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l'lom*nepmnenne COOTBETCTBHH

Msl noareepskaaem, uto cepus 7900426 roToBOro mpojayKTa OKMH rpanyisl aisa
NPUIroTOBJIEHHA PAacTBOpa 1151 MpHeMa BHYTPb 80 mr, nByxo6beMHBIH maketHk 2,0 r x 12,
PerucTpalioOHHOe  YIOCTOBEPEHHE HOMEP JITI-Ne(003801)-(PT-RU) ot 24.11.2023, Obiia
NpoM3Be/IeHa H NPOBEPEHA B OJIHOM COOTBETCTBHH C tpebopanusmu GMP Espormneiickoro corosa
W ¢ TpeGOBaHMSAMH ICHCTBYIOMEH PerucTpalHOHHON JOKYMEHTAlMH, YTBEPK/ICHHOH B
Poccuiickoii ®enepanun (ITOCJIEJOBATEJIBHOCTD 0006, yrBepikaeHHas 16.06.2025):

- Hopmaruenast joxymenTamus: JITT-Ne(003 801)-(PI'-RU)-160625, yrBepxnennas 16.06.2025
- Unctpykmus no npuMerennro: JIT-Ne(003801)-(PT'-RU), yreepiaeHHas 24.11.2023

- Vraxoska: JI[T-Ne(003801)-(PI'-RU), yrBepkaennas 24.11.2023

- Mapxuposka: JIIT-Ne(003801)-(PT'-RU), yTBepKaeHHAs 24.11.2023

Unudopmanmst 06 akTHBHO#H CyOCTaHIIHH, KOTOPas ObLIa HCIIOIb30BAHA /Ul IPOU3BOACTBA HTOMH
CEepHH:

HaunmenoBanue [Ipon3BoauTelib Ctpana Cepusi I
Keronpoden Uikonass Peiiboy Kuraii 26039227
JIW3UHOBAs COJlb dapmackrotakan Ko., Jita.

V HOTHOMOYEHHOE JIHIO
Hukonerra Jlxopaanu
NOIIUCH

J1' Axpuna, 15.05.2026




Jlozomun xomnanuu [Jomne @apmaveymunu C.n.A.

KonTtpoms kayecTBa

Ceprudukar ananmsa

202605587

Ipenapar OKM, rpany.ibl Aj18 NPHIOTOBJIEHHSI paCTBOPA /I NIpHeMa
BHYTpb 80 mr
Kom: | 46000045 Brimymena: | 14.05.2026 Jlara npoussoacra: | 30.04.2026
Cepus: | 7900426 Komuuectso: | 60900 Cpok romHocTH: 03.2029
INokasaTensb MeTtoja Hopma PesynsTar
Onucanue OpraHonenTuyeckuii ["pauyisl HeMpaBHIbHON OPMBI ['panynbl HENMpaBHILHOMH
0T GeJ10ro 10 CBETIO-KeNTOro (hopmel Benoro upeTa ¢
IBETA C XapaKTepHbLIM 3araxom XapaKTePHBIM 3aNaxoM MATbI.
MSATBI.
WaeHTrudukarus VOXX BpeMs yaep:KHBaHUs OCHOBHOTO | Bpemst yaepuBaHus
I'® PP, unu Esp. @., MUKa Ha XpoMaTorpamMme OCHOBHOTO NUKa Ha
win PEADC MCHBITYEMOTO PACTBOPA IOKHO | XPOMATOrPAMME HCIBITYEMOTO
ODC2.1.2.28 COOTBETCTBOBATH BPEMEHH pacTBOpa COOTBETCTBYET
yIepKHBAHKS MHKa KeTonpodeHa | BpeMEeHH YIEPKHBaHUA MHKa
HA XPOMATOrpamMe CTaHAapTHOTO | KeTompodena Ha
pacTBopa. XpOMATOrpammMe CTaHAapTHOro
pacTBopa.
[Tpo3paanocTh I'® PO, unu Esp. O, OnanecueHUns HCIBITYEMOro <II
pacTBopa unu GEADC pacTBOpa He A0JIKHA MPEBBILIATH
0DC2.1.2.1 onanecteHuuio Stanoxa Il
[{geTHOCTH pacTBOpa I'® PD, unu Esp. ©., HceneiTyemblil pacTBOp A0KEH <BYs
unu GEADC OBITh OECLBETHBIM HIJIM CTENEHD
oPC2.1.2.2 ero OKpacku He J10JDKHA
npeBbilIaTh 3TaloH BYs
Cpennss Macca I'd PD, (pecosoii) unu | O1 0,90 o 1,10 r Ha ogun obsem | 1,00
COIEPIKHMOTO Egp. @., unu PEADC JIBYX0OBEMHOTO MakeTHKa
ODC2.1.9.5
PacnanaemocThb Metoa Gupmel He Gonee 10 mun <10
pH '® P, Or4,5 10 5,5 5.0
(MOTEeHLIMOMETPHYECKH)
wn Esp. @., unu
DEADC
O®C2.1.2.3
[Mpumecn VOKX Enunnunas
I'® PO, unu Epp. ©., HeuaeHTH(hALIMpOBaHHAs
unu ®EADC npumecs - He Honee 0,5 %: 0.0 n.0.
O®C2.1.2.28 cymma npumeceii - He 6onee
1.5 % 0,0 H.0.
Bona I'd PO, (MeTon He 6osee 2.0 % 0.6
K.®uepa) uinn Esp. @,
wi PEA3C
O®C 2.1.5.12
OnHOPOIHOCTD ['® Pd, (YIHKX) B coorsercteui ¢ Tpebosannamu | COOTBETCTBYET
JO3HPOBAHHBIX €IAMHHIL unu Esp. @., unu
DEADC

