JAEPIKABHA CJIVIKBA 3 JIIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA ¥ KHIBCBKIN OBJIACTI

npoB. Ceitasyroi Haall, 3, m.Kuig, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog CIAPTIOV 37078774

BHCHOBOK
Npo AKICTh BBE3EHOr0 B YKPAiHY JiKapcehKOro 3acoly

04.01.2024 Ne 67117/24/10

OJIMEJIb N7E
(nafimMelrysanus aikapeekora 3acoby ariqHo 3 PCECTPILLTHIM TOCRIAYCIIHAM)
eMYJIbCIS AuIA ingYy3iil; mo 1500 i y TPHKaMepHOMY ILTACTHKOBOMY NAKeTi B 3axucHiii
0G0JOHI, 140 MICTUTDL NOIANIAY KHCHIO; 10 4 IIAKeTH Y KapTouuiii kopobui
(Gropma nunycky, NO3YBAHHA, BIL NAKYBAHESA NKApCHROTO 12caby)

Honep peectpaniitnoro noceiguenns UA/17380/01/01 crpox aii peectpaniiinore nocsigvenna 26.04.2024

Cepia aikapcsroro sacofy Ne 23JO9N20 Kinbkicte BBe3eHOTO nikaperkoro sacody 200
Bupobik bakcrep C.A., Bensris
(MIMENYRIHHE BIPODRNKA MKapCLEOro 33c00y, Kpaiiia noXoqEeHAS)
Breseno B Yipainy CriiabHe yKpaiiicbKO-eCTOHCHKE NIAIPHENECTRO Y GOPMi TOBAPHCTRA
3 ofMerennoo Binnosigaannicrio "Onrtima-@apnt, JIT", iaenr. xoa:
21642228

(uaisenysanng Ta kon 3a EOPTIOY wopsanguol ocoby ado apisuinag, is'a, o Satokosi iy}
ocobitr ~ mianpsiesus, T Micke TPOKIBAHAT Ta peecTpauilingii HoMep ofiixoaot kapTkn MIaTHIIKA
nojarkie 460 cepis Ta HoMep HucnoOpTa)

[Iperoxon Bisyamuuoro xonrpomo sia 04.01.2024 N2 4263/2.

3a  pesynsTATAMH ACPKABHOTO KOHIPOAI0 BCTAHOBJIEHO, IO JiKApCskmii  3aci6  BBesemo B Yipaimy 3
AOTPHMAHHAM siMor 3aK001aBCTBA WOAO 32083MeUERIT SKOCT] NKAPCHKHX 3200635,
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IHozomun «bakcmep» (Baxter)/ bynsBap Pere bpankya, 80
(Boulevard René Branquart, 80)
«bakctep C.A.» (Baxter S.A.) 7860 Jleccin, Beneria (BE-7860 Lessines)
Ten.: +32 (0) 68 272 211
Daxc: +32 (0) 68 33 53 91

CEPTUDIKAT AHAJI3Y
Kox: DEDB3WGI1F Cepis: 23J0IN20 KoHnTpoabHe yneio: 44
Opurinan
[lepernaa (penaxuis) #: ...
Ipoaykr: OJIIMEJ b N7E (OLIMEL N7E) Jdata surorosnensn; 08.10.2023
O6'em: 1500 ma Tepmin npuaaraocti: 09.2025
JliKkapebka hopma: Emynncisa ans indysii HITyk/KopobKy: 4
Homep peecTpauiiinoro nocsinuenna: UA/17380/01/01 Po3mip cepil (iryk): 4148
Po3amip cepii (kapToHHNX KopoGok): 1037

THIO yNaKoBKH!
1500 mn (35 % po3unH ruoko3u 3 Kansiiem — 600 vt 11,1 % po3uuH aMiHOKHCIIOT 3 EJIEKTPOHTAMHU — 600 Mi;

20 % ninigHa eMyecis — 300 MuT) B TpHKAMEPHOMY MIACTUKOBOMY MAKETI; 4 MaKeTu B KapTOHHIiH kopoOui

Micue Bupobuuurea; «bakcrep C.A.» (Baxter S.A.) — Bynbap Pene bpankya, 80, Jleccin, 7860, bBenpris (Boulevérd René
Branquart 80, Lessines, 7860, Belgium)
Jlinenzis Ha BUpobHUUTEO Ne 395

1 TpukaMepuuii naket 06’emom 1500 M1 micTUTE:

35 Y PO3YHH ITHOKO3HM 3 Kalbliem — 600 mu;

11,1 % po3urH aMiHOKHCIOT 3 eJekTponiTaMy — 600 Mi;
20 Y% nimiaHa emyecis — 300 M.

