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JIEPKJIIKCITY )KBA
AEPKABHA CJLYKBA 3 JUKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y BIHHUITbKII OBJIACTI

By, XMelbHULbKe 1oce,7, M. Binauug, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.vn@dls.gov.ua, hitps://region.dls.gov.ua Kon COPIIOY 37084828

BHUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy JTiKapchKoro 3aco0y

11.09.2023 Ne 45744/23/02

ATEIIMKIIO]

(naHMeHyBaHHS NiKaPCHKOTO 3206y 311 HHO 3 peecTpanifiuM HoCBimMCHHAM)

MOPOMIOK, 400 MI/S MJI T2 PO3UMHHEK /TS POIUHY IS IH'€KIIH; 5 ¢uiaconis 3 mopormxom i 5
amIyJ1 3 posunHHAKOM (L-misun (50 % Boxuwmii poszuun), v mepepaxyBaHHi Ha L-nisun, narpiro
TIAPOKCH, BOLY JUISL 1M’ €KIiit) 110 5 M Y KOHTYPHIH uapyHKOBi# ymakosIti; mo 1 KOHTYPHIH
YaPYHKOBIM YIaKoBIl y magii

(hopma BumycKy, o3yBanns, BUL naxKyBaHHs A{KapcLKoro 3acoly)
Homep peectpauitinoro nocsiguenns UA/15300/01/01 crpox it peecTpaiifHoro HOCBiRYEHHN HEOBME e i

Cepis nixapcbkoro 3acoby Ne 2210244 A Kinbkicts BBE3€HOTO JHiKapeskoro 3acoby 7520 v,

bIOMEIIKA ®OCKAMA IHJIYCTPIA KIMIKO OAPMACBIOTIKA

Bupobnuk .
p CIIA, Itanis
(natimenyrpanns supoGHuKa Nikapeskoro 3aco0y, kpaiHa NOXO/KEHHS)
Bpeseno B Ykpainy CriibHe yKpaiHCHKO-ICIAHCHKE I AIPHEMCTRO y (hopmi ToBapucTBa 3
obmexenolo sBignosinaibuicTio "CITEPKO YKPAIHA", inenr. xon;
20112362

(Halimenyparmns Ta kod sa €/IPITIOY 10puaHIH0i 0cO6H 260 npizsMIng, im'a, no 6arekosi ¢izuunof
0cobu - mipnpuemis, it Micue NpoKUBaHLs Ta peectpauifinnii noMep 06nikoBOT KapTKY MIATHHKA
nojaTkiB a0 cepis Ta HOMep nacnopra)

[poToxon Bisyansuoro kourpoumo sin 01.09.2023 Ne 349/0/01.02-23/3.

3a pesy/IbTaTaMH AEPIKABHOTO KOHTPOJIO BCTAHOBNICHO, IO JIKAPCHKHUH 3aci6 BBe3eHo B Vkpainy 3 AOTPHMAaHHIIM .

BUMOT 3aKOHOABCTBA 110/10 3a0e3neyeHHs IK0CTI NikapchbKuX 3acobin,

Ipuna BJIACIOK

(inimianm Ta npissuie)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHUDIKAT SIKOCTI CEPI ITKAPCHKOTO 3ACORY

Name of product / Hassa mpopyxty
(strength, dosage form, package size and

| type / xosyBamHs, jikapchka dopma, .
Dofmzp ! THI Y 1aKOBKH )

ey e s

LT S Ar——

CAUEHTAKIOUL nopeioxr, 400 wr/s v
¢ POSYMHHUK  [UI%  DOSUMEY 7% e, 3

e Lo T ——

ADECYCLOL, powder, 400 mg/5 ml and

- solvent for solution for injection, 5 vials with

- powder and 5 ampoules S m) with ~:u‘ { =
lysine (30 % agueous solution), equivalent to L-
'1}'51?1@ sodium hydroxide, water 101 injection)

v blister; 1 blister per carton pack with the |
mm king made in Ukrainian language

pol s

GIAKOHIB 3 [OpPOLUKOM > oamitvi 3
(0 % U] I""

PO3YHHHHUKOM (L m3us (50 % Bomumil pozuy:

Y lIcpepaxyBannl Ha L-misug, Harpiio riapoxcu.,
BONY md 1H'eKUif) mo 5 M7 y xouTvouid _
YAPYHEKOBIH  yoakosBmi; no 1 KouT YDHIH
HAPYHKOBIM yrnaxopul y mauni 3 MADPKY BaH BN
YKPArHChKOIQ MOBOO

