CEPTU®IKAT AHANMI3Y / CERTIFICATE OF ANALYSIS Ne 182135

Gesaellschatt fir klinische
Spezialpriparate mbH

(Ph. Eur. 2.2.27.)

NOKA3HUK CNEUNDIKALIA PE3YINIbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
BinbLwe Hix Ha 20 %.
Uniformity of mass The capsules comply with the test if not more Complies
(Ph. Eur. 2.9.5.) than two individual masses deviate from the
average mass by more than 10 %. No individual
mass should deviate from the average mass by
more than 20 %.
Po3napaHHs He Ginbwe 30 xB. 6 xB (min)
Disintegration Not more than 30 min.
(Ph. Eur. 2.9.1.)
MpoaykTu perpapauii:
Degradation products:
TWX Jluwe oaHa noogvHoKa AoMilLKa MoXKe CCU: 0,1 %
nepesuwiysatin 0,2 %. BCHU: < 0,1 %
KoxxHa Bigoma pomiwka (CCU, BCHU, BCEU) BCEU: < 0,1 %
— He Ginbwe 0,4 %.
TLC Only one single impurity may exceed 0.2 %.

Each known impurity (CCU, BCHU, BCEU) —
not more than 0.4 %.

BEPX Byab-sika iHgmBiayansHa Hesigoma pgomiwka — | < 0,10 %
HPLC He Binbwe 0,2 %
(Ph. Eur. 2.2.29.) Any individual unknown impurity — not more

than 0.2 %.

Cyma HeBigomMunx aomiwok — He Ginbwe 2,0 % | <0,10 %

The sum of unknown impurities — not more
than 2.0 %

KinbKicHe BU3HAuYeHHSA
Assay
(Ph. Eur. 2.2.25.)

38,0-42,0 mr/kanc. (Big 95 % go 105 %)
38.0-42.0 mg/caps. (from 95 % to 105 %)

40,8 mr/kanc.
(mg/caps.)

MikpoGionoriuHa uncrora:

(Ph. Eur. 2.6.13.)

Microbiological purity:

3aranbHa KinbKicTb aepobHUX < 10° KYOIr Bignosigae sumoram
MikpoopraHiamie (TAMC)

Total aerobic microbial count < 10° CFU/g Complies

(TAMC)

(Ph. Eur. 2.6.12.)

3aranbHa KinbkicTb ApbkmpKkoBux | < 10° KYO/r Binnosigae Bumoram
Ta nnicHABMX rpubis (TYMC)

Total yeast and mold count < 10° CFU/g Complies

(TYMC)

(Ph. Eur. 2.6.12.)

E. coli BiacyTHicte B 1.

E. coli Absencein 1 g.
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CEPTUDIKAT AHANI3Y /| CERTIFICATE OF ANALYSIS Ne 182135

Gasellschaft fir klinische
Spezialpraparate mbH

Nikapcbkuii 3acio NOMYCTUH MEOAK
kancynu no 40 mr; no 20 kancyn y KoHTelHepi; no 1 KoHTelHHepy B
nayui
Drug product LOMUSTINE MEDAC
capsules of 40 mg; 20 capsules in a container; 1 container in a
carton
[Aitoua pevoBuHa NlomyctuH
Active ingredient Lomustine
Homep cepii L210622A
Batch number
[arta supoBHuyTBa 29.11.2021 TepmiH npupaTHOCTI 29.11.2024
Date of manufacture Expiry date
NMOKA3HUK CNEUUDIKALLA PE3YJIbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onwuc:
Description:
A. Kancyna A. Teepgai enaTtuHoBi Kancynu Homep 3, Bignosigae sumoram
Kopnyc Ta KpuLika 6nakuTHOro Konbopy.
A. Capsule A. Hard gelatine capsules no. 3, a blue body Complies
and cap.
B. BmicT B. BmicT kancynu — 6inuit abo anerka Binnoeinae sBumoram
YOBTYBaTUIA NOPOLLIOK.
B. Content B. Capsule content — a white to slightly Complies

yellowish powder.

laenTudpikauin:

(Ph. Eur. 2.2.25.)

test and standard solutions in the range of
350 nm to 450 nm.

Identification:

A. YO A. BignosigHicts Y®-cnekrpis Bignoeinae Bumoram
BuUNpoGOBYBAHOrO Ta CTaHAAPTHOrO PO34UHIB B
o6nacri Big 350 HM oo 450 Hm.

