merar

CERTIFICATE OF ANALYSI
CEPTHPIKAT AKOCTI

s

Manufactured by Mefar Wac San, A, 8.
Loeation: Ramazanogly Mah. Ensar Cad. Nop: 20,
34996 Kurtkoy - Pendik/Istanbul, Turkey
License: TRAUY 2020342

Bupobaeno: Medup Lazu Can A0,

Micue Ao e g Pavuasasior 2y Max. Fue Jhra, Ne 20,
3 ap

966 Wypivos - HenmCramGya, Typeuunng
SHuensin: TRAUY2020/54.2

S No. 2024602563

Product ngme: ADEMTA

Hazsa npod Ry
Pharmaceutical form,
package type and size:

AJEMTA
Iyophilizate for selution for
5 vials with lyophilizate for

injections 400 mg in vial
solution for injections in a set with

in a contour tray together with a leaflet in a carton box

Hikapeora gopa, mun ma
PORD yagroarn,

Hoginisam dun PORUUNY QAR {1 6xylit ne 400 a5z

incmpyryion das meovuwuoso SUCIROCYBLUINS ¥ KApmoniii) xopodni

Dosage / potency:
Avsa 7 cung dir: 3
Registration certificate:
Pecompaitiine noceioneny.
Batch no.:

No cepii:

Batch size:

Posarip cepii-

Manufacture date:

Adestemioniny dopasi adesemioniny 1,4-
UA/18394/01/01

2436004

8 287 packages/ynaxoson

Hama aupotmumea: 04.2024
gxp:r_*y date; . 03.2027
Tepuin npudmmuocny:

L TEST
Tloxasnunn HKOCRN

Appearance {({ ey

Powder

Hopowox

reconstituted solution

SIBROGACHIT POz

Hopnvemns
e Hopy

LIyt

s

ApemTa N22436004_Cropinka_1.jpg

.

ampoules of solvent

¥ hauroni, 3 diaxonis Adogizvisamos ¢
Roxhaermi 3 3 awayaaun POSUMHHIRG & KOMMYPRITE yapynrosis

Vsl pazow 3

Ademethionine (as ademethionine 1.4-butanedisulfonate) 400 mg
t'{vma.rfc};t;c;-:qbg’)r;wmmy) 400 a1z

RESULT 7]

| White colored tvophilized powder
Hioghinisoaau HOpOUOR Hitoro koawop)
Clear colorless to yvellow solution

Identification
ademetionine
Dyenmuchivayin
adexemion ey

Average weight
Cepedns muca
Uniformity of weight
Qdropiduicme yacy

Clarity of the reconstituted
solution

Hposapicme sionoeaenceo
EER TN

IIposopui posuum 6io Gesbapsrosu 0o scoemosco KOGV

The retention time of main peak obtained from sample solution
- chromatogramm and the retention time of main peak obtained
from standard solution chromatogram should be similar.

Yoo yepusitanua OCHOGHOZ) RNy g APOMAMOZ AN
QTN SO POIRNY noguner ymu masun, s yqe
FIMPUMGHIL OCHOSHOSG RIRY 1a IPOMANOCPESsAT Cmandapmioqo

FATIILY

Pesvremeanm
S )

Conform
Bionogioae
Conform
Bidnoeioae
Conform:
Bionoaioae

1061.5 mg £ 10% (9554 — 1167.6 ng)
1061.5 yme = 10% 7955.4 . 1187.6 30)

Not more 2 of single weights could deviate more than 10,0% of
average weight and none of them could deviate more than 20,09
of average weight.

He  Gimbne 2 Queiovarsmy
GIOXUARMECT Dinvw wive na 10.0% aio CEPCIHBORO AN Y
MACH, A Heodie snavenns saci e soce sloxismien Givoi
HEHC 1 20,0% gi) e CONBOIO MO EHTA Mccy.

