mefar

CERTIFICATE OF ANALYSIS

Product name:

Haszea npodyxmy:
Pharmaceutica] form,
package type and size:

Jlirapevra hopma, mun i
PO3MID ynaxoeru,

Dosage / potency:

Loza/ cuna dit:
Registration certificate:
Pecempayitine nocaiovenns:
Batch no.:

Ne cepii:

Batch size:

Posmip cepii

Manufacture date:

Munufactured by Mefar Hac San. A. S.
Location: Ramazanoglu Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey

License: 2008/01

Bupobdaeno: Medap Inau Can AL
Micuesraxomxenns: Pamazanorny Max. Encap [hian. Ne 20,

34906 Kyprkoit - Tien aug/Crambyn, Typeuuira
JHuewnsie: 2008/1

No. 2021004982

ADEMTA
AJEMTA L
lyophilizate for solution for injections 400 mg in vial

J vials with lyophilizate for solution for injections in a set with § ampoules of solvent in a

contour (ray together with a leaflet in a carton box

Jlioghinizam onn poswuny Ona in'exyii no 400 me v aarovii, 5 giaronie 3 nieghinizamont &

KOMIREKIN 3 5 QMRYACMU  POIYUHHURA @ KONRYpHit  wapynkogifi  yhaxoeyi paiom 3

IHempyYKRUicIo 08 Meduunozo 3GCIMOCYBAHNA Y KAPMONHHIT Kopobyi

Ademethionine (s ademethionine 1 A-butanedisulfonate) 400 mg

UA/18394/01/01

2136008

8206 packages/ynaroeok

Adenemioniny (v opsmi adesemioniny 1,4-6 ymanoucynegonamy) 400 sme

CIQHOAPMHOZO-POTHUHY.

Mama eupobuymen’ 06.2021
~xpiry date: 05.2024
Tepsin npudamiocmi.
CEPTHOIKAT AKOCT!
TEST LIMIT RESULT
Horasnuxu axocmi Hopmysanus Pezynomam
Appearance (Onuc)
Powder White colored lyophilized powder -Conform
1 fopomok Jioghinizosanuli nopowox 611020 xoavopy Bionosioac
| reconstituted solution Clear colorless to yellow solution | Conform
BIOHOBAEHII O3 YLUH " {Ipozopui pozuuy ¢id be3bupenvzo do awosmozo-konsopy | Bidnosidae
| Mentification [denmudhicayin The retention time of main peak obtained from sample | Conform
ademetionine solution chromatogram and the retention. time. of main peak
acenstentionuny obtained from standard solution chromatogram should be
similar, Bionosioae
Hac  ympumania  ocuoewozo  niky wa XpOMaAmo2pasiati
GOCRIOINCYBANOZO  poSHUNY KHOGUIteH bymu -maxus, sx uac
YIPUMQHHA  OCHOBHO20.  HIKY — wa  Xpomamozpammi

Average weight
Cepeonsa maca

[061.5 mg & 10% (955.4 - 1167.7 mg)
0615 m2 % 10% (955.4 — 1167.7 m2)

1037.1 mg {Mf‘)

Uniformity of weight Not.more 2 of single weights could deviate more. than 10.0% Conform
Odnopiduicme macu of average weight and none of them could deviate more than
20.0% of average weight.
He  Ginowe 2 indusidyaromux  snaiee macu soxeyms | Bidnosioae
‘sidxunamuca Gimowt Hivic na 10,0% 6id cepednsozo snauenns
Macu, ma He OOHE 3MAYEHNA MACU HE MONCE GidXunsmucs
o L binvi wioie na 20,0% 6i0 cepedinbozo snavennn yviacu
Clarity of the reconstituted
solution Solution should be clear Conform
dlpozopicms eidnoenerozo Pozuwun nosuien 6ymu nposopum Bionosidae
POIHUHY | |
Colour of the reconstituted Sample solution should be not more intensely colored than Copformr=momm,
Solution reference solution BYs | i?‘ﬁﬁ * "
Konvopogicme aidiognenozo Hocaidocysanuit posuun nosuney bymis 3abapeneniix He " gf ‘: 20,
| posuuny IHmencugIiue, nigie posuun nopieusnnn BYs 3
pH of the reconstituted 50-8.0 ha g 3 \
ﬁwﬁ“wg o g
G {x{}gﬁ
045 H‘_




