JIEPXJTIKCITY)KBA
AEPZKABHA CJIIYVIKBA 3 JIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHITIPONETPOBCHKIN OBJACTI

Huinpo, nn.Co6opHa,4, k. 601-605, 49005, Tex. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €APIIOY 37070665

BHUCHOBOK
NPo AKICTh BBe3€HOro B YKpainy Jikapchkoro 3acoGy

24.,09.2021 Ne 55167/21/0411

TI'TAPOKCHCEYOBHHA MEJAK

(matiMenyBaHuS JTikapchKOro 3acofy 3riAHO 3 peecTpariinum [OCBLAHECHHAM)
Kancy, 300 mr, no 10 kancya y Guicrepi, no 10 6xicrepis y xopo6ui 3 KAPTOHY

{(popma BHITyCKy, NOIYBAHHA, BUJ NAKYBaHHS niKapcrKOTO 38c06Y)
Homep peectpauiiitoro nocsimaenns UA/6720/01/01 crpox nif peecrpauiitnoro nocsizuenns 01.01.2099
Cepia nikapepxoroe sacoby Ne E207136 KinskicTs BBe3eHOO Nikapebkoro 3acoby 1026

Menak I'ezensmadt drop kninime Ineniansnpenapare M6X,

Bupo6tnux ;
B Himeuunna
(HaliMeHyRaHHS BUPOOHHMKA NiKapcEKOTo 3acofy, kpalHa NOXOKEHHS)
BeeseHo B Vkpatny ToBapucrso 3 o6mexeHor Bianosizaaericrio "BaJIM", inen. xox:

31816235

(HaliMeHyBanns Ta kog 3a €/IPTIOY ropuauuroi ocobH abo npi3BMINe, iM's, no 6aThkoBi
Qiznunol ocobu - mianpuemug, W Micue NpOKHBAHHA TA peecTpalliHui Homep obutikeBol
KapTKH NIATHUKA I0AaTKIB 200 Cepid Ta HOMep nacnopTa)

[IpoTokon BizyansHoro konrpomo sin 23.09.2021 N 03-01/3121/1.

3a pesynkTaTaMM JEpXKABHOrO KOHTPOIIO BCTAHOBNEHO, WO KapchkuA 3aci6 BBeseHo B Vikpainy 3
AOTPHMAHHAM BHMOT 3aKOHONABCTEA MO0 3a6e3TeYeHHA AKOCT] MKapcekHx 3acobis.

B.o. HavanbHuKa [epxasHol cayxGH 3

JIKAPCHKHX 3aC001B Ta KOHTPOIIO 33
P . TPOJIIO 3 Erop BOJIKOB
HApKOTHKaM¥ y JIHinponeTpoBeskiti
obnacrti
(mocanosa ocoGa opraHy JepsKaBHOro KOHTPOMIO) U((j‘.umdc) {ininiann 1a npissuine)

MLIT.




Nikapcbimia 3acio

CATE OF

NAOPOKCUCEYOBUHA MEOAK

mMeciac

Gesellschaft for klinische
Spezialpréparate mbH

Drug product karicynu no 800 mr, no 10 kancyn y 6nicraepi, no 10 BnicTepis y kopobui
3 KapToHy
HYDROXYUREA MEDAC
capsules 500 mg, 10 capsules In a blister, 10 blisters in a carton
package
Aitoua pevcsuHa MapoxenceyosuHa
Active Ingredient Hydroxyurea
Homep cepii E207136
Batch number
Jara eupobyulrea 056.05.2020 Tepmin npugarHocTi 05.05.2024
Date of manufacture Explry date
AOKASHUK Chne IKALUA PE3YINIbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue Kancynu scenatuHoBi, 6ini, Renposopi, mictate | Bignosigae symoram
Make Ginuit NOpoLCK.
Description Gelatine capsules, white, opaque, contains off- | Complies

white powder,

inenTudikauin
Identification

A.TiaporcuceuoBuHa

A. Hydroxyurea (Ph.Eur.
2.2.29)

BianosigHiCTh Yacy YTpUMAaKHSA Nikis
riAPOKCMCEYOBIHN Ha XpomaTorpamax
BUNPOOYBAHOro Ta CTAHAARTHOO PO3ULIHIB.
Correspondence of retentlon times of
hydroxyurea’s peaks between chromatograms
of test and reference solution.

