BATCH CERTIFICATE
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OF ANALYSIS OF MEDICINAL ”"‘R{‘ “1’ <
OCTT CEPIY JITKAPCHKONO 3ACOE

)

| Name of product / Hazsa UPOAYKTY
(strength, dosage form, package size

HIKapPCLKaA

wpe /
PoaMIp i

HOZYBARH,
THIT VITAROBKI)

ADECYCLOL, powder, 400

and a(,l\/c.,nt for solution for injection, 3
dopma, | powder and 5 ampoules 5 mi with sob

lysine (30 % aqueous solution), equivalent to
lysine, sodium hydroxide, water for injection)
per blister; 1 blister per carton pack with

marking made in Ukrainian language

AARIMEION, nopourox, 400
POZUHMHUK IV DOSYERY g
GIAKOHIB 3 NOPOIMKOM 1 5
posurrrmkoy (L-misun (30 % sos
Y nepepaxysasul ga L-slsws, sarpio
BOAY s BCeRuiR) 1o MIT Y
YAPYHRKOBIA  yRakosui;
HAPYHKOBIH ynaxosul v
YKPATHCEKOIO MOBOKY

1
3
by

no

HaMU 3 ME ’;)1\\’34' RN

| Active substance / sioua peuosiia

Ademetionine 400 mg / Azewerionin

Manutacturing
BUPOOHMK

country

kpatua- | [taly / Tranis

MA number / Homep PI1

No UA/15300/01/01

L i ~
Batch number and size of
pz'cxhw / Hcme!) TH

the finished |
PO3AMIp

2210245A

cepil | 7 566 packs /7 566 yraxosox

Date (>F manufacture / Mlata supofunirsa

12.2022

Expiry Date / Ctpox npunamaocti

122023

! Name, address and license
, muu!:vc‘ttmm site /
L HoMep stinensit BUPOGHIUOT

Hazna.

LA

mumber of Bl(‘)\«i’ff‘"‘)?("/\ }F' QS
agpeca | CHIMICO F

! '\"'1:1 Moy olcm‘c 137 re
SIOME T A GOCKAMA

KIMIKO ®A l”M ACBIOTIKA CliA

Bia Moponence 87, Mepewrino (FR), 03013,

Iranis

Manufacturing license Ne

entino (FR.

1\/:3’
BEpOOHATITEO No aM31/

2022 ;
2022
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OGWDER Bateh number 221024
': POIIOK Homep cepit 221&«*}
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[ Indicator / Morasuuk i Specification / Cnenudinanis *

- , : ?

. Appearance / Onne ¢ White or almost white hvgroscopic © Comp

i I powder / Tirpockomiuumuii nopowox - Biioe

! ' Binoro abo maitue Ginoro KONLODY, e
identification HPLC / - Positive versus standard / [osurusna | Complivs /
{newradixanis BRY f Y NOPIBHANNE 3 €TANOHHUM 3pasicon | Bianosinae

"y

Bowaiuzeiit i

MEASE posunny/ |
Appearance of the solution

" Complies /

OBIAAs

Light yellow coloured clear solutic
MTposopuit  posumy  caitio-moprorc
KOUBOPY.

Koasoposicrs
pozuny/Solution colour

Not more intensely coloured than BYs (fi
standard — solution 7 Sadapii

B
POSUHHY Mae ‘6\!‘1“11 He larencHsuimmy .
E 38 eTanon BY |
, pH 0,9-1,5 f 1
‘ Water / Boxa Not more than 2.5 %/ He Sirpipe 2.5 ’ A

0/

CAssay SAM ion (HPLC) 7 48.0% 1o S4.60% {on diy basis
| Kisnricue BH3HAYeH 48,0 % 1o 34,0%, y HLp"‘)J\VLdH i
wariony anemerionity | Ha CyNy pevopiry j
(SANMD (BE vx’)
Content SAM ion 95% 10 105% of the labelled amount / L1102 9%
I (400 mt*/%“ al) /7 Buier | Big 95 % z0 105 % BUL 384BACHOIO :
KT Oy af W’rx”‘?()r'%{v BMICTY, .
(400 sir/drranon) :
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BIOMEDICA KRG

Related substances

Cymyrai gosivna [
Adenosine / Anen

3HH

0!