HYeHE A MOXCVRtH

1058.9 mg (1)

Conform
Bionoeioge

Solution should be clear
Pozvun noswen aven npezopg

Colour of the reconstituted
solution

vl Feference solution BY's

/Sample solution should be not more intensely colored

Conform
Bionogioae




mefar

Apemta N'¢.='_24360@4-_Cmpi‘ngé;z_.jpg _

Mannfacuaed by Mefsr Hac San. A, 8,
Location: Ramazanoghy Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey

License: TRAUV202¢0:34-2

Bupoiaeno: Medap Ly Cau AL

Micaeanmioawens: Pavasaboray Max. Epcap T, Ne 20,
34906 Kyprxoii - ITenawCraubys, Typewanna

Jhuersin: TRAUY/2020:34-2

sab-visible particles
HEBUOUME qaemrt

2 10 pum: not more 6000 particles/vial

= 10 s we Sirve 6000 qaCeRior axon
= 25 jum: not more 600 particles/vial

= 23 mrn ne Siane 600 NACHORADIAKOH

TEST LIMIT RESULT
Hoxasuyry acoemi Hopyveanns Pesvanmom
Kowoposicms sidiosienose Hocmiomcyeani poiun noauien OV 3aBapeAeHy e
TOIH HHY iihencugiiie, nine poyam nopigrnios BYs
pH of the reconstituted
solution 5.0-8.0 1.5
PH sionogaenozo poswuny
Water Not more 1.5% 0.3 %
Booa He Ginvwe 1,5% )
Particulate contamination of
the reconstituted solution
Mexanieni exouenns
sidnosIenOG posuiny ‘
. visible particles practically free from particles Conform
sUIMI yacmKy EPARIMUNHO HE ACHTLNG YACm oK Bidnosioae

45 particles/vial
45 vacmen/iha,
1 particles/vial
J waemor/cha,

Dissolution time of powder
Yac pozutienus nopoueey

Not more | min
He Slaviue | xewnmiy

(.5 min e j

Uniformity of dosage uaits

Oouopionicemn dosorasa kaCéplance value (AV) sh?uld 111(1:0{ the‘ requirertents, C?mforr‘n
A0S Hpuivusnie suavenns (473 sac sionosioaniy suvosan Bicnouidac
Assay

ademetionine

Kiavxicne eusnavenios 380.0 - 420.0 mg/vial (400.0 mg/vial £ 5.0% } 396.0 mgfvial
ademeniioniny 380.G - 420.0 mz'haaron (400.0 peihaaron = 5.0%

396.0 seddhararon

Related substances
Cynposioni dominicu

-adenine Not more 1.0% .25 %

- adetifi He diavue 1.0%

-S-adenosyl-L-homocysteine | Nol more 1.0% (1.24 %

= Seadenonn-L-cosmpeniein He Gibuee 0%

~nethy] Thivadenosine Not more 2.0% 0.74 %

- Memut mivadenosin He Binvue 2,0%

-decarboxy-S-Adempsil—

methionineion Not more 1.75% Not detected
- derkaptokcu-S-aoesnciv- He Ginowe 1,75% He swtareno
Memuonineion

~#ax. unknown impurity Not mare (.5% 0.06 %%

= Mare. we ideswmudicosuia He tirnuie (.5%

datituka

~total impurities Not more 5.5% Conform

- CPMa doMilor fle Glavie 5,3% Bicnmoasioae
S8.8-Isomer Not less 53.0%

S, 8-Fonep He yernue 55,0% 63.3 %

Baeterial endotoxin
Burmepicmni endomorcunu

Not more 0.35 IU/mg
He Ofure 0,35 Mo

<0.35 IU/mg
<035 MO

Sterility of the reconstituted
solution
Cmeprersnioms sionogrenven
DGIUUITY

Solution should be sterile
Pozvun nosuien Gvinu cimeputoriig

Sterile

mpatug

" nokymerTB!

