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AEPKABHA CIYXEBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOIO 2A
HAPKOTUKAMHU Y KEIBCLKIN OBJIACTI

npoe. Ceitanysnof Haait, 3, m.Knip, 02099, ren/daxce: (044) 363-06-50
E-mail: dis kof@dls.gov.ua, Kon CJIPIIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3EHOT0 B YKpaiHy J{KapchKoro sacoby

08.01.2024 Ne 67130/24/10

JONENT®

(HallMeRYBAtIA HKAPCHROTO0 30006y 3riaHe 3 peecTpauifim NOCRIIHeHII)

TabaeTkH 10 250 mr, e 50 TabieTok ¥ daakoni, no 1 duakeny B KApTOoRHI Kopobni
{(thopata BUNYCRY, A03YRALE, BUA TAKYBARHE NIKIPCHEOrO 3ac06y)

Humep peectpauiitvore noceizvensa UA/9455/01/01 crpox aii peeerpaniiivoro nocsiagewns 01.01.2099

Cepix aikaptsxoro sacoby Ne D521 A0523 KinekicTs BBe3cHOTO AiKapeskoro sacoby 3960

Brpodaux JAT ®apmanesrnunuii 3ason EI'IC, Yropumnaa

(uaiiscaypania snpolHNKa MKIPCEKOro 3ac08y, KpalHa TOXORCHHIR)

Breseno B Yrpainy CoiabHe YRp2iHcsKo-ecTOHChRe MANPUEMeTRO ¥ dopyi TORApHCTBa

3 06Memeno10 Bignosixansuictio "Onriva-®Gapm, JTH, inenr. vox:
21642228

(ummeuynamm ta xon 32 €UPTIOY epuanainol ocofin aGo npisptime, is's, mo datkkusl HhizugHol

OcHhH - HianpiEMLE; TF Micue npummaﬂnﬁ TA peecTpatiinnit Rovep ofAikeBOL KADTRH TUINTHIKG
MOZATRIA 400 Cepid Ta HOMSP BACNOpTA)

IpoToros Bizyansuore xonrpeso six 08.01.2024 N 4267/2,
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Egis Pharmaceuticals PLC 3AT Qapmancsruannii 3asox ENIC

fegal address: lopuduyna adpeca;

1106, Budapest, st. Keresturi, 30-38, Hungary 1106, ». Bynanenr, syn. Kepecrypi, 30-38, Yropuisna
Phone: (36)-1-803-5554, Fax: (16)-1-803-5556 Tenedon: (36)-1-803-5554, ®axe: (36)-1-803-5556
actual address: daxmuuna adpeca:

CERTIFICATE OF Q_UALITY { CEPTHOIKAT AKOCTI Me 3042K/2023./C-TV

Name of product/ Dopegyt®, 250 mg tablets Ne S0 in vials /
Haiivesysauna npenapary:  Honerir®, Ta6nerxu no 250 Mr Ne 50 y diiakorax
Batch No.: / Cepis Ne: D521A0523
Date of manufacture: /|  05.2023, MA No.: / Ne PIT: UAS455/01/01
Hara supobHHITEA!
Expiry date: / 05.2028. MA expiry date: / unlimited / GescTpoxose
Hpugarxuit a0 | Tepmin ait PII: | |
Number of products 5960 boxes / kopoGox Manufacturing license No.: / ML Ne HU-M-EGIS
in the Batch:/ Ne niuensit wa BHpoGHUITEO!
KinekicTs npoxykuii y
cepif; _
Batch release date: / ‘l 0- 11, ZDD
Hara BUIycKy cepii: |
Strength/Potency: / 1 tablet contains 250 mg of methyldopa ( as sesquihydrate 282 mg) /
Cuna Jiil/aKTHBHICTS! 1 Tabnerxa MicTHTs 250 Mr meruaony (v dopmi ceckpirigpary 282 mr)
QUALITY INDICATORS / RESULTS/ LIMITS /
[MTOKA3HWKH AKOCTI PEIYIIPTATH | HOPMU .
Appearance: / Qunc: complies / Round, flat tablets with a bevel, smooth on one side, engraved with
pifiToRifac DOPEGYT on the other side / Kpyrni nnocki Tabnerxa 3 dackorw, 3 omioro
| Goxy rnamki, Ha innIii croponi 3 rpasitopamisy DOPEGYT
Colour / Komnoposicts complies / White or graylsh-white tablets / Bini aGo cipysaro-6ini Tabnetku
| BifnoBiNAae
Odour / 3anax complies / Odourless or almost odourless / Bes a6o Maitke 6e3 samaxy
| BiINOBiNAe
Dimension / Poamip | complies /
- diameter / niamerp BifnoBinac about / 6mu3nko 10,0 mm /MM
Identification of methyldopa | comptlies / The UV sabsorption spectrum of the test solution should match the
(UV spectrophotometry) / BiAnOBigAc spectrum of the standard solution, Maximum absorbance: wavelength
Ipesrrrdikania MeTILOIMN 28042 nm. / YO cnexTp mOrMMHanHA BHIPOGOBYBRAEOTO: POITHHY MAac
(Y®-cnexrpodoTomerpin) BIAUIOBIAATH CHEKIPY CTAHAEPTHOrO podunHy. MakCHMyM IOIMMHAHHA:
mpopxuna Xpuni 28042 HM. N |
Identification of methyldopa (TLC)/ complies / ‘The size, colour, intensity and Rf value of the main spot of the Solution
Inenridixanin meriinons (TIHEX) BimIIOBiAae “A” are the same as those of the Solution “B” used for comparison /
Posmip, xonip, inreHcuBHicTs T2 3H89enra Rf ocnoprol mmava Posunuay «An
Taxi %, ax i Posuuny «By, 110 BUKOPHCTOBYETHCA 1A NIODIBHIHHA,
Identification of methyldopa (colour complies / Positive colour reaction / JIG3HTHBHA XK0IF0POBa Peakilis
reaction) not routinely tested / Blamosizac
[nermHdikania MeTHnzony
(KoMBOPORA pedKilia)
nepezynapre eunpobosysanna |
Assay (UV spectrophotometry) / 252,0 mg / Mr 250,0 mg / Mr & 5 % (237,5 - 262,5 mg / Mr)
Kinexicre pHasaneHHa | (95,0-105,0 %)of aohydrous Methyldope / tablet /
(Y®-cnexrpodoToMeTpisn) . Gezpomuol MeTHnzOTI/TACNETKA
Related substances (HPLC) /
Cynposimi gomimxu (BEPX)
- 3-O-methylmethyldopa (4-hydroxy-3- | <0,03 % not more than / ne Gimente ,15 %
methoxy-methyldopa) /
3-O-sermnMemnpona (4-riapoxen-3-
{ MeTOKCH-MeTIIIONA) )
- 3,4-O-dimethyl-methyldopa (3,4- < 0,03 % not more than / ne 6imme 0,1 %
dimethoxy-methyldopa) / 3,4-O-mumernn- |
MeTHnaonA (3,4-AUMETOKCH-METIITLOTIA)
- paramethoxy compounds / < 0,03 % not more than / ye 6imsmne 0,1 %
HAPEMETOKCH CNOTYKA
- sum of identified impurities / <0,03% not more than / ge Gimeme 0,35 %
cyMma iAeHTHHIKOBAHMX AOMILIOK
- any unidentified impurity / < 0,03 % not more than / ne 6umsie 0,1 %
6yap-aka HeigeHTH(IKORAHA NOMIMIKR |
- suim of impurities / cyma nomimox <0.03 % not more than / ge 6imeme 1,0 %
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Egis Pharmaceuticals PLC AT GapmancsTnunnit 3ason EFIC

legal address: opudunHa adpeca:

i 106, Budapest, st. Keresturi, 30-38, Hungary 1106, . Bynanenrr, syn. Kepectypi, 30-38, Yropumna
Phone: (36)-1-803-5554, Fax: (36)-1-803-5556  Tenedou: (36)-1-803-5554, Pake: (36)-1-803-5556
actual address: gaxmuuna adpeca:

CERTIFICATE OF QUALITY / CEPTH®OIKAT SSKOCTI Nk 3042K/2023./C-TV

Name of product/ Dopegyt®, 250 mg tablets Na 50 in vials /
Hatfimenysauns npeniapaty:  Jlonerit®, ta6neniat o 250 mr Ne 50 y dnaonax
Batch No.: / Cepix No; D521A0523
QUALITY INDICATORS / RESULTS/ LIMITS ¢/
HOKASHHKH SIKOCTI PEIVIIBTATH | HOPMH
Dissolution (UV spectrophotometry / 75-80% not less than / we menme 75 % (Q=75) in / 32 45 minutes / xpiwmin
Posumienus (Y®-cnextpodoromerpis) ﬁﬁ = 7 0
Average mass / Cepenna Maca 3509 mg / mr 350 mg / mr= 5 % (332,5 - 367,5 mg / mr)
Uniformity of mass / complies / not less than / ne menwe 90 %: average mass / CepemHA Macax5 %
Onuopi aHicTs MacH BinoBiaac not more than / se Sinie 10 %: average mass / cepemin maca 10 %
Friability / Crupanus 0,2 % not more than / ne Gimswe 1,0 %
Water conten (K. Fisher) / 10,6 % not more than / #e Ginse 12,0 %
Bumict pogu (Metoa K, @imepa)
Uniformity of dosage units (by AVie= 1,9 AV(n=10)<15,0,
uniformity of mass) / Omopimiicrs ifnot/ aano wi: AV (n=30)< 15,0,
AC30BAHAX OMMHMIE (32 OXHOPiNHICTIO and /1a 30/30: 0,75 M — 1,25 M*
MacH)
Microblological quality** /
Mixpobiororiyina gucToTat *
- total acrobic __mim:l::é count (TAMC)/ | < 1000 not more than / ne Gixse 10° CFU/g / KYOn
3RrANLHE KUIBKICTS aepobumx -
Mixpoopraniamis (TAMC) CFURO
- total yeasts and moulds count (TYMC) | < 100 not more than / ne 6imsme 10 CFU/g 7 KYO/r
/ 3aranpha KinbKicTs APHRKOBHX T2 CFU/g/KYOir
uBinessx rpudie (TYMC)
- Escherichia coli complies / 0 CFU/g /KYQIr
BifNOBiAgRE
Package size and type: / complies / 50 tabiets in a vial; 1 vial In 2 carton box with labeling in Ukrainian /
Posmip i ™o nakosanus: BiANOBiIAE 1o 50 TabneTok y dnakoni; no 1 gnaxoxy p kapTouiit kopolizi 3
MADKYBAHHAM YKPAIHCHXOI MOBOIO

* AV - Acceptamee value / dorycrmume sidxuneriv
M - Reference value / pexomendoemea eemmaia

** At release the microbiological quality Is not a regular test. The first batch per year must be tested, then every 10th baich, / Ha MOMEHM BUNYCKY
mecm va MixpoGionoziviy wucmomy e € peeynaping eunpobyeannam. Tecm suxonyemecy onn nepruat cepit wpopiune, nomist Ons xexcrol 10-1 cepit.

I 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 recogaized site in full compliance with the GMP requirements of the local
Regulatory Authority and with specifications in the Registration Dossier of the manufacturer country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / [{um = 3ACBIANYI0, MO HABCNEHA BUME indopmautis €
ROCTOBIpHOO Ta TovHGI0. Lijo cepito npoaykuii Gyno BUPOO/IEHO (BKITOMAIOTH NIAKYBaNHA/MBPKYBAHHA) Ta NPOBEACHO KOHTPOMS Ti AKoeT! HA
BHIEe3a3HaYCHIR AinsHimi y nopwili BianopianOCTE 4 BuMOraMs HBII, scranornensm mMicuesnm PETY/IATOPHHM OPIaHOM, & TAKOX BIANIOBIAHO
1o cnetmdikanil, o MICTATLCK B PECCTPALIHHOMY AOCKE xpainu-suHpoGunKa. [ipoToKon BHpOGHMITRA, NaKysauns Te aHaniia 610 nepernsiyto

TA BCTAHORNSHO BiANnOBianicTs HBIT &

Date of signature / Eyia Pharmacsuticsle PLT dr. Norbert Nagy
Hara ninmncaks 20.11. 18 ﬁiﬁﬁﬁlﬂ - Hangary = Qualified Person

Date of re-signature/

Hara nepenianucanna D5 .ﬂ]. 2924

Qualified person /
ipixonana ocoba

Kormend / Kepmena
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