ODC 2.19.14




Jlocomun komnanuu [Jomne Gapmaveymuuu C.n.A.

KonTposis kauecTna

Cepruduxar ananusa

202605587

[Tpenapar OKM, rpany.;ibl 1JIsi IPUTOTOBJIEHHSI PACTBOPA AJIsi IpHEMA
BHYTpb 80 mr
Kox: 46000045 Bemymena: | 14.05.2026 Jara npoussoactra: | 30.04.2026
Cepust: | 7900426 Komauectro: | 60900 Cpox roaHoCTH: 03.2029
[MokasaTesn MeTon Hopma PesynbTaT
Mukpofunonorinueckasn ['® PD, unu PEADC Karteropus 3A win B
YUCTOTA OPC 2.1.6.6, ODC cooTBeTCTBUM ¢ EBp. @.:
2.1.6.7 unu EBp. @. Obee uncsio aspoOHbIX
MHKPOOPraHu3MoB — He Gosee 107
KOEslr 0
OO61iee UUCIIO IPONOKEBBIX U
IJIeCHEeBLIX TPUO0B — He Oosee
10°KOEsB I 1 0
Ortcyrereue Escherichia colie 1 r | OtcyTctyet
KonnuecteenHoe VIOHX Ot 36,0 no 42,0 Mr Ha OaMH 39,5
orpeaeneHue I'® PO, unun Esp. @., 00beM IBYX00BEMHOr0 NakeTHKa
keronpodeHa Tu3uHa unu PEADC KetornpogieHa TH3uHA
ODC2.1.2.28
XpaHeHue [1pu TeMmneparype He Boiuie 25 °C

