aMmyai; no $ aMTIyn B kapTousill kopoStl 3 MapkyBaRkaM. YEDAIHCEKOIO MOBOIO

Batch number/Momep cepil: C52617

Date of Manufacture/Jlara BupoSnamysa; 02.10.2020

Date of Expiry/TIpeerausi fo: 10.2023

Baich size/Poauip cepil: 63,894 - packzges/yriavoncy |

Certification statement:

lha'ebyceniﬁlthatallnmmﬁmingsuﬁgm of this batchofﬁnishwdproduclhavebeencaniedoutinﬁlll
compliance with the GMP requirements of the EU and with the reguirements of the Marketing Authorization of

the destination country,

Cripowzso npo cepradicaniso;

v migTRepzKyso, mo bei cragit BHpoGRUITAA Janof cepii roToBoro npoxyxty Buxouani ¥ nonsidt
BignosizsocT: A0 BEMOr GMP €C, a Taxox v bianosianoct] A0 BHMOT peccTpaniiiioro nocsinuesns kpaian-

iMnoprepa.

Cropinxa 1 33 COQ-398502-V05
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Prat de la Riba 50, 08174 Sant Cugat Boehringer
del Vailes (Barcelona), Spain r i
Tpat ne na Puba 50, 08174 Caur Kyrar ! "' Ingelhelm
Aen Bannec (Bapeenona) Icnanis Boehringer Ingelheim Bspafia, SA
Tel:+34/93 404 51 00, Pax: +34/93 404 5624 Bepinurep Inremsxain Ecnaim, CA
Certificate of Quality
Ceprudixar axocri

Product: MOVALIS® solution for injection 15 mg /1.5 ml
Hpenapar: MOBAJHC®, posunn s in'excniit, 15 mr/1.5 mn

Batch sumber/ Homep epil: C62617 Nursber of analysis/Homep aHanisy: 46000196188
Test Specification Test result Unit
BunpoGypanug Crenudixanis Pesynnrar Onummns
Appearance (Visool test) Clear, yellow solution with s green tinge, conforms
practically ftes from particles -
Onae (sisyunnng) Hposoprit, osTHii pogam s semeenm wiAnoRinae
slarinkon, npaaTmino rinskmit By
MACTHROK
Odony (Organaleptic text) Almost impercaptible conforms
Janex (oprenctarmamalt) Matime wesigryTmit BignORinge
Clarity of the solution (Limit wx) Clear ot not more opalescent than conforms
reference suspension 0/3
Hpozopiery posomuy Tposopuik abo omanecuenuis e Ginswe, Bimosigae
Identification
Ixewrndixauin
UH-AC 62 XX (TL.C) correspanding 10 standard conforgns
UH-AC 62 XX (ripg Binnopixma cTaRRApLy simnosinae
UH-AC 62 XX (Hp10y) comresponding to standard conforms
UH-AC 62 XX (rrx) RignorinEa craumepry pinmoBinae
Extractable volome (Extractable votame ~ 1.50-1.73 ml ¥ 1.61 ml
for mdlvidual containets) '
O6'or, mo pesinRserLCE (O me  1.50-1.73 M 1.61 Ma
BHBILRRETLLS, AN KPS KowTeliNenin)
RITERLRRE)
Particulate contsminstion
Sab-visthie particles
Mexanfuni sxawrenng _
Heawamna yacTumen
2 l0pm notmsre fien 11 parficle/
000 urticl/ampoul: ampoule
= 10 2axem 36 Gimune (3 HRCTHHOK'
S0 vacz Lso/anemy sy asaryny
225um ool more thsn 0 particle/
600 particléampoule ampoule
2, 25 nixd yie @hnime 0 NaCTHHORS
. S8 wacTHBO sumy Ty AMIyXy
Active ingredient degradation (HPLC)
Posnan sxmmnoro inrpeaicima
{BEFX)
2-amine-5-methylthiszole <0.2% [0 R 73
2-wlwo-S-meranriszon <029 0.1 %

Cropimxa 2133 COQ-398502-v05
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Prat de Ia Riba 50, 08174 Sant Cugat Boehringer
del Valles (Barcelons), Spak r :
okt 20 e P50, 0108 i Kyrar '"' ' Ingelheim
Acn Bannec (Bapcanona) lenasix Bachringer Ingelhaim Espafa, SA
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24 Bepinrep Inremaxaiing Ecnana, CA
Certificate of Quality
Ceprriixar sxocri