Bignoeigae Bumoram

Complies

B. Tutany giokeua
B. Titanium dioxide

YTBOPIOETLCA NOMapaH4es8-4epBoHe
3afapBreHHN,

Bignosigae samoram

Appear the orange-red colour. Complies
KinbkicHe BU3HAYEHHA 475-525 wmr (95,0-105,0 %) 505,7 mr (mg)
Assay 475-525 mg (@5,0-105,0 %). 101,1 %
CepepnHs maca pmicty 608 mr + 5 % (576-856-Mr/kancyny). 608 mr/kanc.
rancyn (mg/caps.)
Average mass of 606 mg + 5 % (576-630 mig/capsile).
conlent/caps

OaHOopigHICTL Macu
BMiCTY Kancyn

20 kancyn, He Binttue 2 Mac BMICTY kancyn
BiAXWMITIOETLCS Bif cepegHL Mack Binswe 7,5 %,
T8 OAHA Maca BMICTY KANCYny He BIgXWIAETECA
Bif copegHbol MacK Ginblie HiK Ha 15 %.

Bignoeinae simoram

Uniformity of mass 20 capsules. Not more than 2 mass capsules Complies
content deviate from the average mass for more
than 7.5 %, and none mass of the capsules
deviatas from the average mass for more than 15
%
Po3aunHeHHs = 70 % (Q) 3a 30 xBunuH. 101 %
Dissolution (Ph.Eur. 2.9.3.) z 70 % (Q) within 30 min.
PosnagaHHa He GinbLue 30 xpunud, 3 x8 (min)

Disintegration time (Ph.Eur. 2.9.1.)

Not more than 30 min.

cron 139




EPTUM K CERTIFICATE OF ANALY
Gesaslischaft fir klinische
Spezlalprdparale mbH
NOKAZIHWK CNELIM®IKALIIA EESVIILTAT
TEST SPECIFICATION AHANIZY
TEST RESULT
CynyTHi gomiwixu;
Related substances:;
(Ph.Eur. 2.2.27)
A. CevyosuHa =0,69% s05%
A. Urea s05%
B. OgusvyHa gomilsKa 502% <0,2%
B. Single Impurity =02%
B. Cyma gomiwiok 1% 1%
C. Sum of imputritles =7%
pH (2 % po3uuny) 42-59 5,3
pH (2 % solution) (Ph.Eur. 2.2.3.) | 4,2-589
0,5%

Brpata B maci npu

He Ginbwe 1 % (Ha 1 ).

BUGYLWYBAHHI Not more than 1 % (per 1 g).

Loss on drving

MikpobionorivyHa uncrToTa:

Microbilological purity:

3araneHa KinbKicTb aepobHUX s 10° KYO/r Bignosiaae sumoram
Mikpoopranismis (TAMC)

Total aeroblc microbial count = 10° CFU/g Complies

(TAMC)

SaraneHa KinbkicTe apbrmxosux | < 102 KYO/r Bignosigae Bumoram
Ta nricHasux rpubie (TYMC)

Total combined yeast and mold | 5 102 CFU/g Complies

count (TYMC)

E. coli BigcytHis 1 1, Bignosigae eumoram
E. coli Absentin1g. Complies
Salmonslla BigcytHiB 10T, Biarioeigas BuMmoram
Salmonslla Absentin 10 g. Complies

Llei cepruchikaT 3acsipuye, Wwo Ua cepin nikapcbioro sacoby npoiluna nepesipky sianosigHo Ao GMP Ta
3aTEEPAMEHNX npoUesyp KoHTposto. flikapcsiunii 3aciG eignosigae ecim supMoram crieyudikal.

It Is hersby ceriified that this product batch has been. anaiyzed tomg fth GMP and with the
written control procedures, The product mests all mqufrem?a}gw? the spec{fﬂ@ on.
(.
Bam. HauanbHuKa oTAena KOHTPOns KavecTes &7 & ( ;\g
Deputy Head of Quality Controf g ?; Sonja M’Hamdi
N

Dara/ Date 29.06.2020

cTop. 2 a2




CEPTUOIKAT BIAMOBIOHOCTI ! CERTIFIBATE 6F CONFORMITY Wi {64504

srPOJHHUTEA | KOHTPOAIO
AKoCTi

Name and address of
mandfacturing sita(s)

Stage of manufacturing

No of manufucturing license

Hazsa npemapary FIIPOKCUCEMOBHMHA MEJAK
Nanie of product xanrcynu no 500 mr, mo 10 kancyn y 6nicrepi; o 10 Gnicrepis y kopobll 3 KAPTORY

HYDROXYUREA MEDAC

capsules 300 mg; 10 capsules in a blister;10 blisters in a carion package
Kpaixa-imnoprep Ykpaiha Pecerpauiitre noceifuensa Ne | NeUA/6720/01/01
Importing country Ukraine MA No
Bracaux PIT Menax Cesenpmadgr drop Homep cepii E207136
MA Holder KIiHIe Batch number