CpOK roJHOCTH

3 roga

JI'Axeuna, 15.05.2026

MeHemKep KOHTPO KauecTba
[Noanucs




Jlozomun komnanuu Jlomne @apmaveymuyu C.n.A.
Cepmugpuxam npoussooumensn

Cepiika CeprudukaTa aHanmsa: 202605587
fpenapar:| OKH, FpaHyJib 11l IPUroTOB/ICHUS pacTBOPA AJIsi NpHEMa BHYTpb 80 mr
Kon: 4 Boinyuen: :
6000045 fiywen: | 14,05.2026 HAata mpoussonetsa: 3¢ 4.2026
Cepusi: | 7900426 Konunuectso:| 60900 CpoK roHoCTH: 03.2029
Hokaszatens Hopma PesyabTar
Ynakoska ITo 2 r npenapara B aByxoGbemHoM nakeruxe (o 1,0 r - 8 | ITo 2 r npenapara B apyxofhemHom naketuke (no 1.0 r - s
KKIO0M 00BEME) M3 TPEXCI0MHOr0 MaTepHaia: MOAMATUICH | KakKI0M 00beMe) M3 TPEXCI0HHOro MaTepmana; noIMITHICH
HU3KOH  [IOTHOCTH  (BHYTPEHHAN  4YacTh), AlIOMMHMIA | HM3KOH  [IOTHOCTH  (BHYTPEHHSSl  4acTh), @IOMMHHIA
(nMpoMeskyTo4Has 4acThb), OyMara (HapyKHas 4acTh). (MpoMekyTO4HAs HacThk). Oymara (Hapy#Has 4acTsb).
Mo 20 wuam 12 naketmkoB BMecte ¢ uucrpykiein no | ITo 12 nakeTmkoB BMecTe ¢ MHCTPYKUMEH M0 NPHMEHEHHIO
NPUMCHCHMIO NMOMELLIAIOT B NA4Ky KapTOHHYIO. NOMEIIAIOT B MAYKY KAPTOHHYIO.
Mapxuposka | Ha nepeuynoll yhakoske Vraszel6arom. Ha nepsuunoii ynaxosxe yrazano:

TOProso¢  HaMMCHOBAHHC  JICKApCTBCHHOIO  npenapara,

MEXJIYHAPOJIHOE  HEMATEHTOBAHHOE HAUMEHOBAHHME (Ha

PYCCKOM M aHITTHHCKOM f3bIKax), JEKapeTBEHHYIO (hopMmy,
(opmy
ABYX0OBEMHOTO MaKkeTHka (2 ), COCTaB Ha OJIMH NMaKeTHK (2

JO3UPOBKY, BBIITYCKa, macey COACPKUMOTO
I‘) C YKa3aHUEeM HauMCHOBAHMWA W COACPIKAHWS I[ﬂi;lCTByIOLlleI‘O‘

BCLICCTBA. nepevHs BCTIOMOraTe/IbHLIX BELIECTB,

HAMMEHOBAHNE, anpec " NOTOTHI aeprkares
PErHCTPALIMOHHOIO YAOCTOBEPEHUS, HAMMEHOBAHHE W Alpec
[POM3BOANTENSA, TI0 JMHMAM OTphiBa HaneceHo: «llononuna
110361 getam», «TonHas 103a e3pocieimy», «Ilokasanus ans
NpUMEHEHHA, crocold NPUMEHEHWA M J103bl: BHHMATEILHO
NPOYMTAITE HHCTPYKLMIO BHYTPH YMakoBkul», YCIOBHMA
xpanenus (Xpauurs npu Temmneparype He meiuie 25 °C.),
«XpaHuTh B HEAOCTYIIHOM JUIS AeTeil MecTe.», HoMEp cepui
(Cepus Ne), 0ObeMHCHHBIH ¢ 1aTOi NPOMU3BOACTBA (MecHLLy
M oY JaThl TIPOW3BOJACTBA COOTBETCTBYIOT TOCTEIHHE
qersipe uHdpsl B crpoke «Cepus New), 1ary MCTEUSHHS Cpoka
roanoctu (Fozen 10).

Jlonyekaeres HATHYHE I0MOTHUTEIBHBIX TEXHHUECKUX KOJ0B

KOMIIaHWH.

Ha emopuunoll VRaKoske VKA3sIGaiom.:
TOProBoe HauMEHOBAHKC JICKAPCTBEHHOIO rpernapara,

MEMW 1Y HAPOJAHOE HENATEHTOBAHHOC HAUMCHOBAHHE (ua

TOPropo¢  HaWMCHOBAHHEC  JICKApCTBCHHOTO  Tipénapara.

MEAIIYHapOIHOC HEMNaTCHTOBAHHOC HAUMEHOBAHUWE (Ha
PYCCKOM M AHITIHICKOM s3blkax), jexkapersenHas (opma,
A03MPOBKA, dmpma BBIITY CKa. Macca COAEPKHUMOTo
NIBYX0OBEMHOr0 MakeTHKa (2 1), cOCTaB HA OAMH NAKeTHK (2
I') ¢ YKa3aHHEeM HAUMEHOBAHUS H COAEPKAHU J1eHCTBYIOIETO
BELIECTRA, BCTIOMOTATENBHBIX