Adenine / Anesin

3 Deoxy-5"(methyl-
thio)adenesine / 5 neoxen-
3*-(Merna-Tio) anerozny
S-adenosyl-l.-
homocysteine / §-
ANEHOIUA-L~rOMONHCTE
Decarboxylated SAM /
pdoxcrosannil SAM
zach unknown impurity /

¢+ Kowara welnerrudikorana
JIOMILIKA

Total unknown impurities /
Cyma neinenrndikopanmx
AOMINIOK

Not more than 0,2 % /
He Hinpire 0,2 %.

: Not more than 0,2 % /
v He Blimie 0,2 %,

i
i
i Not more than 1,7 %/
i He Oiusme 1.7 %

: Notmore thar 0,2 /
% He Siasie 0,2 Y.

‘ot move than 1,0 %/

wie 1.0 %,

0,2 9%(0,24)

0,1 %(0.08)

. Not more than 0,2 % /
He Sinsme 0,2 Y. 0,0%(0.04

Not more than 1.0 %/
i He 6iapie 1,0 %.
H

- Total impurities / Cywa Not more than 2.0 % / ;
f momimox He Ginblue 4.0 %, ! 0,6%6(0,63)
CTLC TUIX |
L-Homoserine / L-romocepws | Not more than 0,45 % / i <045 %
P He Gimpiire 0.43 9%
2-amino-4-butyrolactone / 2- | Not more than 1,09 ¢/ <0,50 %

aMino-4-Gyruponarron

| He Birbute 1,0 %

&t

5,8 isomer / 8 Batyomen

Not less than 65 % / He menue 65 %

Dissolution time / Yace
| DOSUUHEHHS

Not more than 120 sec / He Sixpine
120 ¢,

10G see/ 100
CeRY

CAgsay 5D (IC) / Kinsxicne
sasHavenss Sd
i Toxmz xpomarorpadis (IX)

46.0% to 52,0% (on dry basis) / Bix
46,0 % 10 52,0 %, v nepepaxysani
| H& CYNY PCHOBRMY,

46,7 %

Sulfates / Cyapdary

fot more than 1,0 %/
He Binpie 1,0 %.

Chitorides / oopuzu

Not more than 0,] %/
He Binnure 0.1 %,

o
(L 1%(0.09)

Uniformity  of
Cnueninmicrs sacy

wass

i
1
i
;
H
|

omiplies

: Complic

i Content uniformity/ /
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Particulate  contamination
Hinvisible particies) /
C Mexamivui sruosenus | Not more than 6000/vial /
i (mepmanyi wacrrn) v He Sismme 6000/ gsmaxow.
|
2 10 mem /210 My Not more than 600/vial /
2 25 mem / >25 MRM He Bimsine 600/ draxos. :
} I
Particulate  contamina solution  contains no  visible C
Hvisible particies) /iparticles. S Posumm e aicrters |
| Mexaniuni BIIIOUCH 115

| BHAMMEX YaCTOX.
(sumani wacrre) f

Sterility / Crepuansicrs ! ‘Stc—:z’ilc ! Crrepuntumit.

