Hendapm Nozkaus C A,
Flonswya

189, ayn Fproxsanugcexa,
60-322 MNoaxas

Monbwa
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Ten: +48 61 860 12 00 ®axe: +48 61 867 5717

Hara ceprudpikaty Homep cepruthikaty
26-09-2024 40000348634
cropibka 13 1

Homep mavepiany: 281229

Hassa: IEPMOBEWT, masb 0,05% o 25 ry TyGax N

Homep peecTpauiiinoro noceigyerns: UA/1600/01/01

Bupo6hui: Dendapm MosHaHb C.A.,189, Byn.l ploHBanbAcLKa, 60-322 MoanaHs, Nonblya
Homep supoGuuyot niuensiv; 100/0092/15

Cuna piifakTueHicTh:

Allova pevoBuHa: knobetaaon;

1 r maal micTuTs 0,5 Mr knoGeTasony nponioxary,

Lium aaceiguylo, o HasegeHa BuLe iHdbopMatlif & AoCTORIPHO Ta TOUHO, Lo cepito
NpoAYyKTY 6YNo BUroTOBNEHO/BMPOBIIEHO, BRAIOYEIYM eTany nakysanHa/MapkysaHHa Ta
KOHTPOMIO AKOCTI, Ha 3asHayeHii(-nx) sule CXBaneHIH(-nx) BupoGHuYii AinbHULi(-ax) ¥
noBHIi BignosigHocTi BUMoram HanexHor BUpoGHMYOI NpakThkY (GMP), BoTaHoBMeHUM
MICLIEBUM DerynaTopHum opraHoMm, Ta cnellndikaiam y peecTpalfiiiHomy RocsigYeHH
KparHu-imnoprepa. MpoTtokony oBpobiky, nakysaHHs Ta aHariay cepil Bynu nepesipeHi Ta
BusHaHI TakMMK, LYo BignoBiaaioTh BUMoram GMP,

Cepia: C5PC Tepmin npugarsocTi:  09/2026
IlaTa Bupo6HuuTea: 02/09/2024 Po3smip cepil (ynakosok): 17 810
QOniue Crneuudpikauin PesynbTaru

Onue OpaHopigHa 6ina HaniBnpo3opa Mask, KA HE MICTUTL Bianosigae
HeAUCNeproBaHi YacTyHKY i CTOPOHHI BKNIOYeHHS

CripasxHicTs knoGeTasony npornioxary Bignosligae Bipnosigae

BwmicT knoGetasony nponioHarty 0,0475 - 0,0575% mim 0,0535

BumicT knoGetasony nponjoxarTy 95 - 115% Big sasBneHO! KINbKOCTI 107

Maca BmicTy He meHLe 3aseneHol Macy (mogHa 3 10 Bunagkoso Bignosinae
Bigibpanix TY6 He NoBUHHA MicTUTH Macy MeHLUe, Mk
3a3Ha4YEHO Ha eTUKeTLY)

Kpaina, sika imnoptye: Ykpaina
Hara nignucanns cepruddikary

YroBHoBaMeHa ocoba
Mignvc

Iv's Magdalena Dominiczak
Oara punycry 25.09.2024

Osoba Wykwaliftkowanz,
Qualified Person

26.09. 2024 J'ﬁ?m&
Adrianna Fraczek
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HEPXKABHA CIYIKBA 3 JIKAPCEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KMIBCHKIA OBJIACTI

upos. Caitmiranol Hagii, 3, m.Kuis, 02099, Ten/axc: (044) 576-40-41
E-mail: dls.ko@dis.gov.ua, Kox EIPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBE3EHOro B YKpainy mikapcsKroro 3a2co0y

05.12.2024 Ne 62481/24/10

JEPMOBENT

(maiiMeryBans JiKapceKOro 3acoBy srimHo 2 PpeECTpaniiinmM FoCRITTICTHEM)
masb 0,05 %; o 25 r y Ty6i; mo 1 Ty0i B kaprouniit ynaxosni

(bopma Bunycky, nozysans, aug NaKyBaHus JTikapchkoro 3acofy)
Howep peectpaniiinoro mocrinvenns UA/1600/01/01 CTPOK Ail peecTpauiiinoro noceimsesns 01.01.2099
Cepis nixaperkoro sacoby Ne CSPC KimxicTs BBe3enoro mikapeskoro sacoy 17810