Acttve substance / nixoua peyoBHHA

e

Ademetionine 400 mg / Agemerionis 400 vr

Manufacturing  country  / KpaiHa-
| BHPDOOHEK

Italy / Iranis

- MA number / Homep PI1

L ST ren-

Ne UA/15300/01/01

Batch number and $1ze fﬂ L’lb finished
_produu /" Homep ta posmip cf:‘:pn’
| FOTOBOIQ MPOIYKTY ‘

s e e st tednn e — i e bt e e

2210244A
7530 packs /7 530 ynaxosox

Date of manufacture / J1as ra BtipoﬁlfﬁilTBa |

|
|

i
i

12.2022
;[
Expiry Date / C TPOK HpANATHOCT 12.2025 1-

;?\d"!}b address and license number of
lnwnufauunng site / Hassa, ampeca i
- HOMeED ILeH3 1T BEPOOHUYOT ML IbHATH

i

| Jhuensis Ha BUpoGHuUTEO No aM5

BIOMEDICA FOSCAMA INDUSTRI

CHIMICO FARMACEUTICA SPA

Via Morolense 87, Ferentino (FR). 03013, Lialy /

BIOMEJIIKA OOCKAMA I}--I}.'EYC'?? A

KIMIKO ®APMACBLIOTIKA CTIA '

Bia Moponence 87, depenrio (FR), 03013,

- Iramg

- Manufacturing license No aMS$1/2022 /
172022

POWDER Batch number 2210244 /
IIOPOLIOK Howmep cepii 2210244
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F indicator / IJoxazams

Resuit/

| Appearance / Onuc

.i. {33\— EET}}-:L:

White or almost white
powder / Tirpockoniunmit mnopoinox

Identification HPLC /
| Inenradikanis BEPX

6u1oro abo makixe Gizoro koTvopy.

hygroscopic |

CL, ‘t 1L~

}31 ]; ri{_}ﬂ.‘;a z\

Positive versus standard / Tosurusna
| Y HIOPIBHSHAIL 3 €TAIONIHM 3DasKOM

L.-Gfllp 185
Bianoel s

i
-

SOBYHIIHIE BHTIISY posusnny/
Appearanee of the solution

LIUH'E wc*lm«r coloured clear miuuoﬂ /
CBITHO-XKORTOTO

Iposopuis
S FRIP: ;:G:}:v

DO3YMH

Complies /
Biarosinas

. Konsoposicrs
- posumay/Solution colour

Not more inte >nsely coloured than DYs

standard 501&}21011 /
pozuuHy Mae Svrir e
3a etanox BYs,

3abapeicHuy |
HITSHCHBHIIUM |

S f —— o

Complies
Bz,:nor”, 1A

g
§}4

0,9-1,5.

- Water / Bona

' Not more than 2.5 %/ He 6

OuInie 2,5

KATIOHY anererioniny

 (SAM) (BEPX) 5

e B

48.0% 10 54,0% (on drv basis) / Bix
48,0 % mo 34,0%, v ncpepaxyganyi
Ha CYXY PEHOBHEY

i %,
| Assay SAM ion (HPLC ) [
Kinnxicue BAZHAUEHNS |

- Content SAM ion

{400 mglvial) /| Buier | Big 95 % mo 105 % sin 3a4BREHOTO
- wariony azemerioniny BMICTY.
A0 mr/Gaacor) | _ :

