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Nikapceiui 3acid

Drug product

FIAPOKCUCEYOBUHA MEDAK

karicynu no 500 mr; no 10 kancyn y 6nictepi; no 10 6nictepis y KopobL

3 KapTOHy
HYDROXYUREA MEDAC

capsules of 500 mg; 10 capsules In a blister; 10 blisters in a carton

Hilova pevosuHa lgpokcucevyosunHa

Active ingredient Hydroxyurea

Homep cepif G247134

Batch number

laTa BupoBHmTBA 29.07.2024 TepmiH npugatHocTi 29.07.2028

Date of manufacture Expiry date

[NOKASHUVK CNELMNPIKALIA PE3VIILTAT

TEST SPECIFICATION AHAI3Y

TEST RESULT

Onuc Bini Henposopi xenatuHosi Kancysu, Wo Bignosinae Bumoram
MICTATL Maiie 6inui NOpoOLUOK,

Description White, opaque, gelatine capsules which contain | Complies

an off-white powder,

laenTuchikauing
Identification:

A. Tigpokcuceuosuta

A Hydroxytrea

BiognosigHicTb YaciB yTpumyBaHHs rikis
riapoKCUcEMOBUHU Ha XpomaTorpamax
BUMPOBOBYBAHOIO | CTAHAAPTHOrO PO3UNHIB,
Correspondence of the retention times of
hydroxyurea peaks in the chromatograms of the
test and reference solutions.

Bignosigae sumoram

Complies

b. TutaHy pioxkeva

YTBOPIOETHCH OpaHieso-4epsoHe
sabapsneHHs.

Bigrnosinae sumoram

B. Titanium dioxide An orange-red colour appears. Complies
Kinkkicne BusHavenus 475-525 mr (95106 %) 504,65
Assay 475-525 mg (95-105 %) mr (mg)
(Ph. Eur. 2.2,29, HPLC) 100,9 %

OpHopigHicTL Macu

20 kancyn. He Ginbwe 2 mac BMicTy Kancyn
BIAXWITAETLCA Big cepearbol mack Binbluie

7,5 %, | ofHa Maca BMICTY Karicysnin He
BIOXWUNAETLCS Bif cepefHbol macu Binbiue Hbx
Ha 15 %,

Bignosipae sumoram

Uniformity of mass 20 capsules, Not more than 2 masses of the Comnplies
(Ph. Eur. 2.9.5) capsule content deviate from the average mass

by more than 7.5 %, and no mass of the

capsule content deviates from the average

mass by more than 15 %.
PosunHeHHst 2 70 % (Q) 38 30 xBunuH 100 %
Dissolution = 70 % (Q) within 30 minutes
(Ph. Eur, 2.9.3, Paddle meth.)
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[TOKA3HNIK CMNEUNDIKALIA PE3YNLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Yac posnapaHHs He Binblie 30 xBUMUH, 3 xB {min)
Disintegration time Not more than 30 minutes.
(Ph. Eur, 2.9.1)
CynyTHi gomitm
Related substances:
A. OpuHuHi HeineHTudikosaHi $02% < 0,05 %
LOMILLKK <02 %
A. Single unidentified impurities
B. Cyma HeigeHTudiopaHux £10% < 0,10 %
LOMILLIOK =1.0%
B. Sum of unidentified impurities
CevyonuHa 205% £0,5%
Urea s 05 %
pH 4,2-59 5,3
pH 4.2-5.9
(Ph. Eur. 2.2.3)
Brpata B maci npu He Binbiue 1% (Ha 171). 0,5 %

BUCYUIYBaHHI
Loss on drying

Not more than 1 % (per 1 g).

MikpoGionoriuna ynerora:

Microbiological purity:

Ha momeHT Bunycky sunpobosyioTh nepuui 3
cepii, notim koxHy 10-Ty cepito aGo xoua 6 ofuH
pas Ha pik.

At release tested on the first 3 batches, then
every 10" batch or at least once a year.

(Ph. Eur. 2.6.13)

3aranbHa KinbKicTe aepobHUX < 108 KYOIr Bipnosigae sumoram
mikpoopranismis (TAMC)

Total aerobic microbial count < 10° CFU/g Complies

(TAMC)

(Ph. Eur. 2.6,12)

BaranbHa KinbKicTs APHKOMNOBKX < 102 KYOIr Binnosinae sumoram
ta nnicenesux rpubis (TYMG)

Total combined yeast and mold < 10 CFU/y Complies

count (TYMC)

(Ph. Eur. 2.6.12)
E. coli BincytHbo B 1 1. Bignoeigae Bymoram
E coli Absentin 1g. Complies

Crop. 233
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Lleii ceprudbikat saciguye, o Us cepis nikapebioro aacoby npoiiwina nepesipky signosigHo go GMP Ta
sarsepiueHnx npouedyp koHTponto. Jlikapcwini 3acit signosigae BCim BuMoram crnieumdikauii,

It is hereby certified that this product batch has been anal ized-fmeampliance with GMP and with the
approved control procedures. The product meets all ;6(7@\/@75571% @7‘ specification.
S A/l &

&
/

3acT. KepisHuia Bigainy KOHTPOIo AKocTi
Deputy Head of Quality Control
Harta/ Date 01.11.2024

[ Sonja M’Hamdi |
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CERTIFICATE OF CONFORMITY

