AEPAKABHA CHYXKBA 3 TIKAPCbBKUX 3ACOBIB TA KOHTPO.THO 3A
HAPKOTHKAMH
Y AHIHPONNETPOBCBKIN OBJIACTI

Jninpo, mn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71; +380 (98)-333-37-39
E-mail: dls.dp{@dIs.gov.ua, Kon €/IPTIOY 37070665

BUCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy JiKapchbKoro 3acody

25.12.2024 Ne 68598/24/04

JJEMKEPAH™

(HalMeHyBaHHA NiKapCckKOro 3acoby 3riHo 3 peecTpauiftHiM NOCBIAYEHHAM)
TabJeTKH, BRKPHTE IVTIIBKOBOK 000 10HKOK, 10 2 MT 1o 25 TabaeTok y ¢.rakowi; no 1
(hy1aKOHY Y KAPTOHHIH Kopobdui

(thopma BHIIYCKY. J103VBAIHA. BIL NAKYBANIH TIKAPCHKOIO 3C00y)

Homep peccpauiiinoro nocsizuennas UA/3396/01/01 crpok il peecrpauiitnoro nocsigvenns 01.01.2099

Cepis nikapcekoro sacoby Ne 2411182 KinbkicTs BBE3EHOrO Nikapebkoro sacoby 180
BupobHuk Ekcenma 'm0X 1 Ko. KI', HimeuunHa
(HaBMenyBaHusa BUPLOIIMKL JiKAPCHKOFO 3ucoBy. Kpailla (oM URCHIH)
Breseno B Ykpaiuy Topapucrso 3 odmexenoro BianosinaabuicTio "baJAM", izenr. koa:
31816235

(naiimenyBanng Ta ko 3a CAPTIOY oputuatol 0cobi alo npizsuule, iM'S, N0 8aTbKOBI
(iznunol ocobm - mianpuemus, 1 Micue NPOWUBAHHA TA PEECTPAliAHKA Homep obiikonol
KAPTKHM TIATHHKA TTIORATKIB abo cepis Ta HOMep nacnopTa)

TpoTokon eisyansroro kourpomo sia 20.12.2024 3 07-01/3415/1.

3a pesyNbTaTamMu  JIEPWABHOTO  KOHTPOJIKO BCTAHOBIEHO, o JAikapckkuii  3acid  meezeno B YKpaiHy 3

JAOTPHMAHHSIM BMMOT 3aKOHONABCTBA WIOA0 3a0e3ne eHHS AKOCTI AKAPCHKNX 3acobis.

B. 0. HayanbHKKaA [lepxaBnol ciyxOM 3
NiKapChbKHX 3aco0iB Ta KOHTPOJIIO 34
HapKOTHKaMH ¥ JIHINponeTpoBChKiH
obnacri :

(nocaaosa ocgEFORN,

Sna APALAL

N
TOKY MEHT

P

Hikitiuesa Okcana +38(066)345-41-71
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CepTudpikar ananisy
Certificate of Analysis

Hazaa npodykmy: JIENKEPAH™, ma6nemxu, sipumi | Kop npoaykry: 1484600
Product name: nnlakoeoio obonoHioso, Mo 2 M2 Product code:

Ne 25 y chnaxoni

LEUKERAN™, film-coated tablets,

2mg Ne 25 in vial
Kpaina-imnoprep: Ykpaina Homep cepirl: 2411182
Importing country: Ukraine Batch Number:
Cuna 1 TabAeTKa MiCTUTb 2 Mr Poamip cepli: 2520
AiilaKTuBHiCThL: xnopamyunay Batch size:
Strength/potency: 1 tablet contains 2 mg chlorambucil

!

Nikapcbka hopma: TabneTks, BKPUTI nniskopoio HOata supobuuurea: | 18.03.2024 ’
Dosage form: 0GoNoKKoI0, No 2 mMr Date of

film-coated tablets, 2 mg Manufacture:
Poamip Ta Tun Ne 25 y chrawoH]! Data 3akiHueHHA 31.03.2027
nNaxKyBaHHA: Ne 25 in vial CTpPOKY
Size and type of the npraaTHocTi:
package Date of Explry:

Homep peecrpauiithoro

nocBiAYeHHA:

UA/3396/01/01

Registration certificate number:

HaiiMeHyBaHHA Ta MiCUE3HAXOAXKBHHA
AinbHKMLUI 3 BUPOBHKLTBA:
Name and address of manufacturing

site:

Germany

Ekcenna Mu8X i Ko, Kl
HioptGeprep LWUTP. 12, 90537 ®oiixT, HiMeuuuHa
Excella GmbH & CO. KG, Nurnberger Str. 12, 90537 Feucht,

RAiuensis va BupoGrMLTBO Ne:

Manufacturing Licence n®:

DE_BY_05_MIA_2022_0079

AHani3
Analysis

Crneundinayin
Specification

Peaynbrart
Result

3osniwnin errnag

Appearance

ineHTHpikalis
XnopamGyuuny

ldentification
chlorambugil

BapeHuku 3
Twutany piokeua
3anizo

Colorant 3
Titanium dioxide

KopHyHesi, Kpyrni, ABOONYKNi TaBneTku, BKpuTI
nniskosoio 06on0HKOK, 3 MapKyeaHHAM «L» 3

ogHoro Goky TaeGX EG3» - 3 jHuwo

Yac yTpumyBaHHA ocr
sunpobysaHHoro &
YTPUMYBAHHS  OCHOB

CTaHAZPTHOTO PO34MHY N, 2

\\\

it amnoswag’ “"f uacy
Mo 411":3 Ha g;