nepevns BELLECTR,

HAUMEHOBaHMe, anpec u JIOFOTHIT nepKarens
PErMCTPALIMOHHOIO YAOCTOBEPEHHS!, HAMMEHOBAHKE 1 Aalpec
HPOM3BOAMTENSA, TIO THHUAM OTPbIBA Haveceno: «llonosnna
10361 getsamy, «llojnas Jlosa B3pocibiMy, «lTokasaHus juis
NPAMEHEHHA, Crnocod MPUMEHEHHS W J103bl: BHMMATEIbHO
OpouMTaiiTe  MHCTPYKIMIO BHYTPH  YNAKOBKM!», yCIOBUA
xpanenus (Xpanuts npu Temneparype He Boime 235 °C.).
«XpaHuTh B HEAOCTYITHOM JUIS AETCH MECTE.», HOMEP CEpHH
(Cepusg No), 00BbEAMHEHHEIA ¢ 1aTOH NPOU3BOICTRA (mecsay
U TOAY /ATl NPOU3BOJACTBA COOTBETCTBYIOT [OC/IE1HHE
qersipe uipsl B crpoke «Cepus Non), 1ata ueTedeHns cpoka
roanocty ([oaen 1o).

Hanecennl TeXxHHYSCKAE KO/Ibl KOMITAHHHK.

Ha emopuunol ynakoske VKA3ano.