Ulnemiamsnpenapare M0X,

Himensunsa

Madae Gesallschaft fur

klivische Sperialpraparate

 m.b.H., Germany
Cuna nii / AxTHBHICTS TigpoxcuceuornHa/ | kane, Jikaperxa thopma KATIGYITA
Strength / Potency Hydroxyurea/l caps. Dosage form capsules
500 mr (mg)
Hara pupobuEnuTna 05.05.2020 TepMid NPHAATHOCTI 05.05.2024
Date of manufacture Hxpiry date
Poamip naxkysasssl 100 xameyn Twut naxysaHus Gnicrep no 10
Package size 100 capsules Package type Kancy
blister a 10
capsules

Posmip cepun ) Hora penia 29.06.2020
Batch size 5906 yn/pe. Date Ef J'e!Za.re L
Haaga i aapeca AiystHOK Eran pupobanuTea Ne ninensii na BupofHRLTBO Hpitsume

YIOBHOBAIKEHOT
ocobu

Name of Qualified |
Persoi :

Mengax Iezensiiadgr drop
Kuinime
Ineviamnpenapare
mGX, Himeuunna
Tearepurrpacce, 6, 22880
Bepem, Himewwna

Mudac Gesalbichgft fur
klinische Speglalpraparate
m.b H., Germany
Theaterstrasse 6, 22880
Wedel, Germany

Bupobunr, 1o pianosizac 3a
BTOPUHHE NAKYBAHHS,
MapKyBaHK# TCPBHHHOI
YNaKOBKH,
KOHTPOIL/BUnpoCyBanH
cepii Ta Bumnyck cepil:

Manufacturer respongible for
secondary packezing,
labelling of primary
packaging, conirol/ batch
testing, batch release:

DE_SH_01 MIA_2019_0020

Andreas Diivel

Xaynt ®apma Amaper
I'm6X, Himewunna
sy, Homaycrayde 378,
93055 PerencBypr,
Himeusuna

Hoaupt Bharma Amareg
GuibH, Germany
Donaustaufer Strasse 378,
93055 Regensburg,
Germany

BupoGauK, s piRmoBisie 30
BHPOGHHITED JKAICRKIT
3acofy, mepsURHe, BTORIAHS
TIAKYBAHHA, MAPKYSAHHA,
KOHTPONb/BrYpOGyREHHS
cepii:

Manufacturer responsible for
the manufacture of a
medicinal product, primary,
secondary packaging,
labelling, control/ batch
resting:

DE_BY_05_MIA_2018_0034

Dr. R, Reininger

crop. 132




CEPTUDIKAT BIANOBIAHOCTL / CERTIFICATE OF CONFORMITY Ne¢ 154692

Lipm cepTudixarom 3acrimyemo, 10 BuieBKazana IHHOPMALIA € OCTOBIPHOIO | TOMHOIO. LLn cepis
nikapebkoro 3acofy Gyna suroTOBIEHA, BRIIOYAIOHH IIaKyBaHHaf'Mapl(yBauuﬂ T4 KOHTPORD AKOCTI HA BUILIEBKAIAHIH
_,,m.rlm-lul (mnamcax) B MOBHii1 BiANOBiAHOCTI 10 BuMor GMP, BCTAHOBICHUX MICHEBHM PETYNATOPIHM OPraHOM, iy
~ BianosigiocTi Ko cncumpmaum Topronm ninensil kpaiku-iMnoprepa. [lporokonn BHPOGHHUTEA, YNAKOBKH i alanizy
cepii Gyno posrnsiHyTo i BH3HaHO RiANoRiAHNMK 10 GMP.
Brueskasaia cepia cXpaiena 419 peanizaui.

We heveby certify that the above information Is authentic and accurate. Thiy baich 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 lo be in

compliance with GMP.
Above mentioned batch is released for market.

Hata/Date  29.06.2020

cTop. 232
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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 148161

Nikapcbkuit 3aci6

FIOPOKCUCEYOBUHA MEIAK

24Y20 004 001l.gif

Gasellschaft fir klinische
Speziaipréparate mbH

Drug product kancynu no 500 mr, no 10 kancyn y 6nicrepi, no 10 Bricrepis y kopoGui
3 KapTOHY
HYDROXYUREA MEDAC
capstiles 500 mg, 10 capsules in a blister, 10 blisters in a carton
package

Hitovya pevosuHa Fiapokcucevosura

Active ingredient Hydroxyurea

Homep cepii M197131

Batch number

Hata supobHuyrea 05.12,.2019 TepMin npuaaTHocri 05.12.2023

Date of manufacture Expiry date

NOKA3HKK CNEL®IKALIA PE3YINbLTAT

TEST SPECIFICATION AHANIZY

TESTRESULT

Onue Kancynu senatunosi, 6ini, Henpoaopi, mictate | Bignosigae sumoram
maie binuii nopotiox.

