JEPYITIKCIYKBA
JAEPKABHA CJIY/KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y THIIPOIETPOBCBHKIA OBJACTI

Juinpo, rwi.CobopHa,4, K. 601-605, 49005, Ten. (066)3454171
E-mail: dIs.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

BHUCHOBOK
npo sAKicTL BBe3eHOTo B YKpaiuy JliKapcsKoro 3aco0y
16.12.2022 N 54775/22/0411
JEHKEPAH™

(HaliMeHyBaHHA TikapchKoro 3aco0y 3riAHO 3 peccTpatiHHHM [IOCBi4EHHAM)
Tab/1eTKH, BKPHTI ILIIBKOBOIO 060/I0HKO10, 110 2 MT 110 25 Tab/1eToK y dpaaxoHi; o 1 gurakony
'y kapToHHi#l Kopodui

(popMa BHIyCKy, I03YBaHHA, B MAKyBaHHA J1iKAPCHKOTO 3aco0y)
Homep peectpauitinoro nocsinuenns UA/3396/01/01 ctpok xil peectpallifisoro nocsixeHHA 01.01.2099
Cepis nikapcskoro 3acoby Ne 2104421 KinbKicTh BBE3€HOTO Jikapchkoro 3acoby 64

BupoGHUK Excemta ['m6X 1 Ko. KI', Himeuunna

(HaiiMeHyBanHs BupoGHUKa Nikapcpkoro 3acofy, kpaiHa ITOXOIKEHHS)

BaeseHo B YkpaiHy ToBapHucTBO 3 00MEXKEHOIO pinmosinanenictio "BaJIM", inent. koa:
31816235

(naliMenyBanHs ta xoz 3a EPTIOY opuauuHol ocofu abo npissuile, iM'L, 10 6aTbkoBi (izudHol
0cO0H - HiAMpHeMIL, il Micue POXKHBAHHA Ta PECCTPALIHHHHE HOMED 00:1iKOBOT KAPTKH MNAaTHUKA
nomatkie abo cepis Ta HOMEp MACIOpTa)

TpoTokos BizyaabHoro kourpoio sin 15.12.2022 Ne 07-01/2808/5.

3a pe3ympTaTaMH J€PKABHOTO KOHTPONIO BCTAHOENCHO, 110 nikapchkmit 3aci6 BBeseHO B YkpaiHy 3
AOTPHMAHHSIM BAMOT 3aKOHOAABCTBA LIOAO 3a6e3neyeHHs AKOCTI JIKAPCHKIX 3ac00iB.

Havanpnuk JlepkaBHOI CJIykKOH 3

MKapchKHX 3ac00iB Ta KOHTPOJIIO 38 :
p ; POJTEO 32 Oniss OBUAPEHKO
HapKOTHKaMH y JIHiTIpOIeTPOBCHKIA
obmacti )
(nocanoea ocoGa oprany JEPKABHOTO KOHTPOIIO) (ninnu:p (initiany Ta npi3EAiLe)

Bumnskesa Kapina




Ceprudikar aHanisy
- Certificate of Analysis

| Hazsa npodykmy: NTEMKEPAR™, mabnemku, skpumi | XoA NPORYKTY: | 1484600
Product name: nnisKkoacro 0GoNORRDI0, 1D 2 M2 Product code;
Ne 28 y chnakoni
LEUKERAN™, film«coated tablets,
2myg Ne 25 in vial
Kpalna-imnoprep: Yupaina Homep cepii: 2104421
Importing country: - | Ukraine - . : Batch Number:
Guna: C | XnopamByuns 2 m " i Poamip cepir: 2048
AlHaKTMBHIcTL: Chlorambucit 2 mg Batch size:
Strength/potency: N L
Nixapcoka thopma: TABGNETKH, BKPHTI NAIBKOBOIO Data supoGnuyrsa: . 05.02.2021
Dosgage form: OBONOHAOW, NO 2 Mr Date of
film-coated tablets, 2mg Manufacture:
Poamip Ta Tun Ne 25 y cpnanoni AaTta zakiHyeHHs 29.02.2024
RAKYBaHHA: Ne 25 in vial CTPOKY
Size and type of the w w | mprpavHocTi
package ; ' : . Pate of Expiry: ) B
Homep psccTpauiksoro UA/I396/01/01 I
noceigYeHHn:
Registration certificate number:
HadmenyBan KR Ta MICLL@IHAXORNERHA Exkcenna MasX i Ko. KT
ainsHuui 3 sBupofaruTBa: HiopnuBeprep LWTp. 12, 90537 PoiixT, Himewunna
Name and address of manufacturing Excella GmbH & Co. KG, Niirnberger Str. 12, 90537 Feucht,
site: Germany

Miyensisn Ha enpoBrMUTEO Ne:
Manufacturing Licence n°:

_DE_BY 05_MIA_2018_0038

AHaniz T Creundixauis - Peaynbrar

Analysis Specification : Result

3oBMiWHIA BHIrAAA Kopuuresi, kpyrni. asoonysni Tabnerxu, BrpuTi Bignoginae
NRIBKOBOK OBONOHKOW, 3 MERKYBEHHAM «L» 3
oawnorc 5oky Ta«GX EG3» - 3 imworo

Appearance Brown, round, biconvex, fiilm-coated tablets, one Complies
side engraved with «<L» and the other side
engraved . «GX EG3»

laenvudixauia o

Xnopambyumuny Yac yTpumyBaHHs OCHOBHOTO Nika Ha xpomartorpami Binnoeigae
BUNPOOYBaHHOTC  DO3UVHY  BignoRifae  vacy
YTOUMYBAHHA CCHOBHOMO (K@ HWa XpoMmaTorpami
CTRHAAPTHOMG PO3YUHY

ldentification

chlorambucil The retention time of the prinicipal peak in the Complies
sample chromatogram -agrees with that of the
principal peak in the reference chromatogram

BapaHWkn

Tutauy aioxcun MosuTuenda Bignosipae

Baniso Moswrsaa Bianoaipac
Colorant
Titanium dioxide Positive Comphes
2104421 (2101552) Page 1of 3 \?