A UV A. Correspondence of the UV spectra of the

Complies

(Ph. Eur. 2.2.27.)

a main spot must appear which has a
comparable Ryvalue to the spot in the
chromatogram of the reference solution.

B. TWX B. Ha xpomatorpami Bunpo6osyBaHoro po3uuHy | Bianosinae sumoram
NoBWHHA 3'ABMATUCA OCHOBHA NNAMa, Aka Mae
3HaYeHHA Ry, AK y nNAMK Ha XpomaTtorpami
PO34MHY NOPIBHAHHA.

B. TLC B. In the chromatogram of the sample solution, | Complies

content

CepenHa maca BMicTy kancyn
Average mass of capsule

200 mr + 5,0 % (190-210 wmr)
200 mg + 5.0 % (190-210 mg)
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CEPTH®IKAT BINOBIJIHOCTI / CERTIFICATE OF CONFORMITY Ne 182135
Buineskasana cepist cxpajiena Juisi peajizauir.

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

Above mentioned batch is released for market..—
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Hara/ Date  14.04.2022
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CEPTUDIKAT AHANI3Y / CERTIFICATE OF ANALYSIS Ne 182135

fnecac

Gesellschaft fiir klinische
Spezialpriparate mbH

Lleit cepTuchikaT saceiguye, Wo Usa cepia nikapcokoro sacoby npoiiwina nepesipky signosigHo go GMP Ta
3aTBepAXeHUX npoueayp koHTponto. Jlikapcbkuii 3acid eignosigae BciMm Bumoram cneuuvdikadyi.

It is hereby certified that this product batch has been analyzed in compliance with GMP and with the
approved control procedures. The product meets all requirements of the specification.

3acT. kepisHuKa Biaainy KoHTponto AKocTi

Deputy Head of Quality Control [ Sonja M’Hamdi ]

HNara / Date 14.04.2022
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JAEPKABHA CJHYKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMAX
Y JHIIMTPOINNETPOBCBKIU OBJIACTI

Huinpo, nn.Cobopha,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €/IPTIOY 37070665

BUCHOBOK

PO SIKICTh BBE3€HOr0 B Y KpaiHy JIKapchKOro 3acooy

04.06.2023 Ne 277727/23/0411

JOMYCTHH MEJAK

(HafiMenyBanHa AiKapebKOro 3acoly 3rijiHO 3 pecCTPallifiHUM MOCBIAYEHHM )
KancyJu 1o 40 mr, no 20 kancyJ y kouTeiinepi; no 1 koureiinepy B na4ii

((popma BunyCKy, 103YBaHHA, BHI MAKYBaHH TIKApCLKOro 3acoby)
Homep peecrpaniiinoro nocsiguenns UA/6988/01/01 crpox ait peectpauiitnoro nocsinuennsa 01.01.2099
Cepis sikapebkoro sacofy Ne L210622A KinbkicTh BBe3eHOTO ikapebkoro 3acody 4

BupoGunk Menak ['esensiiadr drop kninime neniansnpenapare MoX, Himeuunna

(HafiMCHYBaHHA BUPOOHMKA NIKApChKOro 3acoby, KpatHa NoXo/ e )

Beesero B Vipaity TosapucTso 3 00mexenoro BianosigaasuicTio "Benra JITA", inenr.
won: 21947206

(naiimenypanng ta koj 3a €JIPTIOVY jopunnunol ocobu abo npissuiie, iM'a, 10 Garekosi piznanol
ocofu - nianpuemus, i MicLie NPokKUBAHHA Ta peecTpauiiinuii HoMep 001iKOBOT KAPTKH NaTHHKR
nojatkis abo cepis Ta HOMEP NnacnopTa)

[Tporoxos Bisyansroro konrposo six 03.06.2023 Ne 07-01/1583/5.

3a  pesyibraramu  JIepKaBHOTO  KOHTPOJNIO BCTAHOBNEHO, 110 Jikapcbkuil 3aci®  BeeseHo B Ykpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA 111010 3a0e3neueHHs AKOCTI JIKapChKHX 3aco0iB.