Not

S

it “ODRQQO
N

Hopaw®




mefar

Solvent for lyophilizate:

Paozumnnr s odiaizann

Apemra Ne2436004_Cropinka_3.jpg

Munufactiured by Mefar Hac San. A, S,
Location: Ramazanoglue Mah. Ensar Cad. No: 20,
34906 Kurtkoy - Pendik/istanbut, Turkey
License: TRASY2020/34-2

Bupadaens: Megiap Laa Can AIH.
MicnesHaxomicena: Pamasanorny Max, EHcap Jhwan, Ne 20,
34966 Kyprod - lenans/Crantivy, Typewnmna

Jhinenmin: TRAUY2020/34-2

L-lysine monohydrochioride solution, S ml in an ampoule;
5 ampoules of soivent in a contour tray

L-atzuny Stonoziopoxaopuoy pozum, no 5 s e iy 5 oavnvs posuimuka ¢

KOHIMVPHIT wapyikoeitl ynacogyi

Batch no.: 2444004
Ne cepit:
Manufacture date:
Heama supoduupmaa; 05.2024
Expiry date:
Tepyin npuoanumocmi: 04.2028
TEST LIMIT RESULT
Hoxasmy sixocmi Hopstvaanm Pesvavmen
Appearance Clear colorless solution Conform
Onue Hposopuit Gesbapsiuis pozyun Bionosidac

Neminal volume
Hoatinggionuti 06 e

Not less 5.0 ml
He steniwe 5,00 sy

S3ml fuwy

Clarity of solution Solution should be clear Conform

Hpasopicnrs poyamy Posuun nosinen Grmu nposopun Bionogidac

Color of solution Sample solution should be not more intensely colored than | Conform
reference solution BY;

Koaboposiomn POy Hoctidwcyeamnl  porasr  nosusen Syvmy sadapetenuy  we | Bionoeidac
fumencusniuse, nive pozyun nopicusrin BY s

pH HL7-11.0 10.9

Density 0.900 - 1.300 g/ml 1.028 wml frivn)

Dyemuia 0900 - 1.300 o/ =0 il fewy)

Particulate contamination
Mexeaniuni exarovernis
visible particles

sucnl ygomiu

sub-visible particles
HeGUGUME acmRy

practically free from particles

BPXIRIRUNIG HE MHCMUG HOCmox

2 10 pm: not more 6000 particles/vial

= 10 st e Gitbie G000 YA OR haaron
2 25 um: not more 600 particles/vial

= 25 urvs we Oirewe 600 MUK Do

Conform
Biodnosiduc:

43 particles/vial
43 wacmenigha,
I particles/vial
{ vacmonigh.

Assay

Kigpricne susnauenys
L-trsine monohydrociloride
Lo absany sminoviopoxaomucny:

308.18 - 340.62 mg/5 mi (324.40 mg/5 mi = 5%)
308,18 - 340,62 Mr/5 ma £324.40 Mi/S st & 3%)

31B.09 mg/5 ml
JI809 5275 ara

Bacterial endotoxin

Not more 0.35 [UAng

<0.35 [U/mg

baxmepiateni endomeoxcuny He Olwiae (0,35 AL <033 MO e
Sterility Seclation should be sierile Sterile
Criepretonicns Loz noguner Symy cmepittbni 2 Crmiepuasiu
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Mauufactured by Mefar Hac Sas. A, S,
Location: Ramazanogl Mah. Easar Cad. No: 20,

34506 Kurtkoy ~ Pendik Istanbut, Turkey
Livense: TRAIY/2020/34-2

Bupodiene: Medap L Can AGH,
Micneznaxeawenas: Panasagoray Max. Gucap [iea Ne 20,
34906 Kypirot - HewamciCrantya, Typeususa

Jiierstn: TRAUY 2020342

I do hereby certify that the abgvementioned data are trustworthy and accurate. This product batch is
manafactured (packagin abelling included) under the quality control on the abovementioned
manufacturing site in _ﬁd conformity with the GMP requirements, established by the regulatory agency of
urkey as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The protecols of manufacture, packaging and analysis are reviewed; conformity
with the GMP is established _
Huv 52 3acaiduyio, o nepepaxosana eutye inpopasayis ¢ docmosipron | moynoo. s cepist npooyKYyil oy
BUCOMOGACHA (BKIOYAIONU HARYGaNTIS / .141c;pxyeamm5 3 NPOGCOCHNAM KOWMPONO HKOCHT Hat BUIEER 2T
supotin direnuyl & noguir 8IONnogionocmI 3 euMoLant OMP, eemanogaenom pesyasmopiun_ apaauon
ypequunu, i maxoxe y S8IOnoBIOHOCMI 3] eneyudhicayicio | vemodav Kouwmponio skocmi (MBS,
sapecemposanian e Vepaiui, ]gwmm«)_w SUPODNUYMEE, YRAKosKU Ma aHaiizie v nepezasymi ma
eCcmanocaeno eionosiomicms GM,