Bupobunuk Hendapum Mosnam C.A., Tonbua
(traiivenysanus supoGauka Aixapeskoro sacefy, kpaiua [IOXOiEHNA)

Beseno B Vpaimy Torapuerpo 3 ofmexenoro Binmorinanbmicrro "I narco CaiTK isitn
Papmacsiorikane Yrpaina", ixenr. xon: 35619519

(naitmerypanusg Ta ko 3a CAPIIOY ToprIHHEOT 0co0K abo mpizewule, IM'S, 110 BATHKOG] {h3HYKoL
ocobu - nianpuesus, 1i Mice npoxubanns Ta peectpauiiiunit Homep o6nixonol kaprrm naTHMKa
noAaTkis abo cepis 1a Homep flacropra)

Hporoxon sizyansuoro contposmo rix 28.11.2024 N 3758/2.

3a  pesynsTaTamMMm  mepicaBHOro KOHTPOMIO BCTAaHOBJICHO, WO Nikapeekuil 3aci6 BBeseng B Vrpainy 3
DOTPUMANHAM EuMOr 3aK0HOAABCTEA 1W0n0 3a6e3nede HH s AKOCT] MIKAPCHKIX 3C061E,

Oimra €PLOMEHKO

{nigouc) (iniwiam Ta npizrume)




Henbapts Moa-ane G A
Nonswz

189, pyn pOHBAMACHHA,
60-322 INoanann

Momstua

Ten: +48 61 860 12 00 Paxc: +48 61 867 5717

Homep marepiany: 281229

Hasea: NEPMOBEMT, mask 0,05% ro 25 r y ty6Gax Noi
Homep peectpauiiinoro nocrigueHus: UA/1600/01/01
BupoBuuk: Nencapm MosHaus C.A.,189, Byn.MpoHBanbaCceKa,
Homep BUpoGHUYOT ninenail: 100/0092/15

Cuna giifakruasicrs:

Afiava pevoruHa knoGertason;

1 masi MicTirs 0,5 mr knoBerasony nponionary

Hara caprudirary Homep cepTudikary
28-10-2024 40000350725

CTOMMKA 13 t

60-322 Nosanask, Monsua

Hun saceiguyio, wo naseneHa Bul@ iHchapMaLln & 40CTORIPHOIO T@ TOMHOIO. Lo cepnio
apeaykry Gyno BUWOTOBNEHO/BUPOBIEHD, BKAIQUAIOUW eTanu MaKyBaHHA/MapKyRaHHA T2
KOHTPONIO AKGGY], HA 3a3HAYENIT(-UX) BUiLe CXBaneHii(-ux) snpoBbHuyiG AlnbHug(-ax) y

NosHil BIAMOBIAHOCTI BUMOran HanexHol BUPOBHMYOT NpaxTHkn

{GMP), BcTanorneHum

MICLUEBUM PErynaTopHuM OpraHom, Ta cneuumdiraliam v PEECTRALIBHOMY NOCBIAMEHH
KpaiHu-MnopTepa [Mporokonu oGpobiu, NakysaHks Ta aHanisy cepil Gynu nepesipesi Ta

BUBHAHI TakunMu, Wo BIANORIREI0TE BUMOram GMP

Cepin: CEAB
Hara supoBuuurea: 07/10/2024

TepMmiH npunaTHOCT

10/2028

Pozmip cepii (ynaxomok): 20 160

Onue

Cnelndikanis

Pesynhrary

Onwe

OpHopinHa Gina HaniBAPO30pa Madk, KA HE MICTUTL
HeAWCTEProsaHi YACTUHKM | CTOPOHHI BKNIOYEHHS

gianosinae

CnpaexHicTs KknoGertazony nponionaty Bianosigas

Binnoeigae

Bumict knoBetaaony nponioHaTy 0,8475 - 0,0575% mfm

0,0533

BuicT knoBetasony nponoHary

95 - 115% sig sanBreHoi KINLKOCTI 107

Maca amicTy

He meMlue saseneHoi macy {(®oaHa 2z 10 sunapkoso
BINISpaHuX TY6 He NoBuHHA MICTUTH Macy MeHwe, Hix
3a3HaYeHO Ha eTuxeTuf)

