JNIEPKABHA CJIYKBA 3 JIKAPCLKHAX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMM
Y JHIITPONIETPOBCHKINA OBJIACTI

Jainpo, mn.CoGopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kox E[PTIOY 37070665

BUCHOBOK
npo AKicTL BBe3eHOro B YKpaiHy JiKapcLKoroe 3ac00y

29.03.2023 Ne 14039/23/04

OKCAJIIVIATHUH AMAKCA

(HatMeHYBaHHs niKapesKoro 3acofy 3riaHo 3 peecTpauifiHiM NOCBiAYEHHAM)
KOHIEHTPAT 15 Po3unHy s indysiit, 5 mr/ma no 40 ma y ¢akonax Nel

(topma BHITycKY, 103yBaBHS, BHI 1KY BaHHS Aikapeskoro 3acoby)

Homep peecpaifiroro noceinsenta UA/14965/01/01 crpox gif peectpauiitioro nocsirseHns 01.01.2099

Cepin nikapcbkoro 3acoby Ne AI220503 KinbkicTs BBe3eHOro Aikapcbkoro 3acoby 200
BupoGHuK AxBiga I'm6X , Himeuuuna
(HaliMeHyBaHHs: BMpOGHHKa Jikapchroro sacofy, kpaiHa TIOXOUKEHHA)
BaeseHo B YkpaiHy ToBapucTBo 3 06Mexen o0 BignopizanbricTio "BaJIM", inent. kon:
31816235

(HaiimeHyBaHHs Ta ko 32 CJIPLIOY ropunuunoi ocodu abo npisauine, iM's, mo GarbkoBi dizuunol
ocoGu - nianpuemus, T Miclle NPOKHBAHHS Ta PeECTPALiHHMA HOMED 001ikOBOT KAPTKHU INIATHHKA
rno/1aTkis abo cepis Ta HOMEp MacnopTa)

TpoTokoa isyanenoro koutpomio sia 28.03.2023 Ne 07-01/798/5.

Ja pesyNbTaTaMH JEPXKABHOrO KOHTPONIO BCTAHOBJEHO, WO JiKAPChKHHA 3aci6 BBe3eHO B YKpaiHy 3

JAOTPHMAHHAM BuMOr 3aKOHOJaBCTBA WOAO 3a6e3neseHHs AKOCTI NiKapChiHX 3acobis.

B.o. HauansHuKa JepxaBHoi cIyx0H 3

niKapchKHUX 3ac06iB Ta KOHTPOJIIO 32 €rop BOJIKOB
HapKOTHKaMH
(nocanopa ocoba opraxy AepiaBHOTO KOHTPOIIO) (‘rM) (ininiany Ta npissuiLe)

M.IL.