Surname and position of person, approving batch release to market
Hpiseue ma nocasa / seannn ocobu, aKa sudara 003cin Ha GHAVCR cepii

Signature and date, stamp
idnye ma dama nionucanns, nevamra # WA 30.04.2024
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If;'f}";,-. ST SRR
AEPXIIKCITY KBA

AEPIKABHA CJIVIKEA 3 JIKAPCBKHX 3ACOBUIB TA KOHTPOJIO
3A HAPKOTUKAMM V YEPHIBEXIHKTiA OBJACTI

Byn. Fonorya, 29, Yepniswj, 58008, 0-372-52-22-60 Ten./pakc 0-372-55-39.93
e-mail: d Is.cv@dls.gov.ua, Kon €IIPTIOV 37032279

BUCHOBOK

OPo SIKICTh BBe3eHOro Yrpainy JiKapceroro 3aco0y
14.11.2024 Ne 60552/24/24
AHEMTA

(Hatinenypanns niKApCEKOrg 3acofy arigHo 3 PeeCTpaLlifHMM nocpizyemHm)
modinizar gy Po3umEy purst in’exuiit o 400 Mr; S daaxonis 3 miodinizaTom p KoMnerTi 3 5
AMIYIAME DO3SYHEHWKS B KONTypHIiH gapyHconiii YUAKOBLI Y RapTOoHHii Kopobui
(dhopma BHAYCKY, #03yBatLA, DA DAKYBAHHA Rikapenicoro 3acoly)

Homep peecrpanisinorg noceintenns UA/18394/01/01 CTpok Al pecerpanittuoro nocsiguens 23.10.2025
Cepiz nikapcsroro sacoby Me 2436004 Kinskicrs BBesenoro atkapekkoro 2acoBy §227

BupoBmx Medap Imay Cag, AL, Typeaupnna
(Haimcuynauﬂx BHPOGHHKA nikapeskoro 3acoBy, kpatua noxomierng)

-Baeseno 5 Vxparyy Topapucrno » ofmexeroxo BilnosinaxnaicTro «BJAYC QAPMA»,
ienr, xox; 43821180
(satimenypartyg ra ko2 sa €APTIOY 1opumuunor 0coGu 260 npispruye, iM'%, no Gatexon; (ismynot

acofy - HiAmpHcMus, ¥ MICLIE NPOMCHBARNS Ta PeccTpaniitnmit NoMeD 06Rikonof KapTiy TATHHKD
monatkic abo cepis a HOMEp nacnopra)

ITporoxon sisyanbuore Korrpomo sig 10.09.2024 ¥ 239/, 0/01.25-24/1.

Jaboparopnuit ananis AxoeTi nikapericoro 3aco0y 3milicHennit:

Jabopartopis hapmaxoneiirorg ananisy JHepsxasye TianpHeMcTso «YKpatuesxuit HaYKOBkiH
bapmaxonestauic HEHTD AKOCTI Nikaperimy 3acoBiBy (M, Xapxiz, By, ACTpOHOMi‘?[Ha, 33)

Cepridixar ananizy JHKAPCEKOTO 38006y, BUaanwit naboparopieto pig 13,1 1.2024 Ne 975/88124

Pesynerara haGoparopHoro aHarmisy siocri Nixaporkoro 3acoby 3a nepesipenumu NOKasHHKaMu Bignosigarors
BUMOram Meronis KOHTpOMO gkocTi (aHEIJIiTH‘ﬁHO-HOpMﬂTHBHO‘f JAOKyMeHTaLii),

33 pesymetatamu AepaBHOro  Kkomrpomo BCTAHOBNEHO, WO nikapeskyi: 3aci6 Bpeseno g Ypainy 3

JOTpUMANHSIM qu_gf 3AKOHOZABCTEE Moo 3a0e3meuenns rrocr niKapcs 3ac06is,
oy

Iuma DPOMIYERA

{nocanon

(ininianu m npi3sute)
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