Hauansnuk JlepsxaBHoi cinyxbu 3

JMKapChKHUX 3ac00iB Ta KOHTPOITIO 34
HapKOTHKamMHu y JIHIIpOneTpOBChKIM
obnacrti

[Onigs OBUAPEHKO

(mocaziora ocoba Opravy AepKaBHOro KOHTPOIO) (initianm Ta npizsMine)

MLIT.
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CEPTH®IKAT BIANIOBIAHOCTI / CERTIFICATE OF CONFORMITY No 182135

Hasea npenapaty JJOMYCTHH MEJAK
Name of product kancynu no 40 Mr; no 20 karnicyn y koHreiHepi; no 1 koureiinepy B nayii

LOMUSTINE MEDAC

capsules of 40 mg; 20 capsules in a container; 1 container in a carton
Kpaina-imnoprep Vkpaina Peectpauiiine nocsinuenns Ne | NeUA/6988/01/01
Importing country Ukraine MA No.
Bnacuux PI1 Mepax ['ezensluadr grop Howmep cepii L210622A
MA Holder KiiHile Batch number

Ilneuianenpenapare M6X,

HimeuunHa

Medac Gesellschaft fur

klinische Spezialpraparate

m.b.H., Germany
Cuna nii / AKTHBHICTB Jlomycrtun /1 kanc. Jlikapcbka hopma KarcyJu
Strength / Potency Lomustine /1 caps. Dosage form capsules

40 mr (ng)
Jata BupobHuLTea 29.11.2021 TepMin npuaaTHoCTI 29.11.2024
Date of manufacture Expiry date
Posmip naxyBanms 20 kancyn Tun nakysaHHs KOHTEHHEp
Package size 20 capsitles Package type container
Po3zmip cepii ara penis
Ba."chl.}sizep 1000 yn. (pc.) ga!e Sf re!?z/ase 07.04.2022
Hazsga i agpeca ainaHox Etan BHpoOGHHIITBA Ne inensii Ha Bupodounnreo | Ipizenme
BHpOGHUUTEA | KOoHTpOIO | Stage of manufacturing No. of manufacturing license | ynosHopaskenoi
SIKOCTI ocoou
Name and address of Name of Qualified
manufacturing site(s) Person
Menak I'esenemadr gpiop | BupoOhuK, wo Bianosinae | pg SH 01 MIA 2020 0015 | Andreas Diivel
KJrinime 3a MapKyBaHHSI IEPBUHHOT - T - -
HIneuianenpenapare M6X, | ynakoBKkH, BTOPHHHE
HiMeuunna naKyBaHHs,
Tearepiutpacce, 6, 22880 KOHTPOJI/BUTIPOOYBaHHS
Benens, HiMeuunna cepil Ta 3a BUNyCK cepil:
Medac Gesellschaft fur Manufacturer responsible
klinische Spezialpraparate | for labeling of the primary
m.b.H., Germany package, secondary
Theaterstrasse 6, 22880 packaging, batch
Wedel, Germany control/testing and jfor

batch release:
Xaynt ®@apma Amaper BupoGuu, mo Bianosizae | DE BY 05 MIA 2021 0009 | Dr. D. Tausendpfund
I'm6X, Himeuunna 3a BUPOOHHUILTBO T B -
Bys1. Honaycrayde 378, nikapchkoro 3aco0y,
93055 PepyxencOypr, NepPBHHHE MaKyBaHHS,
HimeuuuHa KOHTPOJIL/BHIIPODyBaHHS

cepil:
Haupt Pharma Amareg Manufacturer responsible
GmbH, Germarny Sor drug production,
Donaustaufer Str. 378, primary packaging, batch iy 5
93055 Regensburg, Germany | control/testing: [ # ?x. Y
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Llum cepTUpikaTom 3acBiguyemMo, L0 BHIeBKa3aHa iH(opMallis € noc:rors*pmm Vrosaaeo. | 'af(;zuplsl
mmapcworo 3acoby Oysia BUroTOBIEHA, BKJIIOUAIOUH MaKyBaAHHs/MapKyBaHHs Ta mﬁme,u. SKOC _/u_,*'[amem(azamu
JIISTHLL (mnmmax) B ITOBHill BiamoBigHocTi 10 BuMor GMP, BCTAHOBJIEHHX MIiCLEBHM: Deryna ODHVM OPraHoM, i y
BiznosigHocTi o cnenudikaiii Toproeof niuensii kpainu-imnoprepa. [lpotokonu Bupoﬁnnta YI1aKoBKH i aHajlizy
cepil Oy10 po3rNaHYTO i BU3HAHO BianosiaHumu no GMP.
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