Description Gelatine capsules, white, opaque, contains off- Complies
white powder.

lneHTudikauin

Identification

A.lapokcucevosuna

A. Hydroxyurea (Ph.Eur.
2.2.28.)

BignosigHicTe Yacy yTpumanHs nikis
FiAPOKCACEHOBIHM HE XpOMATOrpamax
BUNPOBYBAHOro Ta CTaHAAPTHOrO PO3YMHIB.
Correspondence of retention times of
hydroxyurea’s peaks between chromatograms
of test and reference solution.

Bianosigae sumoram

Compfies

B. Turany giokcua
B. Titanium dioxide

YTBOPIOETHCH nomapaHyese-yeppoHe
sabaprienHs,

Bianosigae sumorav

Appear the orange-red colour. Complies i
KinbkicHe Bu3HauyeHHs 475-525 mr (95,0-105,0 %). 99,9 %
Assay 475-525 mg (95,0-105,0 %).
CepenHsa maca BMicTY 606 mr + 5 % (576-636 Mr/xancyny). 609 mr/kanc.
Kancyn (mg/caps.)
Average mass of 606 mg+ 5 % (576-636 mg/capsula),
content/caps

QgHopigHicTs macy
BMiCTY Kancyn

20 xancyn. He 6insLie 2 mac BMICTY Kancyn
BiAXVMNIOETLCS Big cepeaHbo macy Binblue 7,5 %,
T& MOAHA Maca BMICTY Kancyny He BiaXunseThes
Bl cepeaHbOi Mack Binbiue Hik Ha 15 %.

Bianosigae sumoram

o o/ 04

Uniformity of mass 20 capsules. Not more than 2 mass capstifes Complies
content deviate from the average mass for more
than 7.5 %, and none mass of the capsules
deviates from the average mass for more than 15
%
Po3unHerus z 70 % (Q) 3a 30 xBunuH. 99 %
Dissolution (Ph.Eur. 2.9.3,) 2 70 % (Q) within 30 min.
Po3anapnanus He Ginbiie 30 XBUnmH. 3 x8 {min)
Disintegration time (Ph.Eur. 2.9.1.) | Not more than 30 min. 0
; ' ) ’T\‘ > cTop. 132
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CEPTU®IKAT AKQCTI / CERTIFICATE OF ANALYSIS Ne 148161

Gesellschaft fir kdinische
Spezialpréparate mbH

AOKA3HUK CMNELIMDIKALIIA PE3YNLTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT

CynyTHi goMiutku:
Related substances:
{Ph.Eur. 2.2.27.)

A. CevosuHa =0,5% =05%
A. Urea =05 %

B. OauHnyHa aomitika =02% =02%
B. Single impurity =02%

B. Cyma powmiuiox <1% =1%
C. Sum of impurities <1%

pH (2 % posunny) 42-59 53

pH (2 % solution) (Ph.Eur. 2.2.3.) | 4,2~ 5,9 -
Brpara B maci npu He Ginblue 1 % {Ha 1 ). 0,6 %
BUCYLIYBaHHI Not more than 1 % (per 1 g),

Loss on drying

MikpoGionoriyHa uncroTa:
Microbiological purity:

3aranbHa KiNbKiCTh aepoBHMx < 10° KYO/r Bignosigae sumoram

mikpooprasiamis (TAMC)

Total aerobic microbial count s 10° CFU/g Complies

(TAMC)

3aranbHa KiNbKICTE  APDHRAKOBUX s 102 KYO/r Bianosigae sumoram

Ta nnicHABKX rpubis (TYMC)

Total combined yeast and mold | < 107 CFU/g Complies

count (TYMQC)

E. coll Bigcytis 1 r. Bignosigae sumoram

E. coli Absentin 1 . Complies

Salmonella Biacythis 10T. Bignosinae sumoram
| Salmonelfa Absent in 10 g. Complies ]

Leit cepruchikar 3acsiguye, Lo us cepin nikapcskoro sacoby npoiina nepesipky signosigHo 4o GMP Ta
3aTBEPAMEHVIX MPOLeAYP KOHTROMO. Nikapchiwii 3aci BiAnosigae scim sumorav crieymdikauii.

It is hereby certified that this product bateh has been analyzed in compliance with GMP and with the
written controf procedures. The product meets all requireme 09(@‘73: P8 ification.

3am. HavanbHuka otaena koHTpons kavecrsa

Deputy Head of Quality Controf Sonfa M'Hamdi

Hara / Date 12.02.2020

cTon. 2392
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CEPTU®IKAT BIAMOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 148161

Hazsa npenapary
Name of product

I'JIPOKCHCEYOBHHA MEJIAK

wancyns 1o 500 mr, no 10 kancys y Gaictepi; no 10 6aicrepis v xepobill 3 Kaprony

HYDROXYUREA MEDAC

capsules 500 mg, 10 capsules in a blister; 10 biisters in a carton package

Date of manufucture

Expiry date

Po3mip nakysanis
Package size

100 kaicya
1G0 capsules

pr'n'i::a—imrmp'rcp Yxpaina Peectpaniiine nocsiguenns N | NeUA/6720/01/01
lmporting country Ukraine MA No
Bracumxk PI1 Menax esenuwadrr dnop Homep cepii MI97131
MA Holder Kiiiime Batch mnnber