Product: MOVALIS® solution for injection 15 mg /1.5 ml
IlpenapaT: MOBAJIIC®, posaun s in'excniit, 18 mr/1.5 Mn

Baich number/ Hosep ceplfs 062617 Number of analysis/Homep anaisy: 40000196188
Test Specification Test reaul Unit
Bropobysanng Cremudixanis Pesynprar Onaemiz
Any unspecified degradation product of
UH-AC62XX <0.2% 0.0 %
I pecyedikonazi
TpORYXT posnazy UH-AC 62 XX 0.2% 6.0 %
Total degradation product =1.0% 04 %
3aramuia xinexicrs npoayicris poanany
® ' =1.0% 04 %
2-carboxylic-benzencsul fnic acid <0.5% 03 %
2-xapGorcmmesna-Semoncynspinons
imcROTR - 0.5% @3 %
2-N-methylsulfamoyl-benzoic seid
D5% 0.0 %
2-N-metuncym.pamoin-Gemsotina
KHCNOTR =20.5% 0.0 %
Assay (HPLC)
Kimexicws siousvsenns (BEFX;
UH-AC 62 XX 14.25-15.75 mg/1.5 ml 15.04 mg/1.5 ml
14.25-15.75 ur/) 5 mn 15.04 MT/L5 wn
Sterility (Membrane filfiration) Sterile conforms
Crepitasmicrs (weron semtpasiol Creprnsuo snnosiee
bixszpaut)
Bscterial endotoxing (LAL test) <230 LU./m} conforms
Baireplantd ennoroxenng <230 MOXn siapasinue
(AN ze01) "
Remarks/Tlpmmirca: 47
Result/Pesymprer: released/mpraarae: 25.02.2021
(refease date)/(aaTa pHImycKY)
1 . C @) Boentinger
T L uinY iagelkheim

B piene-- = P e

Date ofs:snamre (CoQVTisne rimmmennns (cy 2 5 FEB 2021 -

Qualifled Person/Yniossonaxenn oco6:  JULC  pe  (ArOGH

Cropinka 333 COQ-398502-v05



JIEPXJIIKCITYXKBA
NEPXABHA CJYKBA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y AHHIPONETPOBCHKIN OBJACTI

Juinpo, na.Cobopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koxg €PIIOY 37070665

BUCHOBOK
Npo AKICTh BBE3€HOro B YKPpaiHy JikapcbKoro 3acody
11.10.2021 Ne 59197/21/04
MOBAJIIC®

(naliMeHyRaHHA AKAPCEKOTO 3acO0Y 3rifiHo 3 peecTpaLiiHUM NOCEITTEHRAM)
po3umH Aas in exuii, 15 mr/1,5 ma, mo 1,5 ma y ammyJii; mo 5 amnyJ1 B KaApToHHil kopo6ui

((opma BrIyCKY, 103YBaHHA, BHA NMaKyBaHHA Nikapcbkoro 3acoly)

Homep peectpauitinoro noceimwenna UA/2683/03/01 crpox aif peectpauiitnoro nocsiadenna 01.01.2099

Cepis nikapeskoro 3acofy Ne C88780 KinbkicTs BBe3eHOrO Nikapckkoro 3acoby 9000
Bupobrux Bepinrep lurensxaiim Ecnana, CA |, Icnanist
{naliMenyBasns BUpOBHHKA NikapCcEXoro 3acofy, Kpaita NOXOMLKCHHA)
Beeseno B Yipainy ToBapucTBO 3 00MexkeH010 BinmoBizaaebHicTio "baJIM", inenr. kon:
318162335

(matiMenysanns Ta ko1 3a C/IPTIOY ropunuunol ocobu abo npisuiue, iM's, no GaTekoBi
diznanol ocobu - nignpuemus, fi MicLie NpoXUBAHAA Ta peecTpatiiianii HoMep obnikosoi
KapTKH IUIaTHHKA HopaTkiB ab0 cepin Ta HOMEP nacnopra)

Mporokon Bisyanuioro xontpomo six 08.10.2021 Ne 03-01/3334/2.

3a pesynbTaTaMd [EPABHOrO KOHTPOMIO BCTAHOBICHO, [0 Jikapchkmii 3aci6 BeeseHo B VKpaiHy 3
JOTPHMAHHAM BuMOT 3aKOHOZABCTBA MO0 3a0€3MeUSHAA AKOCTI NikapChKUX 3acobiB.