Bunnsikosa Kapida
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Jixaperrid zacil: Owxcaninnamun AMaxce, KoHueHmpam dna pozyuuny ang lndyaid, 5 ma/mn no 40 an y hnaxoni; no 1
Drug proguct: chnaxony e xapmonuii xopoSul
Oxaliplatin Amaxa, concentrate for solution for infusion, 5 mg/mi, 40 mi in vial: 1 vial in carton box
Ahova pevoaura: Oxcaninnamun {1 sn xowyenmpamy micmumi § Mz oxcaninnsmuny)
| Active ingredient: Oxaliptatin (1 mi concentrate containg § myg of oxaliplatin)
Homap cepll / Bateh number Al220503
llama eupofnuymea / Date of Manufacturing 26.08.2022
[Lama sadnuennn empoxy npudamuocmi / Expiry date 06/2026
Pozwmip cepil / Balch sixe 1001 ynakosow/packs
Jixapcsxa hopma | Dosage fornr KCHLUGHTPAT Ans posuuHy AnAa indwyali / concentrate for solution for Infuslon
Cuna diaxmuesnicms | Strength/potency; 5 wmr oxcaninnamey / 5 mg of oxaliplatin
Poanlp Ta TMN naxyBRaHHA | Package size and lype: :‘;o 40 mn bs:'»r thnakosi; no 1 dnaxory & kapTorHii kopabui f 40 mi in vial; 1 vial
Faeanpaurﬂm nocelddyerns Na / Markeling Authorizetion No.  UAM4965/01/01
Bupo8Hux, kpalia / Manufscturer, ooumy AxBiga MubX, Himewsssa / AqVida GmbH, Germany
TToxasnuxu axocmi Honyemuml nopmu (Requirements) Memodu xormponio Peaynamamu
{Tests) {Quality methods) {Resuits)
Onue Mpo3ocpui Ge3bapBHWA Po3uuH BisyansHo Binnoeipae
| | Appearance Clear colourfess solution Visusi Complies
MposopicTs KanamyTHICT: posiMHy Mac ByTu He BinbLue €ep.d.22.1 “ -~ | Blpnoeipae - -
Clarity STANOHHOTO poaumnny | - Ph.Eur, 2.2,1 Complles
Turbidity of solutlon shauﬂbenatexceadofthe
: standard solution |
Konsoposicts Konsoposicte pos-uuy Mae 6y1'u He Gintwe €sp.®. 222 Bignosigae
Color @TaNoHHOTO posuuHy Be Ph.Eur. 2.2.2 Complies
Color of solution should be nof exceed the
- | standard soiution By
IneHTuchikaLlin Yo, BunpoGosysaHnii poaHuMH NOBUHEH MaTH €8p.®, 2.2.25. MeTog Bignosinae
fdentification MAKCUMYW, LLO | pO3YKMH NOPIBHIHHSA. BUpoGHUKa 254 nm
V. Sample solution should have the same Ph.Eur. 2.2.25. Complies
maxirnum as reference sofution. in-house 254 nm
BEPX. BigHocHui Yac yTpuMyBahHA noeiHex Bymu | €ep.d, 2.2.29. Metog Bignosinae
B Mexax 0,975 — 1,029 BupoGHuKa 1.000
HPLC. The relalive retention time should be Ph.Eur. 2.2.20. Cornplies
between 0.975-1.029 in-house 1.000
pH 40-70 €ep.9.2.2.3 6.0
Ph.Eur. 2.2.2
CynpoeigHi aomiluism Homiwka A He binswe 0,3 % €ap.®. 2.2.29. Meron 0.10 %
Related substances Impurity A not more than 0,3 % BupolHWKa
Bowmiwka B He &inewe 0,4 % Ph.Eur. 2,2.29, 0.19%
impurity B not more than 0,4 % ).,\(- HO Jr, in-house _
Howiuka C we Ginbwe 0,1 %7 & 0.01%
impurity C not mora than (/1 --'-_;. 1 ”a;
Byab-axl 1wl gomitm Hl/Gini %2 %y TIB ’,
Any other impurities not|; \'b 0.01 %
Cyma HelgeHTudikosaH \ 4 | 0.03 %
% /5]
/ 0.52%
KinbkicHe BU3HAMEHHS €op.®, 2,2,29. MeTop, 100.2 %
Assay BUpoGHUKa
Ph.Eur. 2.2.29.
in-house
O8'em, Wo 200 Mr/40 an: = 40 mn €ep.9. 2917 Blanosinae (42 mn)
BUTArAETLCA 200 mg/40 mi: = 40 mi PhEur. 29.17 Complies (42 mi)
Extractable volume
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Howmep cepii / Batch number Al220503

Mixapcoxud 2acls; Oxcaninmamun Asaxca, xonusHmpam ann posvuny ana Inchysld, 5 ma/un no 40 sn y cinaxoni; no 1
Drug product: dhnavony e xapmonnti xopobul
Oxalipiatin Amexa, cancentrate for solution for Infusion, 5 mg/mi, 40 mi in vigl; 1 vigl In carton box
Alode pevosuna; Owxcaninnamun {1 Mi xouyaHimpamy micmums 5 s okcaninnamuny}
Activa ingredient: Oxaliplatin (1 mi concantrate conlains 5 my of oxaliplatin)