Manufactured by Mefar lac San, A. S.
mefar Location: Ramazanoghy Mah. Ensar Cad. No' 20,
34906 Kurtkoy - Pendik/Istanbul, Turkey
License: 2008/01
Bupotaeno: Megap Inan Can A5,
Mictiesnaxoamenns: Pamasanorny Max. Eycap [iwaz, e 20,

34906 Kyprkoit - [Tenauk/Ctam8ysn, Typeuunna
Hineusia; 2008/1

TEST LIMIT RESULT
Hoxasnuxu arocmi | Hopsysarnn Pesyasmam
solution
PpH sidnosneiozo pozuuy
Water Not more 1.5% 0.2 %
- Boada e binvuie 1,.5% '
1 Particulate contamination of
the reconstituted solution
Mexaniuni ermovenns
| BIOROGREH 020 PoTULNY
visible particles practically free from particles 1 Conform
8UOUMT YacmKy HPAKIUYHO HE MICIume vacmox 1 Bidnosidac
sub-visible particles 2 10 pm: not more 6000 particles/vial 300 particles/vial
HEGUOUMT YaC KU 2 10 mim: ne Binvwe 6000 wacmor/thraxon 1 300 wacmor/ha.
225 pum: not more 600 particles/vial 2 particles/vial
- - > 25 axar: nie Bignlite 600.”&?{3.‘??0#(/(}5;’!(1:‘{01? . L 2 4acmor/cha,
Dissolution time of powder Nc}t_lr?‘:ore 1 min 0.5 min (xe,)
_Hac posuunenns nopouixy He binvwe | xeuaunu |
Umf{}rfn 1ty ﬂf..dﬂsage units Acceptance value (AV) should meet the requirements. Conform
Odnopidnicmes dozosanux - | e rer £ 4 1Y nomrn o3 e o ) Bidnosio
oY ..-HPHHHEH'IHE snauenns (AV) sae gidnogioamu eusozar iohogioae
Assay
Kinexicre euznovenns
Ademetionine 1 380.0 - 420.0 mg/vial (400.0 mg/vial +5.0% ) 410.4 mg/vial
_adememionyny | 380.0 - 420.0 ma/pnaxon (400.0 sz/naxon + 5.0% ) A0 4 me/chraron
Related substances
Cynposioni domivru
| -adenine Notmore }.0% |
- adewin He insue {,0% 0:15 %
-S-ttdenosyl-L-liomocysteite Not more 1.0%
~ S-adenosua-L-20moynomein He bianute 1,09 1011 %
-methyl Thicadenosine Not more 2,0% -
| - aemua miogoenozun He binvie 2,0% 0.95%
| ~decarboxy-S-Adempsil—.
methionineion Not more 1.75% -
- OeKAPOOKCU-S-adexnci- He Ginviue 1,75% 122 %
MEMUGHIHEIOH
=max, unknown impurity Not more 0.5%
- MAKC, e idenmuchixosaria He binvue 0,5% 0.05 %
doMiwika |
-lotal impurities ‘Not more 5.5% 248 %
~ CYM GOMINIOK . e (o He Birbwte 5,5% 0
S,S-Isomer ratio Not less 55.0%
S.S-izomep He menwe 55,0% 67.1%
Bacterial endotoxin Not more 0.35 [U/mg 0.35 [U/mg
Larxmepianeni endomoxcuni He birvuee 0,35 MO/sez 0,35 MO/Me2
Sterility of the reconstituted
solution 1+ Solution should be sterile Sterile
Cmepunsiicme ¢idnoenenozo | Poswun noguses Eymu cmepunsry Cmeputbruii
POIHUKY

1 do hereby certify that the abovementioned data are frustworthy and accurate. This product baich is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full conformity with the
GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control methods of the
‘analytic-normative documentation, registered in Ukraine, The profocols of manu acture, packaging and anolysis are reviewed:
conformity with the GMP Is established, | - Y N

Lws 8 3aceidwyio, wo nepepaxosana suge inghopaayia € COCN 0GRS o u cepis npodyryil Byaa. suzomosnens