TOProBO¢ HAMMEHOBAHHUE JIEKAPCTBCHHOTO TNIperiapard,

MEWIYHapOJAHOE HENATEHTOBAHHOE Ha.HMCH(ll}‘aH_}_'I? (Ha
e -

-




Jlozomun komnanuu [Jomne @apmaveymuuu C.n.A.
Cepmudpuxam npouseooumenn

Ceplika Ceprudmkara ananusa: 202605587
Mpenapart: OKI/I, IpaHy.Jbl A1Jifl IIPDUTOTOBJIEHHS pacTBopa AJid NpHeMa BHYTPb 80 mr
Kox: 46000045 Bunywen: | 14.05.2026 Mata npousBoACTEA: 30.04.2026
Cepus: | 7900426 Komuuectso:| 60900 CpoK roiHoCTH: 03.2029
PYCCKOM W aHITIMHCKOM A3BIKAX ), IEKapcTBEHHYIO Gopmy. PYCCKOM W aHTIHICKOM A3bIKAX ). iekapeTentas gopma,
(popMYy BRITYCKA, JO3HPOBKY, Maccy COAEPKUMOro (hopma BeIITycKa, 103HPOBKA, MACCa COACPKUMOIO
NBYXOGHEMHOTO MAKeTHKA (2 I), KOITHHECTBO ABYXOObEMHBIX | JABYXOOBEMHOT0 MakeTHKa (2 1), KONH4eCTBO ABYXOOBEMHBIX
MAKETHKOB B MAYKE, COCTAR HA OJIMH NMakeTHK (2 1) ¢ [AKETHKOB B MA4Ke, COCTAB Ha OJMH NakeTHk (2 1) ¢
VKa3aHHEeM HAUMEHOBAHMSA M COACPIKAHMS ACHCTRYIOLIETO YKa3aHMEeM HAMMEHOBAHHMSA M COACPIKAHHUS JICHCTRYIOLIET O
BELIECTBA, [IepetHs BCTIOMOTaTeIbHBIX BELIECTS, BEILECTBA, EPeHHs BCIOMOraTeilbHbIX BEIECTR,
HAHMEHOBAHHE, A/IPEC U JIOTOTHUIL Aep/xKaTes HAUMEHOBAHNE, aIPeC U JIOTOTHIT ICPAKATE1A
PErHCTPALIMOHHOTO YA0CTOBEPEHHNS, HAUMEHOBAHHE M &/IPEC | PETHCTPALHOHHOTO YAOCTOBEPEHHUA, HAMMCHOBAHHE W apec
[POM3BOANTEIS, TOTOTHIT OPTaHK3aLH, MPHUHHMAIOLIEH IPOM3BOAMTES, JIOrOTHIT OPraHM3AIIMH, IPHHHMAIOLLLCH
npereHsuy oT NoTpeduTens (Ha NaTHHHLe), 1IpeTeH3Hy oT noTpeduTens (Ha IaTuHHLE),
npeAynpeimebHble Hannued «llokasanus 115 npeaynpeanTebbie Hannueu «llokasanus s
NpUMEHEHNA, CTIOCOD NPUMEHEHHS W /103b1: BHUMATCILHO MPUMEHEHMS, CITOCO0 TPUMMEHEHHS M 103b1: BHUMATENLHO
NPOMUTAiTE HHCTPYKLHIO BHY TPH YTIAKOBKM ), « XpaHHTb B MpOUUTAITE HHCTPYKLMIO BHYTPH YIAKOBKU!Y, «XpaHuTh B
HEZOCTYITHOM JUISt ICTeH MECTE.», HOMEP PErHCTPALIOHHOIO | HELOCTYIHOM T nieTeit MecTe.», HOMEP PEruCTPalHOHHOTO
VI0CTOBEPEHI, YCIoBHa otrycka ([Ipenapar oTycKkaeTes y0CTOBEpEHHS, YCI0BHA oTnycka (IIpenapar oTryckaeres
M0 PELENTY.), YCIOBMA XpaHeHns (XpaHuTb pH [0 pelenTy.), YCA0BUS XpaHeHus (XpaHuTh npw
Temmeparype He wuie 25 °C.), nomep cepun (Cepust), temneparype ne Boitie 25 °C.), HOMEp cepHu (Cepus:),
OGBeAMHEHHBIH ¢ 1 TOil IPOH3BONCTBA (MECAITY 1 oy Aathl | OOBEAMHEHHBbIH naToi NPOH3BOACTBA (MECALLY M IOy JIAThI
NPOM3BOICTBA COOTHCTCTBYIOT MOCTEIHHE 4eThIPE WHGPBI B | MPOM3BOACTEA COOTBETCTBYIOT TIOCASIHHE YCTLIPE LAPPLI B
crpoke «Cepusin), 1aTy HCTeueHus cpoka roasocty (l'oaen | CTpoke «Cepusi:n), nata ueredenns cpoka roanoctd (Toaen
110:), «CpoOK FOIHOCTHY CO CTPEIKOH, YKa3blBAIOLICH MECTO 10:), «CpOK roAHOCTH» CO CTPENIKOM, yKa3biBaIoLLeH MecTo
€ro HaHeCeHH A, ITPHX-KOA. €ro HaHeCeHHs, ITPHX-KOJL
Ha ymakoBky AOTOJHHTEIBHO MOIYT HAHOCHTHCA (MM Ha yriakoBKy HaHeceHbl MI00aTbHbIH HICHTHUKAIMOHHbI
NPUKIEHBATLCA 8 Baze  CTMkepa)  robaibibii | womep Toprosoii emmiuibl (GTIN:), MHIMBHLY A/lbHBIH
waenTHpMKALHOHHEI HoMep Toprooi exunnikl (GTIN:). | cepuitnbiit HoMep TOProBoi EAHHKLLI (Mu, Homep:).
MHMBAIYATBHEIH  CepHiHBIi HOMED TOProBo#l EMHHMLLL | CPeNCTBO uaenTHdMKaim, 0TO0paKACMOE B BUIE
(VHz, HOMep:), CPEACTBO MACHTH(DHKALMH, 0TOGPAKAEMOE B | ;jpyMepHONO IITPUXOBOTO KOJA, BHYTPEHHUE KO/IbI YITAKOBOK
BHAE ZIBYMEPHOTO [HTPUXOBOTO KOIA. BHYTPEHHHE KOIBI | (ykasamul u(ppamu i GYKBAMH M OTACABHBIMH
yNaKoBoK (YKashlBAIOTCA LM(ppaMu W/nmm OyKksamu W/unu FpadMHECKIMH YICMEHTaMH).
OTAE/BHBIMI TPaUYECKUNH HIEMERTAMM).
XpaHeHde [Ipu TemmnepaType He Bbime 25°C. Ipu Temneparype He Bbiue 25°C.
Cpoxk 3 rona 3 roaa [pEnTEk
FOJHOCTH P era T
JI'Axsuna, 15.05.2026 MOAIHKCH 'fo':'/,-- EX

YV IOJTHOMOYEHHOE JTHLO /- /




Hozomun xomMnanuu Jlomne PapmateyTHYIH C.1.4.
,H_O.Mne CDapMa'{eymu'{u CnA. 10puanvecknii agpec:

Bua Can Mapruno, 12-12/a 20122 Munasn, Hraaus
AJpeca NpoH3BOACTBA:

Bua Canra Jyuua, 6-20122 Munau, Hraaus

Bua Kamno au [uae c.n.e — 67100 JT'Axenia, Hraansa
Bua Tommaco Jle Amuunc, 95 - 80131 Heanosn, Hranus
Tenedon: +39 02 583831

www.dompe.com

3asBjenue o ceprudukare

51, Huxonerra Jl:opaanu, Y IOITHOMOYEHHOE JIMI0 OTBETCTBEHHOE 3a BBITYCK CEpHH,
3a51BJIS 1O

uro Bea wHpOpMalmMs BHYTpH ceprh(ukara asammsa 202605587, nomep cepun 7900426
COOTBETCTBYET JICHCTBHUTEILHOCTH.

C ypaxeHHeM

VY1oMHOMOYEHHOE JIULO
Huxkonerra Jlxopaanu
[Noamuck

JI'A¢ Buna, 15.05.2026




Dompé farmaceutici s.p.a.
Corporate Headquarter

Via San Martino,12 - 12/a - 20122 Milan, Italy
Operating OFfices
Dom pé Via Santa Lucia, 6 - 20122 Milan, Italy

Via Campo di Pile s.n.c, - 67100 L'Aquila, italy
Via Tommasa De Amicis, 95 - 80131 Naples, Italy
Contact +39 02 583831

www.dompe.com

Confirmation of compliance

We confirm that the batch 7900426 of finished product OKI granules for preparation
solution for oral intake 80 mg, two-section sachet 2,0 g x 12, Registration certificate
number J1M-Ne{003801)-(Pr-RU} dated 24.11.2023, was manufactured and checked in
full compliance with the GMP requirements of the EU and with requirements of the
current Registration documentation approved in Russian Federation {SEQUENCE 0006
approved on 16.06.2025):

- Normative documentation: JIN-N2e(003801)-(PT-RU})-160625 approved on
16.06.2025

- Instruction for use: JiN-Ne(003801)-(Pr-RU) approved on 24.11.2023

- Pack materials: JIN-Ne(003801)-(Pr-RU) approved on 24.11.2023

- Labelling: NN-N2(003801)-(PT-RU) approved on 24.11,2023

Information about Active substance which was used for manufacturing of this batch:

Name Manufacturer Country | Batch number

Ketoprofen Lysine Salt | Zhejiang Jiuzhou China 26039227
Pharmaceutical Co., Ltd

Qualified Person
Nlcoletta Glordam

rj\“c'-'j‘:t” =\ CHC Aoiq

L'Aquila, A% Q5 2026

s
o YT

Dompé farmaceurid 2.p.a. - Socko Unica

Caphate soclale €50:000.000,00 REA MI 289519 CQY
Replawa Imprese dl Milano, Codice Fiscle CRTUAUTY
¢ Partia IVA (VAT) N. 00791570153 oA .
Codice SDI Facturazlone Rlettronles P370921 wun«-—'
L societi ha adotunn il modello gestioas Napoll, Milano

& controltn al sens del D.Lgs 2312001




Dompé

Quality Control
Certificate of Analysis: 202605587
Produet: OKI, granules for preparation solution for oral intake 80 mg
Code: 46000045 {ssued: 14/05/2026 Manufacturing date: 30/04/2026
Batch: 7900426 Quantity:| 60900 Expiry date: 03/2029
Parameter Method Limit Result
Description Organoleptic White to light yellow granules irregular White granules irregular shaped with
shaped with characteristic mint odor, characteristic mint odor,
Identification UPLC The retention time of the main peak in The retention time of the main peak