05% 10 103% of the lab

clled amount /




i

' Related substances HPLC /
- Cynyrai gomimxn BEPX
- Adenosine / AxerosnH Not more than 0.2 % / 0,0 %(0,02
He dinpmre 0,2 %.
- Adenine / Ajenin ' Not more than 0.2 % / 0,2 %(C.18)
| He Bianine 0.2 %.
i |
- 5’Deoxy-5’{(methyl- Not more than 1,7 % / 0,2 %(0,24)
. thio)adenosine / 5'neoxen- | He 6impime 1,7 %
- 37 -(MeTHII-TIO) alleHO3HH
' - S-adenosyl-L- Not more than 0,2 / 0,1 %(0,08)
~ homocysteine / S- | % He Ginsiue 0,2 %.
aneHo3un-L-roMoruerein |
-~ Decarboxylated SAM / Not more than 1,0 % / Not detected/He
- MHexapSorcnnopanmit SAM | He 6insie 1,0 %. RUSDBICHO
- Each unknown impurity / Not more than 0,2 % / |
. Kowxua neinentndicosaga | He 6imsme 0,2 %, 0,0%(0,03)
AOMIIITKE .
- Total unknown impurities / | Not more than 1,0 %/
Cyma welieHtrdikosanux | He dinswe 1,0 %. 0.1%(0.12)
| HOoMilIOK | ’
- Total impurities / Cyma - Not more than 4.0 %/
1 AOMIINOK He Buisine 4.0 %. 9,6%(0,62) |
E i
TLC / TIIX |
 L-Homoserine / L-romoceprs | Not more than 0,45 % / | < 0,45 %
He Ginpue 0,45 %
' 2-amino-4-butyrolactone / 2- | Not more than 1,0 % / <0,50 %
_amino-4-6yThponakTon __| He 6utpine 1,0 % |
5,8 isomer / S,S-izonmep | Not less than 63 % / He memme 65 % | 71 %
. Dissolution timae / Yac ' Not more than 120 sec / He 6inpime | 98 sec/ 98 cexym |
| _DOIYMUCHHS 120 ¢,
% Assay SD4 (IC) / Kimexicue | 46,0% to 52,0% (on dry basis) / Bix | 7,9 %
- BusHavcHH SD4 46,0 % mo 52,0 %, y mnepepaxysanui
_Tonna xpomarorpadis (IX) | ma cyxy pevonuny. ]
- Sulfates / Cyasdary Not more than 1,0 % / 0,1%(C,00y
- He 6inpure 1,0 %. | o
Chlorides / Xmopuan Not more than 0,1 % / 0,1%(0.0%) |
He Ginbie 0,1 %.
Uniformity of mass /| Complies . Complies/ |
Onnopinicrs Macy 3 | B ; Bianosizac #'
Content uniformity/ /| Complies Complies / '
| Onmopipwicts smicry B ‘ | Bianonizee
Paae 3 ©




- Particulate  contamination
(invisible particles) /

- Mexarrigud BRIFOHCH NS 5
(HeBRIHMI YaCTRY)
=~ 10 mem />10 mioum

> 25 mem /7 >25 M

e A S e g R e e e

f

- g ey i
0t more than

e 5@“{]'\1511' f
T ‘5 LIS {}x f ‘J (i}jlclh{)h

Nor more than 600/vial /

h-w-vl!
MLM

He 6insie 600/dnaxom.

Particulate
| {visibic

| Mexamiusi
| (Bumi gacrer)

particles)
BRAIOUCHHA |

contamination |

~ AN
> 1 men
521/ vial 1}

L-.- Ty 1
)

MEMN™ 2407
Ei}JJ-LLEKI:. I

> 25 mom
=132/vial /
MEM= [ S ".f-f

{..t]l f'.-;:\rk"l :

. The solution cont: 1iNS  no  visible
/| particles. / Posuus mHe MicThTh

BEAMMHWX YECTOK,

——rr A s R b e e gy

Complics
Bi HITOBILIAC

i F‘

Stey sim* i C remﬁjszzc'f b

o T—
k

E{..f,r'z

T S

......

rile / C Crepu. IL»ITP’M

..........................

‘Smmc
C ‘T‘e{} ? E -.F | K

md{/tmmw’
Pl RI eHIOTOKCHRY

- Bacterial
. baxre

j- ——pa

- Toxieity / Texenauicrs

Not more than 0,250 [U/mg /
E“,uﬂ \.}l ARITIS 325"? r\f’ll{,}ﬂf"‘-ﬂ"

Absent

<0,048 ?a.,f Jf_
r{},k}‘"rg MO MU

Complies /

“_ ) N Bixnosijnac
SOLVENT Batch number 2290107/
o *‘”)%«-f%ﬁﬁ‘i}\ Tioviep eenii 2290107 )
. Indicator / Hoxkazuun Specification / Creumpiramiss Resuit/
A : ”’3‘3_,1;;_4
| Appearance / One Light, veliow liquid / Di ruma CBITHO- | ompiies
T | KOBTOTO KOJLODY. | Fﬂ AnoBijac
Celour  of solution /! Not more intensely coloured than Vi | (,Uﬂ‘niit;-’%'f
Koasoposicts DOIRIEY standard solution  /  3abapsrenns Bizmosinac
PO3IURY Mac OyTH He IHTeHCHBHIITIM
- 34 cTaston Y. } " _
F Lysine assay [/ Kuaskricse | 6.5% 0 7 4 %o/ B 6.5 % 10 7.4 %. 7.1 %
_BUSHAYERHS Niduny S _ e
Extractable voinme / O8’ex, | Not less than 2.0 ml/ampoule / 5,2 n;mmnmnf:
BIO BUHTIracTLey He wver e 5.0 \m;@aﬂnda 5.2 M;i/ aMITy