[Inenianenpenapare M6X,

Himeuunna

Medac Gesellschaft fur

kiinische Spezialpraparate
o m.b.IL, Germany _ o
Cira nit / Axrusuicts lippoxencesonnna/| kanc. Jixapeska dopma KaLeysi
Strengih / Potency Hydroxyurea/l caps. Dosage form capsiles

500 mr (myg)

Jlara supobinvarraa 0512.2019 Tepmin npunaruoceri 05.12.2023 |

Twit naxysamis
Package type

baicrep o 10
KACYS
blister a 10
capsules

Batch size

5874 yn/pe.

Hasma i agpeca ginanox
BHPOOHIITTBA | KONTPOIIO
SIKOCTi

Name und address of
manufucturing site(s)

Hara peniay
Date of release

11.02.2020

Eran enpofunurea
Stage of manufacturing

Kiainime
Mnenianvupenapare
m6X, Himeyunua
Tearepiurpacee, 6, 22880
Bejenn, HiMeuuuna

Medac Gesellschaft fur
klinische Spezialpraparate
mLb L, Germany
Theatersirasse 6, 22880
Wedel, Germany

Mejax Fesennmadr ¢rop | BupoGuuk, mio sianobinae 3a

BTOPMHHE NaKyBaHus,
MapKyBatiis nepsuH ol
YIAKOBKH,

KOHTPOIL/ BHNpoGYsaniis
cepii Ta BUNycK cepil;

Manufacturer responsible for
secondary packaging,
labelling of primary
packaging, control/ batch
testing, batch release:

Xaynr Mapma Amaper
I'm6X, Hiseuunua
syn. Jonaycrayde 378,
93055 Perenchypr,
Himeuumna

Haupt Pharma Amarep
GmbH, Germany
Donaustaufer Strasse 378,
93055 Regenshurg,
Germany

| festing:

Ne ninensii ua BEpoSHRLTEO
No of manufacturing license

[Ipizeame
YAOBHOBAMKeH 0T
ocobn

Name of Qualified
Person

‘DE_SH_01_MIA 2019 0020

Christoph
Miihlenbrock

BUPOGHMILTRO JIKAPCHLKOrO
3acoly, epnuHiie, BTOPHHHC
TIAKYBAHHH, MAPKYEaHIY,
KOHTPOiL/BHIIpoByBans
cepil:

Manyfacturer respunsible for
the manyfacture of a
medicinal product, primary,
secondary packaging,
labelling, control/ batch

DE_BY 05_MIA_2018_0034

Dr. D,
Tausendpfund

cTop. 132
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CEPTU®IKAT BIANOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 148161

Lum cepridinaron 3acriziiyemo, 100 BHLLERKasana lopMattis € AOCTOBIPHOIO | TOUHOIO, s copin
Aikapeskoro 3acoby Gysia BHIOTORIICHA, BKAOUAIOUHN YNAKOBKY § KOHTPO: SIKOCT] HA BHIIEBKa3aHiH AL (ainsHKax)
B OBHIH Bi/OBINOCTI 10 BuMor GMP, BetaHoBAcHHX Miciieniy PELYJIATOPHHM Opraiom, i y nijinoriaxocti 1o
crieimdiauii Toprosot sitewsii kpaiuu-imnoprepa. [Ipororonu supoGuniraa, ynakosk i anan i3y cepil Byio
POTINHYTO | BU3HAHO Bignosizmuyy jo GMP,

Buweskasana cepia expancua naan peanizawii.

We hereby certify that the above information is authentic and accnrate. This beatch of product has been
meanufactured, including packaging 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
mporting country. The batch processing, puckaging and analysis records were reviewed and found 1o be in compliance
with GMP.

Above mentioned batch is released for market,

X
Jlara/Date  12.02.2020 >
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A

AEPKIIKCIIYKBA YKPATHA
AEPHKABHA CJTYKEA 3 JIKAPCBKMX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTUKAMH Y KHIBCHKIi OBJIACTI

npocnekt Banepis HOG&HOBCI:KOI‘O, 51, m. Kuig, 03] 10, Ten/taxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BHCHOBOK
NpO SIKICTh BBe3eHOro B Ykpainy JHKapeLKoro 3acoly

10.04.2020 Ne 17523/20/10

TIPOKCHUCEYOBHHA MEJIAK

{(Haitvenyranus Tikapchkoro 3acoby 3rigHo 3 PeecTpaniitamm HOCB{AYe M)
Kancyau o 500 mr, no 10 Kancyn y baicrepi; no 10 Ouicrepis y kopo6ui 3 KapToHy