Bacterial end ;m:-'ézas:/ 5 Not more than 0,250 TU/ing /
BaxTeplaasHi eanoToncH K ! He Ginsuwe 0,230 MO/
Toxicity / Towenunicrs i Abgent

, S(}i,‘z"i“ N
| PO i
: i ator / Hosnsnis %

3a scu numl JN 22901077
}f\ mx(-,p cepit 2200187
eation / Cnenudixanis

hit v"llow Hauid / Piswma cpitno-

§KOBTO

Colour solution  /: Not more
Koavoposicrs poswuny

int cnv‘l colourad than Vs
standard  solution  / Sabapsinenus
POUREY Mae Oyre He IHTCHOHBHI M
3a eranon Ya,

{ 6,5% 10 7.4% / Bin 6,5 % 10 7.4 %,

Ot

"o

Lysine assay / Kinsricwe
BHINAMCH N Niupy N

wxtractable volume / (G6%ew, | Not less than 5.0 ml/ampoule /
RO BRTHIRETHCH He menme 5,0 vovfammnyira.

'pH 1000 110/ BT 100 a0 110

: Particulare con.‘zmm stzcm : )
| (§§;visi}3ic pax'twlcs} /

§ Miexaniaui BRIIOMEI |

(E’BEH‘H‘* sxi *«mc'; mz) ot more than 6000/vial /

> 10 me He Sinvure 6000/prakon.
5 Not more than 600/vial /

He Ginpuie 600/dbaaxosn.

| Sterility / Crepunbricts Sterile / Crepusinnmi

; Creprabinif
{ Bact erial endotoxing /| Not more than 0.250 TU /mg/ <(,08 1Ui/m

} Baxrepiannui eanoroxenun | He Ginpioe 0,250 MOy <0,00 MO/

N m o7 ﬂ?nﬁm{%
he batch meets the requirements )l QUM for MA Na UA/L \>O et
G0

sumorar MKS g0 PITNe UA/LS3 01/01.
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The packing, labeling and expiry date correspond to the requiremnents of QUM / Yiaxosis.
MaPKYBAHAA T& TEPMIR IPHIATHOCT] BIANOBIZAI0TE BMOraM MICH.
Storage:

1

Store in original packaging at a wmperature below 23 °C. The solution oblai
reconstitution with the solvent may be kept for not more than 6 hourx ¢
8 °C and for not more than 2 hours at a temperature below 25 °C. o
- YnEXopwh npw remmeparypl we summe 235 °C. Posuus, orpavamsll nicis
PORTHHHHKOM, 30¢piratyd we Simpuee 6 rozwn 1py Temueparypl #in 2 °C 5o 8 °C i ne 6
TOMH P TeMuepatypl He prue 25 °C.

I hereby certify that the above information is authentic and accurate. This batch of

been manufactured, including packing/ labeling and quality control at the above m ned
in full compliance with the EU GMP requirements assigned by the local health 2 Lt‘ucnu; and
in accordance with specification of registration documentation affirmed in Ulkraine
investigational medicinal product. The batch processing, packe‘wim’x and analysis records wone
reviewed and found to be in compliance with GMP uquncmcntx and were signed by
responsible persons of the above mentioned manufacturer, / 1lum x nigrs
srie indopmanin € gocrosipaelo ta Tousow. L cepis IROAYKIET Sy
BRIIOMAIOMM  [IAKY BAHIM, MAPKYBANAS T4 NPOBCACHMS RORTPOMG 1] AROLT
BrpoOuuiR aisguni v nosuill siaopinnoct! 3 saMoramy OMP. BeTaHOBICHWN
PEFYILATOPHAM  OpraHOM, @ 1akOX BLMMOBLARO 1o cnewmdicailil,  uwwo
PEECTPAIIHHOMY HOChE, JATREPANKEROMY B YKpaifi i JOCHLIOKYBEHOTO ‘Ii'-\'anc;r)z:o;\} 3acody,
fIpoToxosu BHpOGHMIITR, MaXyBANHES Ta npoBEaels anasisis Sy !Iwcxsspc
BiAnoBiKuicTs BuMoraM GMP Ta THAIACANO BiATOBLIATBHEME 0COBaMH BHPOBHEKE

Compiled by/Tliarorosneso: Issued by/Bayano:

Quality C outzot-’Kuupo TE AKOCTH: Qualified Person/Vaosuonaene ocotiu:

Dr Marinelena Moro/ J{-p Mapienena Mopo Dr. Francesco  Solinas/  Jiow  Poa
it f a8 i

Conirac

Date/ Jara: 07.07.2023
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JEPXKINIKCITYXXBA
AEPIKABHA CIYXKBA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥V BIHHMUBKINA OBJIACTI
BYJ. XMeJbHULBKE f10ce,7, M. Binpuig, 21 036, (0432) 66-07-69, 66-03-51

E-mail: dls.vn@dls.gov.ua, https://region.dls.gov.ua Kon CIPIIOY 37084828

BUCHOBOK
TIPO SIKiCTH BBE3EHOrO B YIpaiHy JKapcLKOro 3acoby

11.09.2023 No 45745/23/02

AJELMKIIO)

(HatimenyBauns fikapehkoro 3aco0y rinno 3 peectpauiinmm OB SHEsIM)
1opoInox, 400 Mr/5 Mit Ta posuMHHUK Asist posuuHy Iu1s in'exniit; 5 (ruaxowis 3 HOPOLIKOM 1 §
aMmrtyJt 3 po3uHHEUKOM (I~nisun (50 % Bomemii po3umH), y mepepaxysanni na L-isus, HaTpio
TIAPOKCHT, BOMY ISt i1’ exutiit) 110 5 Mn ¥ KOHTYpHilt 4apyHKOBiH yraxosui; o 1 KOHTYpPHil
YAPYHKOBIH y1aKosui y mauni

(thopma sunycxy, noayBanus, BUA Maxysais JHKAPCHROTo 3acoby)

Homep pecerpanuifinoro nocsinuenns UA/15300/01/01 CTPOK AT pecerpauiiinoro nocinuerns neobMexeHmii

Cepis nixapeskoro sacoby Ne 2210245 A, Kinbxicts BBesenoro aikapeskoro sacoby 7555 yil.
BIOMEZIKA ®OCKAMA IHIIYCTPIA KIMIKO DAPMACBIOTIKA
BupoGruk - Nl
CTIA, Iranis
(Rafisenysanns supobumia Nikapenkoro 3acofy, Kpaina noxojoxeuts)
Bresero B Vipainy Crinsae yxpaiHChKO-iCIIAChIEe ILIPUEMCTBO Y dopmi TORApPHCTBA 3
obMexenoto Bimosinansricto "CITEPKO YKPAIHA", inenr. xop:
20112362

(nafimenypais ra ko 3a €JPIIOY topranuoi 0cobH aGo npissrule, iM's, 10 Garsron (isnunof
0c06H ~ niaupHens, T Micue npoxusanns 4 peectpaniiiuuii nomep o6nixonoi kapTin nadTHUKY
nosarkis afo cepis ra HoMep nacrnopTa)

Tporoxon sisyansroro kontpomo six 01.09.2023 Ne 349/0/01.02-23/4.

3a pesynprataMi ASpKABHOTO KOHTPOIIO BCTAHOBJICHO, 110 JHKAPChIHIL 34¢i6 BRE3EHO B Vipainy 3 JOTPUMaHHsIM
BHMOT" 3aKOHOAABCTBA 10RO 3a0e3neHenns axocTi nikapebrux 3aco6is, '

pwrd
Havansuux cnysx6u /}/7"/ Ipuna BJIACIOK
z -
T
(nocanona ocoba oprany JICPIKABHOTO KO ';@ﬁwmc} (ininiwnm a npissuie)
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HJEPAABHA CIOYXBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KHIBCHKII OBJACTI

npos, CeiTausuol Haail, 3, m.Kais, 02099, ten/axc: (044} 576-40-41
E-mail: dls.ko@@dls.gov.ua, Kog €4PIIOY 37078774