Bignosinae

KpaHa, sika iMnoprye, YipaiHa

Hara nignucating ceptudpikaty

YhnoBHOBaxeHa ocoba
Manc

IM'st Magdalena Dominiczak

Aara sunycky 25.10.2024

Osoba Wykwalifikowana/
Qualified Person
T}_ ! ! L ]
Magdalena Dominiczak
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BEPXKABHA CIYIKBA 3 JUKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM ¥ KHIBCLKIN OBJIACTI

npoB. Ceituunot Hapii, 3, m.ICkiTs, 02099, Ten/dake: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
Ipo AKICTL BBE3EHOro B Ykpainy JIKAPCBKOro 3ac06y

31.01.2025 Ne 2638/25/10

JEPMOBEUT
(uaiivenyranus nikapesxore 3acofy 3rilo 3 pecerpattiiin ToCBi e )
Ma3b 0,05 %; o 25 r y Ty6i; o 1 Ty0i B xapTouuiit ynaxosui
((popaa punyexy, norynanns, nua NakyBanns fgikapenkoro sacofy)

Homep pecerpautiiitoro nocsinvenns UA/1600/01/01 CcTpox Aif peeetpaniiinoro nocsimuenus 01,01.2099
Cepis nixapchkoro sacoby Ne CEA6 Kinskicrs BBe3eHOTO Nikapeskoro aacoby 20160

Bupobruk Hendapm Hosuams C.A., [Tonsina

(naiiverynanus supoGinka mkapcrxoro sacofy, kpaita noxomxeRms)

Breseno 3 Vipaiuy Toeaprereo 3 06mexenono Bignosigansuicrio "I naxcoCaitI sitn

PapnacsroTicane Yipaina", ixeur. won: 35619519

(naiiMeirysanng ta oy 3a EAPIIOY 1opruHUNOL ocobu abo npissne, iM'A, N0 GATLKOR] dusseion
ocobik - ninnphevus, it Mmicne HpOXHRAHHA Ta pecerpartiiingii noviep o6miono KapTKH MAITHING
nonarkis afo cepis Ta nomep nacnopra)

TMporoxon sizyansuore komrponio rix 28.01.2025 N 0183/4.

3a  pesynpraTamu RCpABHOTO  KOHTPOAIO BCTAHOBIIGHO, IO nixapcekuii  3aci®  meeseng & Vipainy 3
HAOTPHMAHHSIM Brvor 3AKOHOAABCTEA WOA0 3abe3MeTeHIR TKOCTI JlKapenkux 3acobip,
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Rentbaps Moanans C.A,,
Monbua

189, syn plousanLachya,
60-322 NoaHaH,

Monsuga

7

CEPIMSIIATS

Ten: +48 61 860 12 00 Paxc: +48 61 867 5717

14-11-2024
cropiHka 1 3 1

s T
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Hara cepruchikary Homep ceprudiikary
40000351672
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Homep marepiany: 281229

Hazpa: IEPMOBEWT, masb 0,05% no 25 ry TyGax Ne

Homep peccTpauiiinoro nocsiguenns: UA/M 600/01/01

Bupobhui: flendapm MosHaHb C.A., 189, Byn. M ploHBansacska, 60-322 Moshas, MonbLya
HoMep BupoSHuve! nivensii: 100/0092/15

Cuna pitfaktyeHicTh:

Alioua peyosliHa: KnoBeTason;

1 r masi mMictuTs 0,5 Mr knoGeTasony nporioHary.

Llum aaceiguyio, Wo HaseaeHa sulie iHthopmalis € 4OCTORIPHOIO Ta TaMHOIO. Lo cepiro
ApoaykTy 6yno BuUroToBNEHO/BUPOBNEHD, BIKTIOYaloNY eTany RakysaHHs/MapRyBaHHA Ta
KOHTPOJTIO AKOCTI, Ha aagHaveHiii(-Ux) BuLLe CXBaneHiin(-ux) eupoBHuvii AinbHUYI(-s1%) ¥
nosHii eignosigHocTi BUMoram HanexHol BUPOGHUYOT npakTuki (GMP), BeTaHoBHEHAM
MICLIEBIM PEryIATOpHUM opraHom, Ta crieundikayiam y peecrpavyiiinomy nocsigyenni
KpaiHu-iMnoprepa. MpoTokony oBpa6ky, naKyBaHHa Ta aHanisy cepii Byny nepesipexi ta
BUsHaH! Takumy, Wo sinnosinaioTs sumMoran GMP,