(opma BHITYCKY, NO3YBAHHS, B TIAKYRAHHS TiKapCEKOTo 3acoby)

Homep peectpanitinoro mocsimerms UA/6720/01/01 CTPOK Aif peectpantitinoro nocimuenms 01,01 2099

Cepis nikapcekoro 3acoby Ne M197131 Kinekicts BBesenoro miKaperkoro zacoby 110
BrpoSuuk Menak Tesensmadr ¢rop kminime Ulneniansnpenapare M6X, HiMeuunna
(nalimenysanng BHPOOHHKA NiKapCLkoro 3acody, kpaina [OXOMKeHH )
Bresero B Vipainy Cninche YKpaiHCbKo-ecTOHChLKe miANpAEMCTBO Yy dbopmi Torapucrra
3 00MexeHoI0 BinoBiZa L HicTIO "Orn-ima-tbapM, JITA", inenr. xox:
21642228

(HakiMeHyBanHa Ta kox 37 €/TPTIOY roprmuynct 0cobu a6o mpizemine, iM's, mo 6atekoBi Gisnanol
0CO0M - miznpuemuy, i Micne pokuBANHS Ta PeecTpauiittmit Homep o67ikoBoT KapTKH TNIaTHHAKA
noaarxie abo cepis ta HOMED macriopra)

Hpotokon sisyankaore konTpomo six 01.04.2020 » 1071/4,

3a  pesymeraramu ACPKABHOrG  KOHTpOMO BCTAHOBIICHO, M0 nikapckmit  3aci6 BBE3CHO B Vkpainy 3
AOTPHMAHHAM Bivor 3aKOHOIABCTBA MIOAO 3a6e3neyenuy AKOCTI JKApChKMX 3ac06in,

drx 3aco0iB
0 E ] i : 3yGapesa H.B.
BB HK faﬁ# jy KuiBcrnkiii yoape
obaeri § /
s . N U ¢ & S e
(mmoc 6a opra.a;&\“zgeﬁ’eJ %z‘o KOHTpOJIO0) (mianmc) (initiany ta npizBHImE)
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CEPTU®IKAT AKOCTI / CERTI|FICATE OF ANALYSIS Ne 148160

Nikapcekuii 3aci6

rgPOKCHMCEYOBMHA MEOAK

39

Geselischaft fiir klinlsche
Spezialpréparate mbH

Drug product karicynu no 500 mr, no 10 kancyn y 6nicrepi, no 10 BricTepis y kopobuj
3 KapTOHY
HYDROXYUREA MEDAC
capsules 500 mg, 10 capsules in a blister, 10 blisters in a carton
package
Hitoua peyosunHa lippokeuceyoBuHa
Active ingredient Hydroxyurea
Homep cepii M197132
Batch number
Hara BupoBHulTea 06.12.2019 Tepmid npugartHocri 06.12.2023
Date of manufacture Expiry date
NOKA3HNK COELMOIKALLIA PE3VIBbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
Onue Kancynu xenaTuHosi, 6ini, Henpoaopi, MiCTATL Bignosinae sumoram
Male 6inuit nopoLLok.
Description Gelatine capsules, whits, opaque, contains off- | Complies

white powder.

IneHTUdikauin
Identification

A.TigpokcuceyoruHa

A. Hydroxyurea (Ph.Eur.
2.2.29.)

BignosigHicts Yacy yTpumaHHa mikis
MAPOKCUCEYOBUHY Ha XPOMATOrpamax
BUMPOBYBAHOr0 Ta CTaHAAPTHOTO PO3UMHIB.
Correspondence of retention times of
hydroxyurea's pealis between chromatograms
of test and reference solutfon.

Biarnosigae Bumoram

Complies

b. TutaHy giokcug,
B. Titanium dioxide

YTBOPIETLCA NOMapaHYeBe-4YepBOoHe
3abapBreHHs.
Appear the orange-red colour.

Bignosinae sumoram

Complies

KinbkicHe Bu3HavYeHHsn

475-525 wr (95,0-105,0 %).

100,2 %

Assay 475-525 mg (95,0-105,0 %).

CepeaHa maca BwmicTy 606 mr = 5 % (576-636 mr/kancyny). 606 mr/kanc.
Kancyn (mg/caps.)
Average mass of 606 mg + 5 % (576-636 mg/capstfe).

content/caps

OpHopigHicTL Macu
BMICTY Kancyn

20 kancyn. He 6inblue 2 mac BMICTY Kancyn
BIAXWMIOETLCS Big cepesHbo Macy GinbLue 7.5 %,
Ta XoAHA Maca BMICTY Kancynu He BlaxunseTsacs
Bifl cepefHbLOl Macy GinbLue Hik Ha 15 %.

Bianosigae sumoram

Disintegration time (Ph.Eur. 2.9.1.)