'GaxTeplansHl eHAOTOKGHHW | He Ginbwe 5 EO/Mn €ep.®.26.14 < 5 EOMn
Bacterial endofoxins Not more 5 EU/mi Ph.Eur. 2.6.14 < 5 EU/mi
MexaHiuHi BKNIGYEHHRA: BInbHWi ala euAMMUX HacToK €8p.d, 2,9.20 Bianosigae
am““i JACTKA Ph.Eur. 2.8.20 .
Parliculate contamination; Free from visibie particies Complies
visible particies
MexaHiuHI eKmiovMeHHS: 2 10 s S 6 000 vacrmox Ha praxoH €ep.d. 29,19 557 vacTok Ha ¢hnakoH
HEBHUAUME MBCTHH 2 25 siu; 5 8O0 vacmox Ha ¢hraxoH Ph.Eur. 2.8.19 381 vacTok Ha hnakoH
Pearticulate contamination: 2 10 um: < 6 000 particles per vial 557 particles per viel
sub-visible particles 2 25 um: S 800 particles per vial 381 paitticles per vial
CTepuneHicTs Crepunolui €pp.P. 2.6.1 Bignoeipae
Stenlity Sterile Ph.Eur. 2.6.1 Complies
CaHoplaHicTL Ao308aHUX MNpunycTvme npuiManbHe Yieno: €ep.$. 2.9.40 Binnosinae
OAMHULIE £15,0 % (1 eran) afo Ph.Eur. 2.9.40 Complies
Uniformity of dosage unit £25,0 % Ta Mix 0,75 M| 1,25 M (2 eran),
Acceplable acceplance number:
£ 15.0 % (stage 1) or
% 25.0 % and batween 0.75 Mand 1.25 M
i {stage 2)
lomiuna Az eTaHgioBa wAChoTa (|

WHANORA KMENOTA)

wka B: {SP-4-2nuaxaal(1R, 2R}-umknorexcas-1,2-auamin-kN, kN'TnnatuiyM {(anakeanuamMHLAKNONSCaHNNATHHY M)

iwka C: (OC-6-33H(1R, 2R)}-unorexcan-1,2-aquamin-iN, diN'|[eTanaicar{2-)- xO1, kO2]|aMrigpokcannaTiHyM
mpurity A: Ethanedioic acid (Oxalic acld}
mpurity B: (SP-4-2)-dlaquaf{1R, ZRJWemne-c)wmexane-f 2-diamine-xN xNjplatinum {diaquodiaminocycichexaneplatinum)
mpurnity C: {OC-8-33){(1R, 2R)-cyciohaxane-1,2-diamine-xN.xN Tethanedioatof2-}- xO1,x02]dihydroxyplatinum
ucoaox: Cepin Ne AI220503 signosinae snmoram MKR, peectpatfiiie nocaigueHnn Na UA/14965/01/01
onc.'uslon Batch No. Al220503 complies with requirements to AND, marketing authorization Ne UA/M4565/01/01
AHHA, mmmaxoﬁxwmmmspmmmcepmu@mywdweﬁmGMPMann wo sidnosidac 3a

(Mamufacturing license) Ne DE_HH_01_MIA_2019 0008
spmughixam eidnosidHocmi GMP (GMP certificate) Ne DE_HH 01 GMP 2021' 0002
exHonoin cmwnuma,mnnwxnmcmlmaemmcepm\! Nmmmpmxoaaaeowy Oncaninnamun AMaxes, KoHUBHMpam
At posyuHy N inghysils, 5 matn no 40 mn y chnaxowi; no 1 chnaxory & xapmonHid kopoBuf eldnosidse eusoczam GMP,
fanutfacturing process, quallly control and release of the batch No. AlzzososafmepmductOnIWtﬂnAmm concentrale for solution for
15504 5mgﬂm' 40mfmwet Twmmboxmphesm‘ms = ;

mcqesuupeeynmopnuuopaanwly

setchafpmduwsmmmumd( b e . conto is carded out i th sbovementioned
dactumgamamﬁ.wcomphancewﬂhﬂ?eGMP -roguls

ecification focated in the registration dossiar. Protocold
confirmed.

piBHMK KOHTPONIO AKOCT | {ynoeHoaakaHa ocoba)
of the Qualily Controf (authorized person)

) Hemm \E chantat Hemmje Dava / date 02.02.2023
{slgnature) (midnuct
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HAEPKABHA CJHYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JHINMPONETPOBCBKIHN OBJIACTI

Huinpo, nn.CoGopna,4, k. 601-605, 45005, +380 (66) 345-41-71
E-mail: dls.dpf@dls.gov.ua, Kox €JIPITIOY 37070665

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKPAiHY JiKapCbKOro 3acody
18.04.2025 Ne 19233/25/0411
OKCAJIINJATHH AMAKCA

(naiiMenyBaHns FikapceKoro 3acoly 3riaHo 3 peecTpauifftHiM NOCBLIYEHHAM)
KOHUEHTPAT L 18 PO34YHHY 119 indysiii, 5 mr/ma no 40 ma y ¢paaxonax Ne 1