B.o. navansHEKA JlepKaBHOI CimyxOH 3
nMiKapceKHX 3acoDiB T4 KOHTPOJIO 3a .
p . il €rop BOJIKOB
HapkoTHKaMH y JIHIIponeTpoBCHKiA
obracti

A R N _
(nocaaosa ocofa opraHy JEpaAaBHOTO KOHTPOIO) (nianuc) (ininianu Ta npizsuime)

M.IL

ST
b * R
o‘\e‘tPOBcs‘,r/ FE
S 4
OF

Kapina Bumnaskosa +38(066)345-41-71




Prat de Ja Riba 50, 08174 Sent Cugat Boehringer
del Vallos (Bercelons), Spain lml. Ingelheim ..

Tpar ne nia Puba 50, 08174 Camr Kyray P e
nen Bamnee (Bapcenoua), [eoanin ‘ Boehringer Ingelheim Espafia, SA
Tel:+34/93 404 51 00, Fax: +34/93 40456 24 A Bepinrep Irensxaity Ecnana, CA
‘ 1 Certificate of Quality '
CepTribixar gxocti

. Manufseturing Authovisation number/ Hogwp nhua‘slnp upoé“m‘xm 0070

" Product: MOVALIS® solgtion for injection 15 mg /1.5 i
Ipenapar: MOBAJIC®, posumy aaa in’ercarifhy, 15 Mr/1.5 Ma

Importing country/Kpalse-inmoprep: Ulraine/Yxpaiua .
Country of Mnnufmhu&‘l(pﬂna-mpoﬁm: Spain/Jcnasia
Active ingredient/AxTupmiii inrpegienr: meloxicam/MenorcaxaM

Magieting Authorisation Number: UA/2683/03/01 ? Valid tlll: perennial
Pecetpanifige noceimecumx: UA/2633/03/01 - Jic no: GescTpokoro

Type of the packege: 1.5 ml in an ampoule; 5 ampoules in a carton box labelled in Ukrainian langusge Vnakopza:
m0 1.5 Ma y ammryai; mo 5 vy B xaprronmii KopOONE 3 MAPKYBAHHAM YEPATHOLKOK MOBOK

Baich number/Homep cepii: CB8780

Deie of Majiifacture/J{ava ERpoGeusea: 26:01.2028

Dete of Expiry/ATpmaieruuil go: 01,2024

Bitch size/Posndip cepil: 25.892 . packagesfynmeouxs

Cartification siatement:

1 hereby certify that the information hereinabove is tre and correct. This product batch has been manpfactured
{including packaging/labeling) and subjected to quality conirol at the site indjoated above in full compliance with
the GMP requirements, as published by the Jocal regulator, as well as in accordance with the specifications given
‘in the registration dessier or magketing licénse of fhe manifacturer or importer country, in cases where the
product is imported, or in the Product Specification File for a sindy medicinal product, The manufucturing,
packaging and test racords have been reviewsd and confirmad as GMP-compliant, ’

Calourso npo cepragikanio: d

1M = $acBiATyIo, Mo HareaeHa BUmE (HdopManis ¢ v cToBIPE0IR T4 TOTHOW. I¥¥o cephio ipoayxail Gyno
AEpOGIEHD (BKTIOHAlOYR NAKYBARHA/MEDKYBAREE) T2 NPOBEAEH) SORTPOIE 1i Exocri Ha sumesaImageHili

+ minpupni y nosuiti sinosinEocri skumoravs GME, BorancAReRvM) MICHEEUM PTyJITODHHM OPrasioM, & Takox
BinnoBiiHO 20 creumpikants, mo MicTRTECS ¥ peesTpaiiinory mocke abo Toprouiil muensii xpaar-Bupoimma
260 Kpalim-iMropTeps; AXWO NpoRyxuhe iMTopToRARO, 860 Y Rocke cremidixanill Ha IpenapaT Ans
JocaimKypasore nikaposkoro sacoby. Miporoxoma RIpoSHELTRE, NAKYBAHES T8 apanisip Gy N0 NeperfgHyTo T4
peTanomneno sizmorinsicrs GMP.