The retention time of the principal peak in the sample
chromatogram agrees with that of the principal peak
in the reference chromatogram

Mo3uTuBHKa
NoanTuBHa

Positive

Bi,qnoai,qaé

Complies

Bianoeigae

Complies

Bianoeipae
Bignoeigae

Complieé

O~
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EXCELLA
AHani3 Cneundpikanin Peaynbrar
Analysis Specification Result
Iron Positive Complies

KinbklcHe BU3HauYeHHS:
Xnopambyyun

Assay:
Chlorambucil

Cynposigri gomiuku:

Related substances:
MoHoriapokcuxnopamSyLun
Manchydroxychlorambucil
Humepia xnopambyuuny
Chlorambucil dimers
Tpumep xnopambyuwny
Chlorambugil trimer
Keanpamepy xnopamGyLuny
Chlorambucil quadramer
OcHopHa HecneyudikoeaHa
AOMiWKa

Principal unspecified impurity

CyMa AOMILLOK
Total impurities

OanopigHicrs sMicty 13

Content Uniformity 3

PoauuHeHHA

Dissolution

MixpoGionoriuka uncToTal?
Microbiological quality ?
3aranbHe Yyueno aepoGHUX
Mmikpooprariamis (TAMC)
Total Aerobic Microbial Count
(TAMC) :
3araneHe YuCno ApiKAXOBUX Ta
nniceHesux rpubie (TYMC)
Total Yeast and Mould Count
{TYMC)

Escherichia Coli

Escherichia Coili

1 He BuKOHYETLCA PYTHHHO
Not roufinely tested

2 Axwo eunpoBysaxks GyayTb Bignosina™. Minimym zei cepi GyayTe nepesipaTica WOpiYHO

POTArOM NepLuvx 2 pokis.

95,0% - 105,0 % pig 232s8NeHHOT KINbKOCTI
(1,8 - 2,1 mritabn,)

95,0 % - 105,0 % LC
1.9-2.1 mghtab

He Hinswe 0,5 %
Not more than 0.5 %
He Ginewe 2,5 %
Not more than 2.5 %
He Ginete 1,0 %
Not morg than 1.0 %
He Sinkwie 0,5 %
Not more than 0.5 %
He Ginbtue 0,5 %

Not more than 0.5 %

He Ginbwe 5,0 %
Not more than 5,0 %

Blanosinae sumoram €8p. Papm.
MpuidmansHe Yucno (AV) = He Ginswe 15,0
Meets Ph.Eur.requirements

Acceptance Value (AV) = not more than 156.0

Bignosigae sumoram ®dapm. CLUA
Q =75% 3a 30 xaunuu

Meets USP requirements
Q = 75% in 30 minutes

He Sincwe 1000 KYQ/r
Not more than

ot NN
He &inbLug/i0 Qft 14 \J@__

OKY MEHTIB\Y,

21f tested will comply. A minimum of two batches will be tested annually for the first 2 years.
3 Uit napameTp He xapakTepusye crabinbHICTb | TOMY BUKOHYETBCS TiNBKW NpH BMNYCKY.
3 This parameter is not stability indicating and is therefore only performed at release.

100,2 % Biag 3asBneHol
2,01 xinbkocTi
{Mrfrabn,)

1002 % 1LC
2.01 mghab

0.1%
0.1 %
1,7 %
1.7%
0.4 %
0.4 %
0.2%
0.2%
0,1 %

0.1%

26%
28%

Bipnosigae

Complies

87 % Big aanenexol
Kinexocti Bignoeigae

87 % LC Complies

He BrkoHyeTLCR
PYTUHHO

Not routinely tested

He eukomyeTheR

PYTHHHG
Not roufinely tested

He snkoHyeTbCA

PYTHUHHO
Not routinaly tested

Page 2 of 3 G\
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KomenTapi 36epiratia e opuriHaneHii ynakosui npu Temneparypi eig 2 20 8 °C ¥ HEROCTYNHOMY Ana giTeil
MmicLEi.
Comments Store in the original package at the temperature between 2 to 8 °C out of the reach of children.

Linm 5 3aceiguyto, wio HasegeHa BuLe indopmalin € gocTosipHOK Ta TouHOMW. llata cepla
Aikapcboro 3acoy, Gyna BUpoGnena, BRAIOUIIOUM NaKyBaHHA/MaPKYBaHHA Ta KOHTPOAL AKOCTi Ha
BUlLe3asHaveHiit ginbHuui y nosHiit slgnonignocti 3 BUMoramu GMP, scranosnesnmu €C 1a
MiCLLeBUM PEryNATOPHUM OPraHOM, a TaKOX BiANOBIAHO A0 cneurdikauiii, wo micraThca y
peecTpauiliHoMy Aoche kpaiHu-Innoprepa, Mpotoxanm supobHnyTEa, NaKysaHHA Ta aHaniaie 6yno
NeperafaHyTo Ta BCTaHOBAEHO BignosigHicte GMP.

! hereby certify that above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of EU and the local Regulatory Authority and with the
specifications In the Marketing Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP

Dr. Barnhard Hoffmann / Qualified Pamor@osnoau«ana ocoba
Signature/Nignue: ' Date/flaTa: 15.10.2024

Pt LA N\&
NOKYMEHTIB %
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