{(hopva BINYCKY. [103) BAHRA. BII NAKYBAHHA 1iKapChKOro 3acofy)

Howmep peecrpauiitnoro nocsinuenns UA/14965/01/01 crpox aii peectpanifinoro nocsinuenna 01.01,2099

Cepia aixapcbkoro sacody Ne A1230403 KinbkicTs BBE3€HOrO Nikapebkoro sacoby 360
BupoGHuk AkBiga 'MOX . HiMeuuuna
(HafiveHyBaHHA BHPOOHIIKA JiKapebKoro 3acoly, kpalHa NOXomKeHHA)
Beeseuo B Yipainy ToBapucTBO 3 00MekeH010 BianosinaiabHicTIo "Ba/lM", inenr. xon:
31816235

{Hafimenysannn Ta koa 3a EAPTIOY wpunn4nol ocobu abo npizeuue, iM'a, no GaTekosi diznanoi
ocodit - nianpuesusa. 1 Micue NpoXKHBaHHS Ta peecTpauifiHMit HoMep obRiKOBOT KAPTKH MIATHHKA
noaarkis abo cepin Ta HOMED nacrnopTa)

Iporokon sisyansnoro konrpono sia 17.04.2025 Ne 03-01/851/5.

30 pelyAbTATAMM  JCPKABHOIO KOHTPONIO BCTAHOBMEHO, IO JikapchkuH 3aci® BBeseHo B Yipainy 3

NOTPHUMAHHAM sumor 3aK0HOIABCTEA (HOAC 3a0€3MEHEHHA AKOCT] NikapebKHX 3ac00ib.

T.B.0. Havaitbnka JepxkapHoi cnyxbu 3
NiKapChKUX 3ac00iB Ta KOHTPOK 32
HapKOTHKaMH y JAHinponeTpoBChKil
cbunacTi

Hna JIPAT AH

(iniuianm Ta npizenuwe)

h‘i‘\\tin‘l'ﬂ” }
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Oxcaninnamun Amaxca, xoriternmpam dna poauuny dnn lngbyails, § ma/mn no 40 un y draxoni; no 1

TMixapenkui) 3aci6:
Drug product: hraxony € xapmonnlil vopobuyl
Oxaliplatin Amaxa, concenirate for solution for infusion, 5 mag/mi, 40 mi it vial: 1 vial in carfon box
Hiroua pevoguna: Oxcaninmamun (1 M1 xoHWoHMPamy micmums 5 me oxcaninnamuny)
Active ingredient: Oxalipiatin (1 mi concentrate contains 5 mg of oxaliplatin)
Homep ceplf / Baich number Al230403
Aama eupobruumea / Date of Manufacturing 30.05.2023
Hama zaxinvennn cmpoxy npudamnocmi / Expiry date 0512027
Poamip ceplT/ Batch size 1001 ynakosow/packs
Nirapcoxa hopma / Dosage form:

Cuna daxmusenicms | Strength/potancy:
Poamip Ta TMn nakyeanHn / Fackage size and lype:

Pecompayiiine noceidvenns Ne / Marketing Authorization No.
Bupobwux, xpaina / Manufacturer, country

in carton box
UA/14985/01/01

AxBina 'mbX, Himeyuuna / Aqvida GmbH, Germany

KOHUEHTPAT ANA poaqMHy AnA iHdyaiid / concentrate for solution for infusion
5 mr oxcaninnamidy / § mg of oxaliplatin
Mo 40 mn ¥ dnakoki; no 1 GNaKoHY B KARTOHHIN kopaby / 40 mi i vial: 1 vial

TTokaanuxu gocmi Honyemumi Hopmu (Requirements) Memodu xonmpomo Peaynemamuy
{Yests) (Quality methods) {Resuits)

Onuc Mposopuid GesbapsHui poadmrH BiayansHo Binnosigae
Appearance Clear colourless solution Visual Compilias
Mpo3sopicts KanamyTHlcTe pogunHy mac ByTi He Glnowe €ap.®.2.2.1 Bignosigae
Clarity ETaNOHHOTO PO3vHHY | Ph.Eur. 2.2.1 Complies