Uniformity of mass 20 capsules. Not more than 2 mass capstufes Complies
content deviate from the average mass for more
than 7.5 %, and none mass of the capsufes
deviates from the average mass for more than 15
%
Po3unHeHHsn =70 % (Q) 3a 30 xBUnuH. 100 %
Dissolution (Ph.Eur. 2.9.3.) = 70 % (Q) within 30 min.
Po3nagauns He 6inblwe 30 xsunvH. 3 x8 (min)

Not more than 30 min.
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CEPTU®IKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 148160

Gesellschaft flir kiinische
Sperialpréparate mbH

BUCYLUYBaHHI
Loss on drying

Not more than 1 % (per 1 g).

NOKA3HUK CIELINDIKALLIA PE3YNILTAT

TEST SPECIFICATION AHANI3Y
TEST RESULT

CynyTtHi gomilku:

Related substances:

(Ph.Eur. 2.2.27.)

A. CevosuHa 50,5% =0,6%

A. Urea <05%

5. OguHuuHa pomiwka =02% =0,2%

B. Single impurity =02%

B. Cyma gomiwiox s1% =1%

C. Sum of impurtties =1%

PH (2 % po3unny) 42-59 5,3

pH 2 % solution) (Ph.Eur. 2.2.3.) | 4,2-59

Brpara B Maci npu He Ginble 1 % (Ha 1 r). 0.4 %

MikpoGionoriuHa uncrora:

Microbiological purity:

3arankHa KinbKicTh aepoBHUX < 10° KYOrr Bianosigae Bumoram

MikpoopraHiamis (TAMC)

Total aerobic microbial count = 10° CFU/g Complies

(TAMC)

3aranbHa KinbKicTb APbKIMOBUX | < 102 KYO/r Bignosigae Bumoram

Ta NNicHABUX rpubis (TYMC)

Total comhined yeast and mold | < 102 CFU/g Complies

count (TYMC)

E. coli BipcytHie 1 1. Bignosigae Bumoram

E. coli Absentinig. Complies

Salmonella BigcyTtHiB 10T. Bignosigae Bumoram
| Salmonelia Absent in 10 g. Complies

Lleit cepTucpikat 3acsiguye, o us cepis mikapcskoro 3acoly npoiiuna nepesipky signosigHo go GMP Ta
SaTBepAKeHUX npoLieayp koHTponto. Jlikapekkuii 3acid signosigae scim BuMoram cneyndikadii.

it is hereby certified that this product batch has been analfyzed in compliance with GMP and with the

written control procedures. The product meets all requirements

3aM. HauanbHuka otaena koHTpons kavecTsa

Deputy Head of Quality Control

Hara/ Date 12.02,2020

Sonja M’Hamdi

cTop. 232




CEPTU®IKAT BIAMOBIOHOCTI / CERTIFICATE OF CONFORMITY Ne 148160

Hassa npcnapary I'JIPOKCUCEYOBUHA MEJAK
Name of product kancysu 1o 500 mr, no 10 xancyn y 6nicrepi; mo 10 6nicrepin y xopobui 3 KapTOHY
HYDROXYUREA MEDAC
capsules 500 mg; 10 capsules in a blister; 10 blisters in a carton package
Kpaina-imnoprep VYxpaina Peectpauiiine noceigaeHHs No NoUA/6720/01/01
Importing country Ukraine MA No
Bnacuuk PIT Menax ['ezensmadr drop Homep cepii M197132
MA Holder KMiHime Batch number
Mnewianenpenapare M6X,
Hiveuannaa

Medac Gesellschaft fur
klinische Spezialpraparate
m.b.H., Germany

Cuna aii / AxtuBHiCTS Tigpokcuceuonuna/1 karnc. Mixaperka hopma Kancy/u
Strength / Potency Hydroxyurea/l caps. Dosage form capsules
500 mr (mg)

Hata BupoGHULTE 06.12.2019 TepMin npuaataocTi 06.12.2023

Date of manufacture Expiry date

Poamip maxkypasms 100 xamcyn Ten naxyeanHs Banicrep mo 10

Package size 100 capsules Package type Kancy.1
blister 10
capsules

Poamip cepun Ta penia 12.02.2020

Bafchi'r‘zep 897 i . nge Ef reZZase

Hazsa i agpeca ainanor Eran supofuuurea Nt siineHsii Ha BHpOSHHLTEO IlpizeHiue

BHPOGHUNTBA | KOHTPOMIO | Stage of manufacturing No of manufacturing license YHOBHOBAKEH 01

SIKROETI ocobu

Name and address of Name of Qualified

manufacturing site(s) Person

Menax lesenpmadr grop | BupoGuui, wo sianosizae 3a DE_SH_01_MIA_2019 0020 Christoph

KJliHine BTOPHHHE ITAKYBAHHSI, Miihlenbrock

IIneniansnpenapare MapKyBaHHS NICPBHHHO]

m6X, Himeuunna YIAKOBKH,

TearepiTpacce, 6, 22880 KOHTPONL/BHIPOOYBAHHA

Benens, HivMeauuna cepii Ta BUNycK cepii;

Medac Gesellschaft fur

klinische Spezialpraparate | Manufacturer responsible for

m.b.H., Germany secondary packaging,

Theaterstrasse 6, 22880 labelling of primary

Wedel, Germany packaging, control/ batch

festing, batch release:

Xaynt @®apma Amaper Bupobuux, 1o sianosizac 3a | DE BY 05 MIA 2018 0034 Dr.D.