Cropiuxa }a3 COQ-398502-V08




Prat de Ja Riba 50, 08174 Sant Cogat m Boehringer

del Valles (Barcefona), Sgain : .
Tpey g0 12 Pua 0, 08174 Casir Kyrar I_ngelhglr_r_l: .
Aen Bannec (Bapcenons) lenagix-- ) .. . Bochringer Ingslheim Egparia, SA
Tel:+34/93 404 51.00, Rax: +34/93 404 56 24 Bopiurep Inrensxaiy Ecniana, CA
Certificate of Quality ..
Cepradixar gxoeri-

Product: MOVALIS® solution for injection 15 mg /1.5 m]
Ipenapar: MOBAJIC®, po3gHH Jns in'ercxiil, 15 wr/1.5 ma

e t

¢ Batch number/ Homep cepif: C35780 Nuinbor of analysis/Houep aranisy: 40000195788
Test, : Specifisation ; Teat result Unpit
BarpoSysanmg - Crenrdigdmniz _ . _ Pea_qu‘ér ‘ Oguumig: -
Apperrance (Vieue! tet) Cléar, yellbw solition with a green tinge, conforms
, practically free fhom particles
Onuc (aisyanmm) Tipogopaii, ®opTl poaven i3 seneEmu Bizmonime
N m. mﬂﬂ M ﬁi.tl + . =
b DAOTHHOR )
Odgar (Orgenoleptic test) Almost imperceptible - - ) conforms:
(RpranoneRTY i) Maixe Rex i " rianosinac
Clarlty of the solutlon (Limit tes) Clezr or not mare'opilestent than conforms*
' referenoe suspension 073, - :
TNipoopices posmmy Tiposoprti efia brianectienins He Ginsme, sintioinae v
{rpamwnemit Toov) ; . aix y cycnemil nopisygans (/3 ! .
dentification
Ineraplcenin = : i P
UH-AC 62 XX {TiC) comesponding to standard ponformg )
UH-AC 62 XX {TRIx) BiDOBine SraEmnnpTy, mignoeiae *
UH-AC 62, XX (rro) corresponding to standard conforms
¥ . UH-AC 62 XX @EEPR) ool ctanmpyy - wizmonigae
' ", [Extractsble volume Exemetebte voligne  1.50-1.73 ml 1.59 il
fmiedivided containers} . e
06 e, o senbnngerees (OFoLme  1.50-1.73 un . 1.59 Mn
EHVINLROETICR, ARz Cxpeany inereluepin) :
v+ PH (atentiometryfmoresniiosapmreia 8.4-89 ’ ' 88
o Lt oo
Particalste contamins
Sob-visible particles .
‘ Moxsnigni sscrioienns’
Hesmnsma wacranks
* 2 10um pot more than ’ 2% particla/
- 6000 particle/ampoule mmpaule
. 2 10 sncu we Glpzme _ 26 TACTRHOKS
: 6000 wacraros/auny iy aMyny
2 25pm: ot more than 1 particle/ :
600 perticle/ampoule- . ampoule
. - 225 Mun o Gimense 1 ascTIROK/
i . GO0 mﬂw:ﬂy : axmymy -
Active {ngredient degradstion (P10}
Poxnag sxTHsacro Inrpeaiorra
2-amino-S-methylthigrole <0.2% 0.1 % <
= . Z-aMino-S-MeTRITTHSAY =20.2% 6.1 % -
¥ Cropioka2 33 COR-388602-V08
- 4




Prat de Ia Ribe 50, 08174 Sant Cogat \ Boebringer
d¢el Valles (Barcelons), Spain _ Iml Ingelheim

Jipar pe na Puba 50, 08174 Cawr Kyrar :
Aen Bamnec (Bapeencns) Jomanis . . " Boghringer Ingelheim Espafie. SA
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24 ) Bepturep Inromxativ Ecoena, CA
Certificate of Quality
__Ceprndirar mxocri

Product: MOVALIS® solution for injection 15 mg /1.5 ml
Opengpat: MOBAJIIC®, posumm min in'ckeniit, 15 Mr/1.5 pa