Rus.Ph or Ph Eur. the chromatogram of test solution should | in the chromatogram of test solution

or EAEU Ph, GPM | comply with the retention time of complies with the retention time of
2.1.2.28 ketoprofen peak in the chromatogram of | ketoprofen peak in the chromatogram
standard solution. of standard solution.
Clarity of solution Rus,Ph or Ph.Eur, Opalescence of solution should not <1
or EAEU Ph. GPM | exceed opalescence of Standard 11
2.1.2.1
Colour of solution Rus.Ph or Ph.Eur. The test solution should be colorless and | <BYs
or EAEU Ph. GPM | not more intensely colored than Standard
2.1.22 BYs
Average Weight Rus.Ph. (weighing), | From 0.90 to 1.10 g in one volume of 1.00
or Ph.Eur, or EAEU | two-volume sachets
Ph. GPM 2.1.9.5
Disintegration Company method Not more than 10 min <10
pH Rus.Ph. From 4.5 to 5.5 5.0
(potentiometrically)
or Ph.Eur. or EAEU
Ph. GPM 2,123
Impurities UPLC Individual unidentified impurity - not 0.0NR

Rus.Ph or Ph.Eur. more than 0.5 %;
or EAEU Ph. GPM | total impurities - not more than 1.5 % 0.0NR
2.1.2.28
Water Rus.Ph. (K. Fisher | Not more than 2.0 % 0.6
method) or Ph.Eur.
or EAEU Ph. GPM
2.15.12

Uniformity of dosage units Rus, Ph. {(UPLC) or | According to requirements Caomplies
Ph.Eur. or EAEU
Ph. GPM 2.1.9.14
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@ Dompé

Certificate of Analysis:

202605587

Quality Control

Product: OKI, granules for preparation solution for oral intake 80 mg
Code: 46000045 Issued: | 14/05/2026 Manufacturing date:| 30/04/2026
Batch: 7900426 Quantity:| 60900 Expiry date: 03/2029
Parameter Method Limit Result
Microbiclogical purity Rus.Ph. or EAEU Category 3A or according to
Ph. GFM 2.1.6.6, requirements Ph.Eur.
GPM 2.1.6.7 or TAMC — not more than 10 CFUinlg | 0
Ph.Eur. TYMC — not more than 10* CFUin 1 g 0
Absence of Escherichia Coliin 1 g Absent
Assay of ketoprofen lysine UPLC From 36.0 to 42.0 mg in one volume of 39.5
Rus.Ph or Ph.Eur. two-volume sachets of ketoprofen lysine
or EAEU Ph. GPM
2,1.2.28
Storage At a temperature nol above 25 °C
Shelf life 3 years
L’Aquila,

110512026
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Quality Control Manager




Certificate of manufacturer

Ref. CoA #: 202605587
Product: OKI, granules for preparation solution for oral intake 80 mg
Code: 46000045 Issued: | 14.05.2026 Manufacturing date:} 30 04.2026
Batch: | 7900426 Quantity:| 60900 Expiry date: 03.2029
Parameter Limit Result
Package 2 g of the product in a two-section sachet (1.0 g - in cach | 2 g of the product in a two-section sachet (1.0 g - in each
section) of three-layer material: low-density polyethylene | section) of three-layer material: low-density polyethylene
(inner part), aluminum {intermediate part), paper (external | (inner part), aluminum (intermediate part), paper (external
part). part).
20 or 12 sachets and instruction for use in a carton pack. 12 sachets and instruction for use in a carton pack.
Labeling 1t is indicated on the primary package: It is indicated on the primary package.

trade name of the medicinal product, international
nonproprietary name (in Russian and in English), dosage
form, strength, pharmaceutical form, weight of the contents
of the two-section sachet (2 g), content of one sachet (2 g)
with indication of the name and content of the active
substance, list of excipients, name, address and logo of the
Marketing Authorization Holder, name and address of the
manufacturer, it is applied along the tear-off lines: “Half dose
for children”, “Full dose for adults”, “Indications for use,
administration and dosage: read carefully instruction inside
the package!”, storage conditions (Store at a temperature not
above 25 °C.), “Keep out of reach of children.”, batch
number (Batch No.) combined with the manufacturing date
(the month and year of the production date correspond to the
last four numbers on the line “Batch No.”), shelf life
expiration (Expired before).

Additional compamy technical codes are allowed.

trade name of the medicinal product, international
nonproprietary name (in Russian and in English), dosage
form, strength, pharmaceutical form, weight of the contents
of the two-section sachet (2 g), content of one sachet (2 g)
with indication of the name and content of the active
substance, list of excipients, name, address and logo of the
Marketing Authorization Holder, name and address of the
manufacturer, it is applied along the tear-off lines: “Half dose
for children”, “Full dose for adults”, “Indications for use,
administration and dosage: read carefully instruction inside
the package!”, storage conditions (Store at a temperature not
above 25 °C.), “Keep out of reach of children.”, batch
number (Batch No.) combined with the manufacturing date
(the month and year of the production date correspond to the
last four numbers on the line “Batch No.™), shelf life
expiration (Expired before).