I'm6X, HiMeuunna BHPODHHLITBO MKAPCHKOTO Tausendpfund
Byi1. Jloraycraybe 378, 3acofy, TMepBUHHE, BTOPHHHE
93055 PerencOypr, TIAKYBAHHS, MApKYBAHHS,
Himeuuuna KOHTPOJIb/BUnpoSyBanHst
cepii:
Haupt Pharma Amareg Manufacturer responsible for
GmbH, Germany the manufacture of a
Donaustaufer Strasse 378, medicinal product, primary,
93055 Regensburg, secondary packaging,
Germany labelling, control/ batch
testing:
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Llum cepThdiatom 3acBizuyemo, mo BUImMEBKa3aHa inpopmantis e gocTosiproro i Tounoro, Llx cepin
niKapceKoro 3acoby Gyma BUIOTOBACHA, BKIIKOUAIOTH YRaKOBKY i KOHTPONb SIKOCT] Ha BHIEBKA3AHIH AiaH L (aimnHKax)
B IOBHII{ BiATIOBiAHOCTI A0 BrMor GMP, BeTanosennx MICUEBHM PEryIATOPHIIM OPTaHOM, i y BianoeigHoceri a0
cnemmdixanii Topropoi minensii kpainu-ivmoprepa. IIporokonu BupoGuuuTsa, YMaKOBIKH 1 aHAN3y cepii Bymo
PO3IIIAHYTO 1 BH3HAHO BiAMOBI qHEMY 10 GMP.,

Buineskasana cepin cxsanena ans peamnisanii.

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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

Hara/Date  12.02.2020
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JIEPXJIIKCIIYXBA
JAEPKABHA CJIYKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51. M. Kuig, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3EHOr0 B YKpaiHy JiKapchKoro 3aco0y

03.11.2020 Ne 57513/20/10

INJIPOKCHCEYOBHUHA MEJTAK

(HaliMeHyBaHHA NIKapCLKOTo 3acoBy 3ri/IHO 3 PeECTpaLiHHUM MOCBIIHCHHSM)
Kancyad mo 500 mr, no 10 kancy. y 6.icrepi; no 10 6uicTepis y kopo6ui 3 KapTOHY

((hopma BUMyCKY. 103yBAHHSA, BUI NAKYBAHHS TiKAPCHKOTO 3ac06Y)

Homep peectpauitinoro nocsinuenns UA/6720/01/01 crpok it peectpauiiinoro nocsizaenns 01.01.2099

Cepia nikapcekoro 3acody Ne M197132 KinbkicTh BBE3EHOIO JiKapchKoro 3acoby |
BupoGHHK Menak I'esenpmadr drop xainime [lneniansnpenapare M6X, Himeuunna
(HalMeHyBaHHA BApOOHUKA iKapCEKOro 3acoly. KpaiHa NOXomKeHHS)
Beesero B Vkpainy CnijibHe yKpaiHCbK0-eCTOHChKE MANPAHEMCTBO Y (opMi ToBapHCTBA
3 obmezkeHol0 BiamoBigaabHicTIO ''OnTiMa-®apm, JIT/", inent. koa:
21642228

(HakiveHyBanHs Ta ko 3a €JIPTIOY ropunnuHor ocobu abo mpissuiLe. iM'a. no Gatekosi dizuunoT
0CO6H - MANPHEMLL, 1i MiCIle NPOKMBAHHS Ta peeCTpaLlifHui HoMep 06/iKOBOT KAPTKH MIATHHKA
nogarkis abo cepis Ta HOMep Iacrnopra)

Iporokon BizyansHoro koutpomio Bia 27.10.2020 Ne 3661/3.

3a pesyIbTaTaMH JepKaBHOTO KOHTPOJIO BCTAHOBNEHO. IIO JIiKapchkuii 3aci6 BBeseHo B VKpaiHy 3

AOTPHMAHHSM BHMOr 3aKOHOJABCTBA LIOA0 3a0e3reYeHH AKOCTI TiKapChKHMX 3aC00iB.

Onexkciit COJIOJIPAN

(iniuiany Ta npi3euiLe)
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