Turbidity of sofution should be not exceed of the

standard solution |
KonsopoBicTs Konsopogicts poaunHy mae GyTi He Ginelue €sp.d. 222 Bignosinae
Color ETanoHHOTo po3iuHy By Ph.Eur. 2.2.2 Complies

Color of solutfon should be not axceed the

standard solution By
IneHTuchikatis ¥&. BunpoGosysaHUi poaHMH NOBMHEH MaTH €ap.¢. 2.2.25. MeTon Blanoeigae
Identification MAKCHMYM, WO | pO3YHH NOPIBHAHHA, BUpoSHUKa 250 nm

UV. Sample solution should have the same Ph.Eur, 2.2.25. Complies

maximum as referance sofution. In-house 250 nm

BEPX. BigHocHMiA Yac yTPUMYBaHHSA NoBUHEH GyTu €pp.®. 2.2.29. MeTog Bignosigae

B Mexax 0,975 - 1,029 BupobHmka 0.993

HPLC. The relative retention time should he Ph.Eur, 2.2.29, Complies

between 0.975-1.029 In-house 0.993
pH 40-7,0 €rp.$.223 5.7

Ph.Eur. 2.2.3

CynposigHi aomiLuxu Lomiuika A He Sinblue 0,3 % Cep.d. 2.2.29. MeTog 0.15%
Related substances Impurity A not more than 0.3 % BupobHuka

Romlwka B He Ginbwe 0.4 % Ph.Eur. 22 29, 0.36 %

impurity B not more than 0,4 % In-house

Oomiwka C He Ginbwe 0,1 % 0.02 %

Impurity C not more than 0,1 %

ByAk-Au iHLW Aomilkk He Ginbiue 0,2 % 00 %

Any other impurities not more than 0,2 %

Cyma HelnenTudikosanux gomlwok He Ginbwe 0,8 0.04 %

Sum ofunspecr’ﬁed intias-nof more than 0,6 %

Cyma gomlwox nerSin: % 0.480 %

Total impunn g
Kinbkiche BuaHaueHna | 95,0 — 105,0 s €8p.9. 2.2.29. Mevog 100.11 %
Assay 85,0 1050 3 BipoGHUKa

[l & Ph.Eur. 2.2.29.
= in-house
Qf'em, wo 200 mrid0 €8p.®. 29,17 Bianosinae (41 mn)
BUTATEETLES 200 mg/40 40 mi Ph.Eur. 2.9.17 Complies (41 mi)
Extractabie volums \’
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Mixapcoxuis 2acks: Oxcaninmamun AMAKCR, KORUSHMPam AnR posysuny Anr ingysit, § maiun no 40 mn y chnaxonl; no 1
Drug product: hraxony e xapmonrniii wopobtyl
Oxatiplatin Amaxa, concentrate for solution for Infusion, § mgy/mi, 40 mi in vial: 1 vial in carton box
Ahova pevosuna: Owcaninnamun {1 mn voHysimpamy micmums 5 mz oxcaninnamuny)
Active Ingredient: Oxaliptatin {1 mi concentrate contains § mg of oxaliplatin)

Homep ceplt / Batch number Al230403

BaxTepiansHi eHAOTOKCMHKW | He Ginbiue 5 EO/mn €ap. . 2.6.14 <5 EO/MN
Bacterial endoloxins Not more 5 EU/MI Ph.Eur. 2.6.14 < 5 EU/mi
MexaHIuHi BKNICYeHHA: BineHuWi Big BMOUMUX YaCTOK €ap.®. 2.9.20 Bignosinae
BUAMMI HaCTKM Ph.Eur. 2.9.20 _
Particulate contamination: Free from visibla particles Complies
visible particles
MexaHluri BxnioyeHHs: 2 10 mim: < 6 (000 YaCrmoK He ghrakoH €ep.d. 2.9.19 35 vacTok Ha dnakoH
HeBUAWMI YaCTHW 2 25 mins: 5 600 vacmok Ha ghnaxoH Ph.Eur. 2.9.19 85 uacTok Ha dhnakoH
Particulate cortamination: 2 10 pym: < 6 000 particles per vial 385 particles per vial
sub-visible particles 2 25 pm: £ 800 particles per vial 85 particles per vial
CrepuneHicTs CrepunsHUiA Sep.®. 2.6.1 Blanoeinae
Sterility Sterile Ph.Eur. 2.6.1 Complies
OnHopigHicTs A030BaHMX Mpunyctime npuidManbHe YUGHo: €ap.®. 2.9.40 Bignosinae
oAHULL =15,0 % ( 1 eran) abo : Ph.Eur, 2.9.40 Complies
Uniformity of dosage unit 25,0 % Tamix 0,75 M1 1,25 M (2 eTan).