BHUCHOBOK
APO AKiCTs BBE3eHOTO B YKpainy nikapceKoroe 3acody

06.05.2025 Ne 20442/25/10

AJEITAKIIOJX

(naiiMeHyBanHA NiKAPCLROED 3acoBy 3rinHo 3.precTpaliitimm mocsingenian)
nopotor, 400 Mr/5 31 Ta po3uHAMHK 37 po3uHEY nan in'exuiii; 5 puaxonis 3 noponmons i 5
apmya 3 posunnHukomM (L-nisun (50 % Boaunii posunn), y nepepaxysansi na L-niznn,
HATPII0 FIAPOKCHK, BoaY A il exuiil) no 5 Ma y KONTYpHIf uapymicosiit ynaxonni; mo 1
KOHTYpPHil yapyHKoBiil ynakesui y nauni

{GopMa BHItYCKY, AOYBAHHA, BT HAKYBANIIT MTKapeLKorD 3acafy)
Homep peectpaniiinoro nocsimenss UA/15300/01/01 crpox aii peectpanitinoro nocsigsenus 01,01,2099
Cepin mxapcekoro sacody Ne 2310276 KinbkicTs BBeacHore nikaposkero zacoby 9144

BIOMEJIIKA @OCKAMA THAYCTPIA KIMIKO ®APMACBIOTIKA

Brpobunx ! .
P CIIA, Tranis
(Hafisrerrynanus BRpoGHAKa NikapeLKora 3acoby, Kpalkn NOXOLREHHN)
Bacseno B Vipainy Ciiapne ykpailHCbKO-eCTONHCBKE MANPHEMCTBo ¥ GopMi TorapHcTBa
3 obmeswenoro sinnosiganasricTio “Onrima-Mapm, AT, ixewer, xon:
21642228

(naiivenyranas ta xon 38 €APIIOY opnagysol ocodn abo npizsnute, iv's, no Satbkosi dhizuywo
0CeGH - BEANPHEMILH, T MicuCc TPAHBIRER Ta peecTpauiiinitii HoMep 08:ikopoT KapTK: NNATHHKE
NOAATKIB afio cepia Ta HOMED DacnopTa)

fIpororon sizyarsHoro kosrpomo eix 06.05.2025 N 1332/1.

32 pesysbTATAMIl ACPKABHOTO KOHTPOMO BCTAHOBAGHO, MO  Aikapcexuit 3aci6  sBcsero B Vipalny 3
AOTPHMAHIAM eimor 33K0N0IIBCTE IOAD 326830eYeHHA AKOCT] MRapeeKUX 3a¢00is.

%’“ Ospra EPLOMEHKO

}_-kd’lmﬂﬂrt}). "{:lﬁnmic) {(initciany T spisamue)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PR(i)DUCT
CEPTUDIKAT SIKOCTI CEPII JIIKAPCLKOT'O 3ACOBY

Name of product / Hassa npozyxry ADECYCLOL, powder, 400 mg/5 m! and
(strength, dosage form, package size and solvent for solution for injection,j 5 vials with
type / nosysaums, mixapcka dopma, powder and 5 ampoules 5 ml with solvent (L-
poamip i Tun ynaxkosxm) lysine (50 % aqueous solution), eqﬁivalent to L-
lysine, sodium hydroxide, water for injection)
per blister; 1 blister per carton pack with the
marking made in Ukrainian langua]ge

AJQEDHUKIOJ, nopomox, 400 Mmr/S mu Ta
POSUHHHMK JUIT  PO3YMHY JUIst  iH’exuilf, S
(rakonis 3 mopommoM i 5 amryn 3
posuynaHuKoM (L-nizun (50 % Bomuuit pO34HI),
¥ nepepaxysanui Ha L-isun, marpio rigpokcus,
BOLY Wt Im'eKuif) mo 5 mn y xomrypHil
HapYHKOBIX  ymaxosui; no | KOHTYpHIH
YapyHKoBiff ymaxosmi y madmi 3 mapxysanusm
YKPalHCHLKOIO MOBOIO