pH

1 O;‘%

E?*v{zeu?“" contamination | > 10
(zrwzamzﬂ particles) / | mem=1235/ sl ;
- Mexanivmi BRAIOYCHHS | | >0 v
(renrimuni 4acTICH) - Not more than 6000/vial / - =123/brares
= 10 mem /210 Mmru - He Glasue 6000/ QIaKoH | Z 23 mom
= 25> mem /225 Mo . Not more than 600/vial /  =1Avial/ >25
- L He Siumine : S0/ dnaxos. MW =1 duakon
| Sterility / Cx CPHALHICTS ; Sterile / {,I\,pi-i.;'l’f.:.;-{f’.i“ Steriie /
5 Crepuapkmit
Bacterial  endotoxins /| Not more than 0.230 {U/mg / <0,06 1U/me
 Baxrepiammnyi enporowennn | He 6inbue 0250 MOy | <0,06 MO
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The batch meets the requirements of QCM for MA Ne UA/15300/01/01/ (Cepist BiAnoOBinage
unmoram MICS mo PIT Ne UA/15300/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / Viaxonge.
MapKyBaHHs Ta TePMIH IPUIATHOCTI BIZHTOBIIAIOTE BrMoram MK ST

Storage: Store in original packaging at a temperature below 25 °C. The solution obiained after
reconstitution with the solvent may be kept for not more than 6 hours at a temperaturc of -

8 °C and for not more than 2 hours at a lemperature below 25 °C. / 36epirary v opurinansyis
YIAKOBLI NpPH  TeMieparypl He suue 25 °C. Pozumn, orpumanult micng pimmomicnos
PO3THHNHKOM, 30¢epiraty xe Sinbiue 6 romuu npy TeMieparypi sia 2 °C 1o 8 °C i ue Siwie 2
POMMH [1pY TeMOepaTypl He Buine 25 °C,

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, ncluding packing/ labeling and quality control at the above mentioned site
in full compliance with the EU GMP requirements assigned by the local health authority and 2150
- accordance with specification of registration  documentation affirmed in Ukraine ©

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. / Lum s miATeepiokyio, 1o Hage e
BHING 1HQOpMANs € JIOCTOBIPHOI Ta TOMHOW. Ust cepist npemykuil Sysa pErovonichs
SRAIONAIONM  MaKyBaMHsl, MAPKYBaHHS Ta TIPOBEICHHSA KOHTPOMO 11 sKOCTI Ha 3asnacenii
BUPOOHMYIN Ninanmi y moswid BIANOBITHOCTI 3 BAMOrAMK OMP, BeTasoBiIenuMn Miclesiny

PCLYJBITODHEM  OprasoM, a TaKow BLIIOBLIHG AO  CHIeUMMIKaIU®, mo  MiCTaTLes &

DEECTPAIFAHOMY AOCHE, 3ATBEP/DKCHOMY B YKpalHl AN JOCHIIOKYBAHOTO JBKAPChKOre 3acody,
Iporoxoiy BupobamnTEa. HaxyBaHHsl Ta IPOBEACHHS aHaniziB OyIu nepenipen), BCTanoRieno

il il el ot B TR L S A LN I S B I W I S

BLAIOBUHICTE BuMoram GMP 1a MAITHCAHO BLITIOBIAATLHEME 0CcoBaviy nu BOOHIKA.

Compiled by/ITiarorosacuo: Issued by/Buaano:

Quality Control/Konrpons sxocTi: Qualified Person/Vriosroraxena ocola:

Dr Mariaelena Moro/ JI-p Mapicicena Mope Dr. Francesco Solinas/ Ji-p ®pansecke
Costinac
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Date/ Tara=67.07.2023

Date/ Jara:; 07.07.2023