Acceplable acceptance number:

s 15.0 % (stage 1) or

s 25.0 % and between 0.75 M and 1.25 M

(stage 2)

HAomiwka A: eTaHiosa KUCNOTA (WaBnesa kKMenoTa)

HOowmiwka B: (SP-4-2)-guakeal{1R, ZR}-uuxnorexcan-1,2-aMamin-N, N’ JnnarmHym (AuakeaAnaMIHLMKNOreKCaHNAATHHYM)

DOomhuka C: {OC-6-33H{1R, 2R)-umknorexcan-1,2-auamin-N, kN'[[erangioar(2-} xO1, kO2]aurinpokcHnNaTUHYM

impurity A: Ethanedioic acid (Oxalic ackd} :

impurity B: (5P-4-2)-diaquaf{iR, 2R)-cyclohexane-cyciohexane-1, 2-diamine-xN, kN Jplatinum (dlaquodiaminocyclohexaneplatinum)

impurity C: {OC-6-33{(1R, 2R)-cyclohexane-1 «2-digmine-kN,xN Jfethanedicalo(2-)- kO1,x02]dinydroxyplatinum

Bucroeox: Cepla Ne AI230403 eignosigae sumaram MK, peectpanjive nocaiguenHa Ne UA/14965/01/01

Conclusion; Batch No. Al230403 complies with requirements to AND, marketing autharization Ne UA/14885/01/01

Haiimeryeannn, McyesHaxodXeHHR ma HoMep AlueHsiT ma capmuchixamy aidnoseidroomi GMP dinshuyl 3 supobruymes, wo eidnoeidae sa
KoHMpons Copli, Capmuchiaylio ma sunyck cepil:

2ire, DCHION gno NLMDeE O, C

batch raleage:

AxBida FmbX (AqVida GmbH)
Kadsop-Binszansm-LUmp. 89, 20355 FamGype, Hivewiuna {Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)
Hiyerin Ha supobruymao (Manufacturing license) Ne DE_HH_01_MIA_2019_0005
Cepmuspbixam sidnosidrocmi GMP (GMP certificats) Ne DE_FH 0 1_GMBZ2021¢ )
TexHonoais eupobkuLmas, KoHMpona Rrocmi ma aunycky cepit Ne Al 71& WKBpC IpaTH
ana posvury Ona Indlysit, 5 e no 40 mn y hnaxomi: no 1 chnaroplf 8% FHi) Fsidridaldas sumozam GMP.
Manufacturing process, qualfly control and release of the batch No JRI2304 fthe

infusion, 5 mag/mi, 40 mi in vial: 1 viai in carton box complies with (i

2anse npo capmuchixauin; Janum 5 nidmeepdsyio, wo Hagedems 8|

Haxa copin suzomoanena (SxmoYmoOyl ynaxoeny/uapmaﬂﬂn) ] i E.jrocmi suxkoHakull Ha exazsHil suiie
supabHud SinsHull & noewill eidnosidrocml a sumozaMy supolsyme LG WIICLIESUM POsyIRMOPHUM opzarom [ ¥
eldnogidrocmi sl cneyudgbikauiern, wo anaxodumsca @ peecmpalliitoiuy: ; iy UPOPHULMEs, ynakoexy ma ananiale Synu

npoataniaoeani ma eldnoaidnicms GMP nidmeepdxero.
Certification statement; | hareby confirm that the abovementioned infaniali  /

These batch of product is manufactured (Including packaging/abert .\ it quaiiy/control is carrled out in the abuvementionsd
manufacturing area in full compliance with the GMP requirements sei<ify WHoalocal ragtiatory authonty and in accordance with the
specification located In the regisiration dossier. Protocols of manufacturing, packayirg and tests were analyzed and their GMP compiliance
were confirmed. F

Kepletux xonTponio skocT | (ynoanosakeHa ocoba)
Head of the Quality Controf {authorized person)

(CI ‘ l"\(‘;li‘;nm . chaitat tainge Llata / date 22.06.2023
signature) (ionuey
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