Active substance / Iiroya peyosuHa Ademetionine 400 mg / Anemerionia 400 mr
‘ l

Manufacturing country / xpaina- Italy / Itasig

BUPOOHUK

MA number / Homep PIT Ne UA/15300/01/01

Batch number and size / Homep Ta 2310276

po3Mip cepii 9144 packs / 9144 naxysans

Date of manufacture / Jlata supo6uunrsa | 12.2023

Expiry Date / Ctpok npugarsocTi 12.2026

Name, address and license number of BIOMEDICA FOSCAMA INDUSTRIA
manufacturing site / Haspa, anpeca i CHIMICO FARMACEUTICA SPA

HOMep Jiinensii Bupobumyol girsHHLi Via Morolense 87, Ferentino (FR), 03013, [taly /

BIOMEIIKA GOCKAMA [HIYCTPIA
KIMIKO ®APMACBIOTIKA CIIA

Bia Moponence 87, ®epentino (FR), 03013,
Irasis

Manufacturing license Ne aM51/2022 /

Jiuensis Ha BupoGHEITEO Ne aM51/2022

Page | of 5



FINISHED PRODUCT (POWDER) /
KIHIIEBWH POTYKT (LIOPOINOK)

Konxoposicry, Po3unny

standard  solution / 3abapeienns
posunny mMae 6yTH He iHTEHCHBHIIIHM
3a erayon BYs.

Indicator / Moxasuux Specification / Crenudikauis Result /
' ' Pesyaprar
Appearance / Onuc White or almost white hygroscopic Complies /
powder / Tirpockomivrmi nopowox | Binnosinac
Gimoro a6o maibie 6ioro KOJIbOpY.
Identification HPLC / Positive versus standard / [TosnTupma Complies /
Inenrngicanin BEPX Y TMOPIBHAHHI 3 €TAIOHHUM Binnosinae
Appearance of the solution / Light yellow coloured clear solution / Complies / N
3osnimmii Buramy posumny | [lposopuit  pozumm  cBiTiO-KOBTOrO Binrrosinae
KOJIBOPY.
Solution cofour / Not more intensely coloured than BYs | Complies /

Binnonijae

(400 mg/vial) / Bumicr
xationy axemeTrioniny
L@OO mr/drakon)

pH 0,9-1,5. 1,4
Water / Boga Not more than 2,5 % / He Ginsmre 2,0 %
2,5 %.

Assay SAM ion (HPLC) / 48,0% to 54,0% (on dry basis) / Bix 53,2%
Kinskicne Busnavennsy 48,0 % 1o 54,0%, Y Hepepaxysanui
KarTioHy afemerioniny Ha CYyXY pevyoBHHY

_(SAM) (BEPX)
Content SAM ion 95% to 105% of the labelled amount / 105 %

Bin 95 % no 105 % BiX 3asBiICHOTO
BMICTY,

Page 2 of §



Related substances HPLC /

Cynyrui gomimxn BEPX
- Adenosine / Anenosun

- Adenine / Anenin

- 5’Deoxy-5’(methyl-
thio)adenosine / 5'reoxcu-
5’-(meTnn-Tio) ageHO3UH

-~ S-adenosyl-L-
homocysteine / S-
aJ{leHo3wI-L-romouncrein

- Decarboxylated SAM /
Hexap6oxcunopannit SAM

- Each unknown impurity /
Koxna neinentudixoana
JIoMinKa

- Total unknown impurities /
Cyma neinentadikosanmx
JOMIIIOK

- Total impurities / Cyma
JOMIIIOK '

Not more than 0,2 % /
He 6impure 0,2 %.

Not more than 0,2 % /
He 6inpuue 0,2 %,

Not more than 1,7 %/

Not more than 1,7 %

Not more than 0,2 % /
He 6inpiue 0,2 %.