Bateh number/ Homep cepff: C88780 . Number of analysis/Homep ananisy: 40000195738
Test Specification - Test result Uniy
BunpoGypanwg - . Cnemmdikanly PesyneTar Oaunmuyx -
Any unspecified degradation product of
- UB-AC62XX ' <02% 0.0 %
Trmnsf recneundiarl npoayk *
pozmany UH-AC 62 XX D% 0.0 %’
Total degradition product |  <1.0% 0.5 %
3urensas ximxicrs DpoxyxTiE poanany .
S <1.0% 0.5 %
2~carboxylic-benzenesulfinic acid £0.5% 0.3 %
2-xapSorcromsun-Sensoncynbpinona
- - FHCNOTS 20.5% + 03 % "
4 2N-foethylsulfamoyl-benzoic acid ) '
' <0.5% 0.0 %
2-N-metitncynsdauoin-Gensofing )
KHCHOTA 20.5% 0.0 %
Aszey (HPIC) .
Kinpxirae sranaveusas (BEPFX) ‘
: UH-AC62 XX 14.25-15.75 mp/1.5 m! 15.01 mg/1.5 m!
14.25-15.75 mr/1.5 wi 15.01 wx/1.3 wn
. Sterility (Membrans firation) Sterile conforms -
CrepRAEgIcTS {Meran Moutpanaol Crepitso RiKTIOBinEe
dhiswTpimis) .
Bacterial endotoxing (LAL tost) =230 LU/ml confarms
: Baxrepianal eEpovoxcans <230 MOHw sinnosinse
' (AT roes)

Remacksipmvirss | ,}mﬁy’ “STC AT

Result/Peayanrar: released/mpanaTio: 13.07.2001
(releage date)/(pars RHIYCKY) :
- & Boehringer
! ; il ' Boehringer Ingelheim Espafia SA
Date of signature (CoQ)ars 1irnmeanng (CR):

F

Qu.ali.ﬁod Person/Yuomoaamem?coﬁa; /&, /Ll.é}?j‘// 4 13 L pAiyAl ’

* Cropimxa3s3 - ) CoQ-388602-V06
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NEPKABHA CJIIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JIHIHPOIIETPOBCI:KIﬁ OBJIACTI

Juinpo, wi.CobopHa,4, k. 601-605, 49005, Texn. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €IPTIOY 37070665

BHCHOBOK
Npo AKicTL BBe3eHOT0 B YKpaiHy JikapcsKoro 3acody
14.11.2023 Ne 57520/23/0411
MOBAJIIC®

(HaliMeHyBaHH3 JTikapcsKoro 3acofy 3rillHo 3 peeCTpALiHHUM TOCBi TYEHHAM)

posunn s iH'exiii, 15 mr/1,5 v, no 1,5 ma y ammyJi; no 5 aMnyJ B KapToHHIl Kopobui

((opma BuMyCKy, AO3YBaHHS, BUI [1aKyBaHHA nixapcskoro 3acoby)

HoMep peecTpauiifHoro mocBimeHHs UA/2683/03/01 crpox xif peectpauiitsoro nocsizuenns 01 .01.2099

Cepis nikapeskoro 3aco6y Ne E62796 KitbKicTh BRE3€HOIO JiKapeskoro 3acoby 773
Bupo6HuK Bepinrep larenbxaiim Ecnana, CA, Icnanis
(HaliMeHyBaHH: BHPOGHIKA NiKapCEKOro 3acoBy, KpaiHa MOXOIKEHHA)
Baeseto B Ykpaity ToBapHCTBO 3 06MEKEHOK BINIOBIAATLHICTIO "BaJAM", inent. xon:
31816235

(HaiiMeryBanns Ta xoxt 38 EJPTIOY ropumurol ocobu abo npizpuile, iM'a, 0o 6aTsKoBi
dpisuunoi ocoGH - mianpremis, i Micre NPOKUBAHES Ta peecTpauiiinuii Homep 061ikoBOT
KApTKH MIAaTHHKA NOAaTKiB a0o cepid Ta HoMep NacnopTa)

L3

TpoTokon Bisyansnoro kontpomo sia 13.11.2023 Ne 07-01/3224/11.

3a pesynbTaTaMH [EPKABHOTO KOHTPOIO BCTAHOBJICHO, IO nikapchkuii 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHAM BAMOT 3aKOHOAABCTBA MO0 3abe3neyeHHA AKOCTI Nikapcskux 3acobis.