Name of product:

importing Gountry: Ukraine
Strength / Potency: 500 mg
Dosage form: Capsule, hard
Licence Holder: medac
Package slze: 100 Capsules
Package type: Blister
Amount released: 5618

Name and address Stage of

of manufacturer: manufacturing

haupt Pharma
Amareg GmbH
Donaustaufer Str.378
93055 Regensburg
Germany

Finished product

medac GmbH
TheaterstraBe 6
22880 Wedel
Germany

Release

Results of analysis:

Comments/remarks: none

No.: 0111241559

[IAPOKCUCEYOBUHA MELAK - Hydroxyurea medac

MA-No.: UA/ 6720/01/01
Batch No.: (247134

Batch No. (Bulk): (247134
Manufacturing date:  29.07.2024
Expiry date; 29.07.2028
Date of release: 25.10.2024

Name of Qualified
Person

No. of manufacturing
licence or GMP cettificate

DE_BY_05_MIA_2024_0036 V. Diller

DE_SH_01_MIA_2023_0005  C. Mithlenbrock

see separate Certificate of Analysis

| hereby certify that the above information Is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites In full
compliance with the GMP requirements of 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. Above mentioned batch is released

for export,

Name and position of person
authorising the batch release:

[0 Steffen Dirks
{1 Dr. Christoph Mlhlenbroci

1 Agnes BuBmeyer
‘Bl Aron Westendorf

O Jan VoB

i
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Pharmacist, QP accor fg@"?&rticle 48, Dﬁe@t“e 2001/83/EC
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Date of Signature ‘%Signature Qualifiegt Person
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Mepeknaf 3 aHMINCLKOT Ta HIMELIbKOT Ha YKpaiHCLKY
/nozomun: «medak» (medac)/

CEPTU®IKAT BIAMOBIAHOCTI Homep: 0111241559
Hasea npenapaty: MAPOKCUCEYOBUHA MEJAK — Hydroxyurea medac
KpaiHa-imnopTep: YKkpaida PeecTpauiiive
noceigueHHs Ne: UA/6720/01/01
Cuna aii / AkTuBHicTb: 500 mr Cepist Ne: (247134
Nikapckbka chopma: Kancyna Teepaa Cepis Ne (Bulk): G247134
BriacHuK niLeHsii: «mepak» (medac)  Aarta Bupobhuyrsa:  29.07.2024
Tepmin npugatHocti:  29.07.2028
Po3Mip ynakoBKu: 100 kancyn Hara Bunycky: 25.10.2024
Tun ynakosku; Bricrep
06'em BUNycky: 5618
Hasea Ta agpeca Etan Homep NiueHsii Ha iM’st ynoBHOBaXeHOI
BUpOBHMKa BupobHuyTBa BupoBHuLTBO abo ocobu

Ceptudikaty HBIN (GMP)

«XaynTt ®apma Amaper [otosuit npoayktr DE_BY_05_MIA_2024_0036 B. finnep
'm6X» (haupt Pharma (V. Diller)
Amareg GmbH)

Byn. [loHaycTayce 378

(Donaustaufer Str. 378)

93055 PereHcbypr

HimeuyunHa

«mepnak M'mMoX» Bunyck DE_SH_01_MIA_2023_0005 K. MionexHbpok
{medac GmbH) (C. MUhlenbrock)
Tearepwrpacce 6

(Theaterstralle 6)

22880 Begenb

HimeuunHa

PesynbTatu aHanisy: AuBiTbCs okpemuit CepTudikaT aHanisy
KomeHTapi/zayBaxeHHs: Hemae

Lium s nigTeepmkyio Te, WO BuLLEBKa3aHa iHpopMaLis € 4OCTOBIPHOIO Ta TouHolo. Lis cepis
npoaykTy Oyna BUroTOBNEHa, BKIIIOYAIOUM NaKyBaHHA/MapKyBaHHA Ta KOHTPONb SKOCTI, Ha
BULLIE3a3HaueHUX BUPOBHUUKX OiNsHKax y NoBHii BignosiaHocTi 3 Bumoramu HBIM (GMP) micuesoro
perynsaTopHOro opraxy Ta 3i cneuudikauiamm o PeecTpauiiiHoro nocsigveHHs KpaiHu-imnoprepa.
Mpouec BUpoBHULTBA, NaKyBaHHs Ta pelynbTaTi aHanisy cepii 6ynu nepesipeHi Ta Bu3HaHi
Takumu, Lo BianosigawTe Bumoram HBIM (GMP). BuwieBkasaHa cepis BunyuleHa Ans ekcrnopry.

IM’s Ta nocaga ocobu, Wo Hagae
[03BiN Ha BUNYCK cepil:

Lredpden Lipke (Steffen Dirks)

a-p Kpicroch Mionen6pok (Christoph Mihlenbrock)
Arvec Byccmeep (Agnes BuBmeyer)

ApoH BecteHgopd (Aron Westendorf)

An doce (Jan Voh)

oOomOO0OO0O

dapmauesT, YO 3rigHo cTaTtTi 48, [lupektsa 2001/83/EC

04.11.2024 /nidnucaHo/
[aTta nignucy Mignuc ynosHoBaxeHo! ocobn

/revamxa: «medax Mm6X» (medac GmbH); Teamepwmpacce 6 (Theaterstrafie 6); 22880 Bedens HimeuyuHa/