{(6xa04aiony naKyaarnun / MAPKYEAHIA] 3 RPOBEOCHIAN KOHIMPOR 4 KON 1T ﬂ'rm\ supObiuyiti Oinonuni 6 noenitl
610nogionocmi 3 aumozamic GMP, senianogtenimy pezyasmopuun ot o%T y,f;'e%e;u:'m, NG V 8iOn0GiOnocmi 3i cneyuginayicio
_ ot &




Manufactured by Mefar Hac San. A, S,
. Location: Ramazanogiu Mah, Ensar Cad. No: 20,
34906 Kurtkoy ~ Pendik/Istanbul; Turkey
License: 2008/0)

Bupodneno: Medap tnau Can A1,
Micuessaxoaaeiin; PasasaHormy Max, Ewcap Twag, Ne 20,

34906 Kyprxoit - Hennnk/CramGya, Typeuuitna

Hiuensia: 2008/

1 MEROOasu. KONMpOMo - AKoCH (MKA): sapeccmposainm 6 Yrpaivi. [Tpomokoan eupobruymsn, Haxoexy ma anaiizie Gytu
nepezaARymi ma ecmanogieno gionogiowicing GAP.

Surname and position of person, approving buatch release (6 market Quality assurance Manager: Buket Evel
Meitedowcep is sabesnevenns sxocmi: Byxem Epex
Hpiseutye ma nocada / séauna ocobu, axa sudura Sosain Ha slinyck cepit.

Signature and dute, stamp
Hionue ma dama nidnvcariis, hevamea / WiMGMI
14.07.202]
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- JEPKIIKCITYKBA

JEPKABHA CJIVKBA 3 JIKAPCHLKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUERI

BYIL. bepesnsxinenka, 29, Kuis, 02098, Ten. (044) 295-26-85 re. (044) 295-26-82
E-maii: dls.kyiv@dls.'go'v.ua,https://www.d]s.gov;ua, Kon EPTIOV 37079055

BHUCHOBOK
PO AKICTH BBE3EHOI0 B chpa'l'ﬂy JIKAPCHLKOTro '33'&66}7'
19.01.2022

Ne 1791/22/2611

...... . AJIEMTA

(HaﬁMEHjmaHHn NIKAPCEKOTO 3aC06Y 3rifHo 3 pcec'rp.ﬁlii-i‘;mﬁﬁ nocninﬁéﬂ.ﬁxm)
JHopLEsAT A1 posuMAy M ia exuiii o 400 mr y dnaxoni;
KOMILTEKTI 3 5 aMimy.1aMn po3unnmuKa B KOHTYpHiit wapyH

3 aakonie 3 miodixizarom B

KOBiil ynakoBui y kaprouuiii
_ KopoOmi
((opma Bumycky, nozyran

HA, BUA NaKyBaHHA JIKAPCBKOro 3acoy)

Homep peecrpanitinoro nocsizuerna UA/18394701/ 01.crpox nif peectpaniiinoro nocsimienss 23.10.2075
Cepia mixapcskoro 3aco6y Ne 2136008

KinsgicTs BEe3eHOrO nixkapcpkoro sacoby 8046
‘BHpo6HuK Meap [nay Can, A.l1L, Typeuunna | o o
{(nafiMenyBanna BupoGHIKa HKBPCHKOTO 3308y, kpaina NOXOMKCHES)
Beeseno B Yipatuy Torapucrso 3. 06Mexenomn BLITOBiXAJIBHICTIO "BJYC ®APMA",
_inenr. xon: 43821180

(HafiMedyBaHus Ta koA 3a CJIPTIOY IopuaniHOT 0codu abo npisume, iM'a, no GaTeKoR i3HUHOT

OCO0H - riAnpremIy, i Micle NpoXUBAHAES Ta peecTpauiiinuil Homep 06MikoBol KapTky MiaTHuKa
TIOAATKIB 860 cepis Ta HoMep MacHopra)

TpoToken sisyanbhore kowrposmo six 02.11.2021. Ne 394271

3d  pe3ysNBTaTAMHM  JIEPKABHOTO KOHTPOMO  BCTAHOBIECHO,

mo mikapchkuit 3acib  Bredenc B Ykpainy 3
AOTPHEMAHHAM suMor 3aKOHOJABCTBA WGA0 3a0e3NCYeHHT SKOCTE ik ' '

apgen |
e

Havansguik

(nocanosa oco6a oprany 1f

Muxora XOJIOJIEHKO

(iniuiamy ra npizsume)