10/2026
Po3mip cepit (ynakosok): 19 968

Cepin: CGFY
Aara BupoBHuuTea: 17/10/2024

Tepmid npuaatHooT:

Onuc Crneuudbirauin

Peaynbratu

Onuc Oatoplata 6lna Hanlenpo3opa Masb, fka He MICTHTE

HEAUCNeproBaH! YacTUHKM | CTOPOHKI BKMIOYEHHS

Bignosipae

CnpasxHicTs knoGerazony nponioHaTy  |Bignosigae

Bignosinae

BmicT knoBeTasony nponionary 0,0475 - 0,0575% m/m

0,0533

BmicT knoBetasony nponionary 95 - 1156% Bl 3as8NEHOT KiNbKOGCTI

107

Maca emicry He MeHwe 3ansneqol macu {(ronHa 3 10 sunagKoso
BlaiBpaHux TYG He HoBUHHA MICTHTH Macy MeHLUe, Hix

3a3HayeHo Ha ETUKeTLL)

Bignosinae

Kpaiha, sika imnopTye; Yipaina

Hata nignucanns ceprudikary

YnoeHoBaykeHa ocoba
Minnue

IM'st Anna Nowaczyk
Hara sunyciy 13.11.2024

Osoba WylcwaltRkoewana/
Qualificd Person

dnna Nowe,

Anna Nowaczyk

A4. M. 2024
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AEPKABHA CIIYXKFA 3 JIKAPCHEKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHLKIA OBJIACTI

npos. Ceituarol Hagit, 3, m.Kuis, 02099, ten/haxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €QPIIOY 37078774

BHCHOBOK

IPO SIKiCTh BBe3eHoro B Yxpainy JKAPCHKOTO 32C00Y

31.01.2025 Ne 2640/25/10

AEPMOBEUT
{nafinenyrarnaa nikapcrkoro 3aco0y STIAHO 3 peceTpaniiHuM TIOCBIIMETIHAM)
masb 0,05 %; mo 25 r y 1y6i; mo 1 Ty6i B KapToumiii ynaxosni
(thopma mrnycxy, nosysanss, pun TakyBauHs nikapeekoro sacofy)

Homep peectpauitttioro noceinvenna UA/1600/01/01 CTpoK Ait peecTpaniiinoro noceipuenns 01.01.2099
Cepis mxapesxoro sacoby e CGFY KintkicTs BBE3eHOT0 Slikapewkoro 3acoby 19968

Bupobimi Henapu IMozrans C.A., [onsima

(naiimenynanus supoGuuka SHKapCLiOro sacoly, kparka MOXCIKEHHA)

Beeseno B Vepamy Torapuerno 3 o6mesxenoro piqnorinanpmicro "I'makeo CoyirKnsitn

DapnraceroTixane Yipaina", igeur. xox: 35619510

(nattmenysanng 14 kog 3a CAPTIOY topuarHoi ocobu abo npiiaue, iM'A, 110 GATLKOD] hizmto
ocobu - niANpreMIA, ¥ MiCIIe TposKHRANHS T2 peectpanifingii nosep obmxanoi KapTKM TERATHHKA
noxatkis abo cepig Ta HoMep nacriopra)

Tporoxon Bisyansioro xourpomo rin 28.01.2025 Ne 0183/6.

34 pesynbTaTaMu  AEpPHaBHOTO KOHTPONIO  BCTAHOBJIGHO, WO #Aikapchkuil 2acif  peeseno & Vxpainy 3
MOTPHMANHAM BuMor 34aKOHOAaBCTBA UOA0 2a0e3ncUeHH AKOCTI JIIKapeBKRX 3acobin.

¥ KP4

WilHuyg
.{_3

Onrra EPLOMEHKO

KOHTPOIIO) (nimmuc) (inimiany Ta npizenue)



http://www.tcpdf.org