Not more than 1,0 % /
He 6inpure 1,0 %.

Not more than 0,2 % /
He 6ineme 0,2 %.

Not more than 1,0 %/
He 6inpie 1,0 %

Not more than 4,0 % /
He 6inpe 4,0 %.

0,0 % (0,01)

0,1 % (0,14)

0,3 % (0,28)

0,1 % (0,09)

<Limit of
Detection /
<Mexi
BHSIBICHHSI

0,0 % (0,01)

0,0 % (0,03)

0,6 % (0,55)

TLC / TIIX
L-Homoserine / L-romocepun | Not more than 0,45 % / <0,45 %
He 6insure 0,45 %
2-amino-4-butyrolactone / 2- | Not more than 1,0 % / <0,50 %
aMiHo-4-6YTHPOTAKTOH He Ginpwe 1,0 %
S,S isomer / S,S-isomep Not less than 65 % / He menwe 65 % | 70 %
Dissolution time / Yac Not more than 120 sec / He 6inpie 105 sec /105
PO3IYNHEHUN 120 c. CeKYH
Assay SD4 (IC) / Kinskicue | 46,0% to 52,0% (on dry basis) / Big | 46,3%
BusHavyennsn SD4 46,0 % no 52,0 %, y nepepaxysamui
Touna xpomarorpadin (IX) Ha CYXY PEYOBHHY.
Sulfates / Cynodarn Not more than 1,0 %/ 0,0 % (0,01)
He 6inpure 1,0 %.
Not more than 0,1 % / 0,0 % (0,02)

Chlorides / Xnopunn

He Oinpmue 0,1 %.

Uniformity of mass /
Opnopinnicrs, Macn

Complies

Complies /
Bignosinae

Page 3 of §



Content unifermity/ / Complies Complies /
Omvopinmicrs BMicTy Binnosigae
Particulate contamination

(invisible particles) /

Mexaniuni Brmovenns > 10 mem -
(neBaanMi 9acTKR) Not more than 6000/vial / 90/vial / > 10 mim
2 10 mem /> 10 Mxm He Ginpime 6000/¢naron. = 90/thnaxon

225 mem /225 mim

Not more than 600/vial / > 25 mem - 6/vial

He Ginpme 600/dpnaxon. /> 25 MxMm -
| 6/uaxon
Particulate contamination The solution contains no visible | Complies /
(visible particles) / particles. / Posumy ge Mictuts | Bigmosinae
Mexaniuni smovenns BUITUMHX YacToK,
| (Baammi wacricn)
Sterility / Crepasbhicrs Sterile / Crepunbuuii, Complies /

Bianosinac

Bacterial endotoxins /
bakrepiansui CHAOTOKCH K

Toxicity / Toxcmanicrs

Not more than 0,250 [U/mg /
He 6insie 0,250 MO/mr

Absent / Bincytas

< 0,048 IU/mg /
< 0,048 MO/mr

Complies /
Bignosinae

FINISHED PRODUCT (SOLVENT) /

KIHIEBMA ITPO Y

YKT (POSYHHHHIK)
BATCH /CEPISL: 2490204

Expiry Date / Crpox upunarnocri: 12/2029

Indicator / Hoxazuux

Appearance / Omnc

Colour of solution /
Koanoposicrs PO3UMny

Specification / Crienndpixcanist Result/ ““]
' Pesyabrar
Light, yellow liquid / Piznna cBiio- | Complies /

‘34 eTanon Y.

XKOBTOTQ KOJILOPY. Bignosigae
Not more intensely co loured than Y—f Complies /

standard  solution 3abapsnenns | Bixmosigae
PO3YHHY Mae OyTu e iHTeHCHBHILHM

o BUTATAETHCH

Lysine 'lssay/Kiuuciche 6,5% to0 7,4% / Bin 6,5 % no 7,4 %. 7,2 % T
BH3HAYCHHA Ji3nny
Extractable volume / 06’em,

He menme 5,0 MIl/amiryna, 5,2 Mi/amnya

pH

10,0 to 11,0/ Bin 10,0 o 11,0.