B. 0. HauansHHKA JlepkaBHOI CIry:OH 3
JiKapchbKHX 3aco06iB Ta KOHTPOIIO 33 ;
P . POTIO 38 Mapis BPE3IL[BKA
HApKOTHKAaMH Y JIHITpOTIETPOBCHKIH
obnacri

o s ? r 4
(nocanoba ocoba opraygedtn Tianuc) 4

o ;/),
._ nad YJ/
JLTOKY VEHTIB \)c-'ﬁ
\=

Hikitiuesa OxcaHna +38(066)345-41-71



del Valles (Barcelona), Spain I" In EIhelm
Mpat ne na PuGa 50, 08174 Canr Kyrar il gel

Aen Bannec (Bapcenona) Ienanis Boehringer Ingelheim Esparia. SA
Tel:+34/93 404 51 00, Fax; +34/93 404 56 24 " DBepinrep Inrensxaiim Ecnana, CA

‘Certificate of Quality
Ceprudikart sikocTi

Product: MOVALIS® solution for injection 15 mg /1.5 ml
IIpenapat: MOBAJIIC®, po3aun aas id'exkuif, 15 mr/1.5 ma

Batch number/ Homep cepif: E62796 Number of analysis/Homep ananizy: 40000303657
Test Specification Test result Unit
Bunpobypanna Cneundixanis PesynvTar : OouHnus

Any unspecified degradation product of

UHAC 62 XX o =02% 0.0 %
[HwN# HEBCTAHOBNEHHH APOAYKT
poanany UHAC 62 XX <0.2% 0.0 %
Total degradation product 21.0% 0.5 %
3aranbHa KINBKICTE NPOAYKTIB po3nany
£1.0% 0.5 %
2-carboxylic-benzenesulfinic acid <0.5% 03 %
2-xapboxcunnHa-Genioncynadinosa
KHCNOTa =0.5% 0.3 %
2-N-methylsulfamoyl-benzoic acid
<0.5% 0.0 %
2-N-metineynndiamoin-Gensoitna .
KACHOTS <0.5% 0.0 %
Active ingredient content
{HPLC}
Kinskicee BUIHAMEHNH (BEPX) .
UHAC 62 XX 14.08 mg/1.5 ml
1498 ‘Mr/1.5 Mo
Sterility (Membrane filtration) conforms
CTepHabBHICTB (MeTOD MeMBpaNHOT rianominae
JinsTpanin) '
Bacterizl endotoxins (LAL sest) conforms
Baxtepisibii ¢eHAOTOKCHHA aignosinac

(JTATE TecT)

.‘\J/ /
; e T 183 = \\ 7_
Remarks/TIpumiTka: m’ v

Result/Pesynsrat: released/npuparsio: DPRTE 6F RelEASE 0.2 03 2013 hzlu&‘y!}éoilﬁfa

{release date)/(naTa BHIIYCKY) !
}/ \ Boehringer
- 2 ABD, 203 Il 'I Ingelheim

Boehringer Ingelheim Espana SA
Date of signature (CaQ)/Tata mianucanus (CH):

Qualified Person/Ynosnosaxena ocoda: AN A AUSIN

- Cropinka 333 COQ-398502-V07




Prat de la Riba 50, 08174 Sant Cugat N Boehringer
Iml Ingelheim

del Valles (Barcelona), Spain

TIpat e na Pu6a 50, 08174 Cant Kyrar

Jen Bannec (BapcenoHa) fcnaHis

Tel:+34/93 404 51 00, Fax: +34/93 404 56 24

Boehringer Ingelheim Espania, SA

Certificate of Quality
Ceprudikart skocri

Product: MOVALIS® solution for injection 15 mg /1.5 ml
TMpenapat: MOBAJIIC®, po3unn aia in'ekuiit, 15 mr/1.5 ma