XCELLA
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- Peaynwrar
" Result

AHania i Cneundsikanis
Analysis ' Specification
Iron Positive

KinukicHe BH3HAUYEGHHA
Xnopambyunn

Assay:
Chlorambucil

Cynpoeigni nominiku:

Relatad substances: _
MoriorigpokcuxnopamtyLmn
Monchydroxychlorambucil
Dmepis xnopambyuuny
Chldrambucil dimers
Tpumep xropamByluny
Chiorambucil frimer
Kaagpamepy xnopambyuuny
Chlorambucit guadramer
QOcHoBHa recneundikoBana
Jomiwka L

Principal unspecified impurity

Cyma pomiLLIoK
Total impurities

OauopignicTb BMiCTY

Content Uniformity

PO3UMKEHHA

Dissoiution

MikpoBicnoriusa uncrora'?
Microbiological quality **
SaranpHe YNCno aepobHux
smikpoopranismie {TAMC)
Total Aerobic Microbial Count
(TAMC)

3aranbHe SHCNo SPIXAKIBNX T

nnigeHesux rpubie (TYMC)
Total Yeast and Mould Count
(TYMC)

Escherichia Coli

Egcherichia Coli

! He BUKOHYCTLCR DYTHHEHO
Mot routinely tesled

2 Sgiyo BrnpoBybaniA ByayTs BianosinaTy. MiniMym ge: cepit SyayTs [EPEBIPATACE LLOPMHT

NpOTATOM Nepwvx 2 poxia.

U5 0% - 105.0 % 8ig 3a%8nNSHHOT KinbXoCT
{1.9- 2.1 mriTabn.}

850 % - 1050 % LC
1.9-2.1 mgftab

He Ginbwe 0.6 %
Not more than 0.5 %
He Ginbwe 2.5 %
Not more than 2.5 %
He Binbuwe 1,0 %
Not mose than 1.0 %
He Ginbwe 0.5 %
Not morethan 0.5 %
He Binwiue 0.5 %

Not moaré than 0.5 %

He Binwwe 5.0 %
Not more than 5.0 %

Bignosigac sumoram Ssp. dapmM.
Npumanere wncno {AV) = re Binbue 13.0
Meets Ph Eur.requirements

Acceptance Vaiue [AY) = not more than 15.0

Bignoeinac sumoram Gapm, CLUA
Q =75% 3a 30 xBunKH

Meets USP requirements
€ = 75% in 30 minutes

He Sinbwe 1000 KYOIr
Not more than 1000 CFU/g
He Binbie 100 KYQir |
Not more than 100 CFU/g

BiacyTsicTe 8 11
Absent in ig

2|f fested will comply. A minimum of two batches wili be tested annually for the first 2 years.
3| lei napaMeTp He XapaxkTepysye CralinkHiCTb | ToMY BUROHYETECR TirbXA NPy BANYCKY.
3 This parameter is not stability indicating and is therefore only performed at release.

2104421 {2101552)

Complias

97.2 % sip sassneriol
1,95 KHILKOCTI
{Mrfrabn.)

972%I.C

1.95 mgftab

0,1 %
01%
1.7 %
1.7 %
0.6 %
06 %
03%
0.3 %
02%
0.2 %

3.3%
33%

Bignoginae
Complies

94 % iz 3aseneHol
KINbKOCTI BiAMOBIL2E

94 % LC Commplies

<10 KYOir
<10 CFU/g
<10 KYO/Ir
<15 CFUfg

Bipnosigae
Complies
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XCELLA

P H A RMA .0 uvnCc

KomenTapi 3BepiradHa B OpUTiHaNLHIA YNakoBLE NPY TEMNEPaTYRi 8if 2 A0 § °C ¥ HeAGTTYHOMY AN

aires micyl,

Comments Store in the original package at the temperature betwoen 2 fo 8 *C out of the reach of
children.
Ll R NISTBEPAKYIO, $i0 HABEAGHA BULLE IRDOPMALIS € CNPABNHLOIC | TOUHOIC. LiR Cepin npenapaty Gyna
BUTOTORTIOHA, BIINOUMONM NAKYBAHHA/ MEDKYRAHHA T2 KOHTDOML SKOCTI, ¥ NOBHIR BIONOBIAHOCT! 0 BAMOT
HMBIT MICLESOrO DETVIIOINOTO OpfaHy Ta 4C crieukdiauil & peccrpauiiHoMy NOCBIueHHi KDaiti-
iMriopTeps. SloKyMeHTaLIA CTOCoBHO oBpolxy, NasysanHa MapKysanns I asanisy cepit Gyna nepesipena, |
fyNo BCTAHOBNEHD, L0 BOHA BIANIOBINAE 8uMOram BiaKocHS HBNM.

| hereby cerlify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging/ labeling and quality control in Rl compliance with the GMP
requirements of the local Regutatory Authority and with the specifications in the Marketing Authorization of
the importing country. The baich processing, packaging/ labeling and analysis records were reviewed and

found to be in compliance with GMP.

Dr. Bemhard Hoffmann / Qualified Pers?n 'a.i Excella GmbH & Co. KG / ¥Ynoaxrosaxena ocofa Excenna

FmBX 1 Ko, KI' f/

Signature/flipnue: ' Date/fata: 20.05.2021
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