Not less than 5,0 ml/ampoule / / 5,2 ml/ampule /
|

10,2 ]

Particulate contamination
(invisible par ticles) /
Mexanivni Bisowenns
(HeBHAMMI HYACTKH)

2 10 mem / >10 mim

> 10 mem -
61/vial /> 10
MKM - 61/hrrakon

Not more than 6000/vial /
He 6Ginpme 6000/¢uraxon.

2 25 mem /225 mrm Not more than 600/vial / > 25 mem -
‘He 6inpime 600/¢maxon. 2/vial / > 25 wiem
- 2/durakon
Sterility / Crepuanmicrs Sterile / Crepuimnmit Complies /
Binnosinae
Bacterial endotoxins / Not more than 0.250 [U/mg/ < 0,06 IU/mg /
bakrepianbui cupoTokenun | He 6insrne 0,250 MO/wr < 0,06 MO/mr
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The batch meets the requirements  of QM for MA Ne Up/ 15300/01/01.
Cepis BinmoBinae pumoran MK mo PIT Ne UA/ 15300/01/01.

The packing, labeling and expiry date correspond fo the requirements of QCM. / Ynaxonka,
MapKyBaHHS Ta TepMin HPHIATHOCTI BiANOBIRAIOTE BuUMOram MICS.

Storage: Store in original packaging at a temperature below 25 °C. The solution obtained after
reconstitution with the solvent may be kept for not more than 6 hours at a temperature of 2 °C to
8 °C and for not more than 2 hours at a temperature below 25 °C. / 36epirati B opurinansii
YNIaKkoBLi Tpu TeMIieparypi me Bume 25 °C, Posunn, orpamanuii MCAs  BigHOBIEHHS
POSHHEHAKOM, 36epiraty He Ginpme 6 FOMMH npy Temnepatypi Bix 2 °C no § °C i He Ginpwe
2 ronuH npy TeMneparypi ve sume 25 °C,

in full compliance with the EU GMP requirements assigned by the local health authority and also
in accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP requirements and were signed by the
responsible persons of the above mentioned manufacturer, / LlaM s minrsepmxyio, [0 HaBeneHa
BHIE iH(opMmanis e HOCTOBIPHOIO Ta TOYHOIO, Ll cepis mpopyxnit Oyna Burotoniena,
BIUIIOYAIOUH  MTaKyBaHHs, MapKyBaHHS Ta INpPOBEIEHHS KOHTPOMIO 1i AKOCTI Ha 3asHaueni
BHPOSHMYIN ninauni Y TIOBHIH BimmoBimwocti 3 Bumoramu GMP, Bcranosnenmmu MICLIEBHM
PeTyIsITOprM  opranom, a  Taxon BIAIOBIAHO  mo cnenuixauni, wo Mmicrarpes n
peectpauiiinomy nocoe, SaTBepmxeHoMy B Yipaini mug JOCIiDKyBarOoro TMKaPChKOro 3acoy.
[Iporoxonn BUPOOHHITBA, MaKysamms Ta TIPOBENCHHS anaNi3iB Gyu nepeBipeni, BCTaHoBIICHO
BIATIOBIAHICTS BHMOraMm GMP ra niznucano BIITIOBINAEHUMY 0coGamy BHpoGHHMKA.

Compiled by/Iliarorosneno: Issued by/Bugnano:
Quality Control/KonTposs sxocri: Qualified Person/y IOBHOBa)XeHa 0cofa;
Dr Mariaelena Moro/ H-p Mapienena Mopo Dr. Francesco Solinas/ d-p  ®panvecko

Conixac

Release date: / Jlara BUnycky 8 o6ir: 18.02.2025

7
Signing date//Tata niamuey: 07.05.2025
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