Batch number/ Homep cepil: E62796

Bepinrep Iurensxaiim Ecnana, CA

Number of analysis/Homep aHanisy: 40000303657

Test Specification Test result Unit
Bunpobyranns Crieyndixauin Pesynerar OnuHuLA
Appearance (Visual test) Clear, yellow solution with a green tinge, conformts
' practically free from particles
Onnc (sisywuni} Tposzopuii, SOBTHIT POYHH i3 3eNeHRM BiAnORiTaE
RIOTIHEOM, NpaKTHYHO BINEHAH BN
WACTHHOK .
Clarity of solution (Limit test) Clear or not more opalescent than conforms
reference suspension 0/3
posopicTs po3unny Tipozopuil aBo onanecuenuia ne Hinktue, Eignoeinac
{rpamrumaii Toor) Wi y cycrensil nopinusse 0/3
Identification Inenradixauin
UHAC 62 XX (TLD) corresponding to reference solution conforms
UHAC 62 XX (TlIX) BlamosigHa po3aHHY NOPiBHAHHS Biznosinac
UHAC 62 XX (HPLO) corresponding to reference solution conforms
UHAC 62 XX (BEPX) BiANORIIHA POIUMHY NOPIBHAHHA BinMoRin8E
Extractable volume > 1L5ml 1.6 ml
06’em, WD BHELTRHACTHCR > 1.5 un 1.6 e
pH (Poieatiometry/notenniomeTpmusc 8.4-8.9 8.6
BHIHAYEHHA)
Particulate contamination: 165 particle/
sub-vislble particles ampoule
Mexaniuni BKARYCHHER: 165 YACTHHOK/
HEBHAHM] YACTUHKR ammyny
2 12 parlicle/
iz ) ampoule
> 25 mkw <60 |2 12 NACTHHOK/
in )3} amnyny
Ay / le'
W
— s =
Active ingredient degradation (HPLC)  2-Amino-5-methylthiazole  <0.2% 0.1 %
Ponas aKTHBHOre iHrpesicHTa 2-AMiHo-5-MeTunTiazon <0.2% 0.1 %

{BEPX)

_ Cropinka 233

COQ-398502-V07



1

del Valies (Barcelona), Spain |
Tlpar e na Puba 50, 08174 Cant Kyrar Ingelheun

Aen Bannec (Bapcenona), [cnanis Boehringer Ingelheim Espafia, SA
Tel:+34/93 404 51 00, Fax: +34/93 404 56 24 . Bepinrep IurenvxaliM Ecnana, CA

Certificate of Quality
Cepmugikar axocTi

Manufacturing Authorisation number/ Homep /rinen3if na Bupofnuirrno: 0074

Product: MOVALIS® solution for injection 15 mg /1.5 ml
IMpenapat: MOBAJIC®, po3unH ann in'exniil, 15 mr/1.5 ma

[mporting country/Kpaina-tmnoprep: Ukraine/Ykpaiua
Country of Manufacture/Kpaina-pupo6uuk: Spain/lenania
Active ingredient/AkTuBHIH iHrpeaieHT: meloxicam/Menokcnkam

Marketing Authorisation Number: UA/2683/03/01 Valid till: perennial
Peectpauiiine nocsinyenna: UA/2683/03/01 [ie ao: GescTpokoso

Type of the package: 1.5 ml in an ampoule; 5 ampoules in a carton box labelled in Ukrainian language Ynakoska:
no 1.5 My y amnyni; 1o 5 aMIyA B KAPTOHNIH KOpoOui 3 MapKyBaHHAM YRPATHChKOIO MOBOIO

Batch number/Homep cepii: E62796
Date of Manufacture/Jara supobuuirea; 14.12,2022
Date of Expiry/Tlpuaarunii go: 12,2025

Batch size/Poamip cepii: 27.055 packages/ynaxosku

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 regulatos;ss-wellas in accordance with the specifications given
in the registration dossier or marketing license of theffantfattiter orin porter country in cases where lhe
product is imported, or in the Product Specificatipf '

packaging and test records have been reviewed / d)

Ceigonreo npo ceprudixanin:

Lixwm 7 3aceigqyro, o HaBedeHa BRIOe indopMantiy
BHpoSIeHo (BKNOUAIONH aKyBaHHA/MapKYRaHHA) TRERe
AiRBHUNI Y TOBHIA BixnoeianocTi 3suMoramn GMP, BCTARGEHEHHME MICLCBIM PEryNSTOPHHM OpPTaHOM, a TaKOK
BianosigHe Ao crieundikauii, Wo MicTaThCA Y peecTpauifinomy gocke a6o Toprori#f niLeHzil kpaiHu-BHpobHIKa

_ abo kpainn-iMnoprepa, KKLIO MpoAYKIio iMNOPTOBaHO, 260 ¥ Aocke cneundikaniit Ha npenapar i
AOCAlZIKYBAHOTO Nikapchkoro 3acoby. I1porokonn BHPOOHALTER, NakyBaHia Ta aHanilie Gyno nepernsnyTo Ta
BCT2HOBNEHO BianosigHicTs GMP.

Cropinka 133 | COQ-398502-V07
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