The company technical codes are applied.

Page 102

!rL

\

11

LA



Dompé

Certificate of manufacturer

Ref. CoA #: 202605587

Product: OKI, granules for preparation solution for oral intake 80 mg
Code: | 46000045 Issued: | 14,05.2026 Manufacturing date:| 3(,04,2026
Batch: | 7900426 Quantity:| 60900 Expiry date: 03.2029

It is indicated on the secondary package:

trade name of the medicinal product, international
nonproprietary name (in Russian and in English), dosage
form, pharmaceutical form, strength, weight of the contents
of the two-section sachet (2 g), quantity of the two-section
sachets per package, composition per sachet (2 g) with
indication of the name and content of the active substance,
list of excipients, name, address and logo of the Marketing
Authorization Holder, name and address of the manufacturer,
logo of the company receiving the consumer claims (in
Latin), cautionary warnings: “Indications for use,
administration and dosage: read carefully instruction inside
the package!”, “Keep out of reach of children.”, Marketing
Authorization number, dispensing rules (The drug is
available on prescription.), storage conditions (Store at a
temperature not above 25 °C.), batch number (Batch:)
combined with the manufacturing date (the month and year
of the production date correspond to the last four numbers on
the line “Batch:”), shelf life expiration (Expired before:),
“Expiration date” with an arrow indicating the place of
application, barcode,

The Global Trade Item Number (GTIN:), individual batch
number of the trade unit (Jnd. number;), identification tool
displayed as a two-dimensional bar code, internal packaging
codes (indicated by numbers and/or letters and/or individual
graphic elements) can additionally be applied (or glued in the

form of a sticker) on packaging.

It is indicated on the secondary package:

trade name of the medicinal product, international
nonproprietary name (in Russian and in English), dosage
form, pharmaceutical form, strength, weight of the contents
of the two-section sachet (2 g), quantity of the two-section
sachets per package, composition per sachet (2 g) with
indication of the name and content of the active substance,
list of excipients, name, address and logo of the Marketing
Authorization Holder, name and address of the manufacturer,
logo of the company receiving the consumer claims {in
Latin), cautionary warnings: “Indications for use,
administration and dosage: read carefully instruction inside
the packagel”, “Keep out of reach of children.”, Marketing
Authorization number, dispensing rules (The drug is
available on prescription.), storage conditions (Store at a
temperature not above 235 °C.), batch number (Batch:)
combined with the manufacturing date (the month and year
of the production date correspond to the last four numbers on
the line “Batch:™), shelf life expiration (Expired before:),
“Expiration date” with an arrow indicating the place of
application, barcode.

The Global Trade Item Number (GTIN:), individual batch
number of the trade unit (Ind. number:), identification tool
displayed as a two-dimensional bar code, internal packaging
codes (indicated by numbers and letters and individual
graphic elements) are applied on packaging.

Storage

At a temperature not above 25 °C

At a temperature not above 25 °C

Shelf life

3 years

3 years
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Dompé

Dompé farmaceutici s.p.a.
Corporate Headquarter

Via San Martino,12 - 12/a - 20122 Milan, Italy

Operating Offices

Via 5anta Lucla, 6 - 20122 Milan, Italy
Via Campo di Pile s.n.c. - 67100 L'Aquila, Italy
Via Tommaso De Amicis, 95 - 80131 Naples, Italy

Contact +39 02 583831

www,dompe.com

CERTIFICATION STATEMENT

I, Nicoletta Giordani, QP responsible for batch release,

declare

that all the information inside the certificate of analysis 202605587, batch number
7900426, corresponds to the truth.

Yours faithfully

L'Aquila, AS.09 202¢

Dompé farmaceuticl s.p.3. - Sole Shareholder

Share capital € 50,000,000.00 REA Mi 289519
Business Register of Midan, VAT number 00791570153
Electronic Invoicing SO Code P37US2L

The company ha¢ adopted the mamagement
and control made! pursusrt to Legislative Decree 231/2001
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Qualified Person
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