Cxnan emyascil micnst 3amimysanns Bmicty 3 xamep: Anasid — 9,61 Aprinin — 6,51 r; Kucnora acnaparigosa — 1,92 r
Kucnora rytaminosa — 3,32 r; ['niunk — 4,60 t; Ticruaun — 3,97 r; [3oneiinus — 3,32 r; Jlehumu — 4,60 r; Jlisuny auetar —
7,31 r (mo exBiBaTEHTHO Ni3uHy — 5,23 r); MeTionid — 3,32 r; ®eninanania — 4,60 r; [Iponin— 3,97 r; Cepun — 2,62 r; Tpeonin —
3,32 r; Tpurmrrodan — 1,10 r; Tupoann — 0,17 r; Baniu — 4,25 1 Hatpito auetaty tpuriapar — 2,24 r; Kanino xnopug — 3,35 1
Marwiro xnopuy rexcarinpar — 1,22 r; Harpito rmiuepodocdar rizpatosanuii — 5,51 r; [moko3n monorigpaTt — 231,00 r (mo
CKBIBAJICHTHO IMIOKO31 He3pomniit — 210,00 r); Kansuiro xnopua aeriapat — 0,77 r; OIHBKOBA ois padiHoBaHa + coeBa OJIis
padiHoBaHa ® — 60,00 r 2

* CniBBigHoIIeHH OMMBKOBOT (Npubauzno 80% Big mMacH) Ta coeroi omif (npubnuzHo 20% Bix MacH) po3paxoOBYIOTLCH A
JOCATHCHHS BMICTY HE3aMiHHHX MXUPHUX KHCIIOT (JIHONEBO! Ta 0-NTiHONEHOROI KUCsI0T) 20% Bif 3araflbHOrO BMICTY SKHMPHHX
KHCJIOT

Kinuesuit ananis 231503174
IloxkasHuk AT I MeTOoAH KOHTPOJIIO O.’HHH““I Pedrepentni 3magyenusn Pesynwrarn
CTAHAAPT BHMIPIOBAHHSA
: ; QAPYGP13 y .
GARTE AR HE QAPYGPO2  |-AL-TeCT KineTmaHIM P, He 6inbue 1,5 He 6impe 1,5
eHIOTOKCHHU XPOMOTreHHNM METOIOM
CPh 2614 :

: QATSGP02 : = | Pict rigcyTHii Pict BizcyTHii
CTepUnbHICTE b 261 MemOpanHa Ginspauis |--- (CTeHILEG) (cPimmmo)
O0°eM, 110 312001070 BumiproBauusa 06 emy, He meHie He MEHHIE

MII : HOMIHAJILHOTO
BUTATAETLCS €D 2.9.17 LHQ IEPEHOCUTLCA HOMIH&JIBHOTO 06’ eMy 06" eMy
MexaHiuui QAPMGP15 E‘ﬂiﬁ-ﬁf{“ “;T"Ifi‘.l‘?“ YacTor/m
BIJIKOYEHHA €D 2.9.19 A POCKO Yacrok/Mn
(binsTpanis 50 mn)

QA-RL-0566/02 CropiHka 1 3 5




(Hozomun «baxcmepy (Baxter)!

«bakctep C.A.» (Baxter S.A.)

bynspap Pene bpankya, 80

(Boulevard René Branquart, 80)

7860 Jleccin, benbrig (BE-7860 Lessines)
Ten.: +32 (0) 68 272 211
Daxc: +32 (0) 68 33 53 61

Koa: DFDB3WGIF

CEPTH®IKAT AHAJII3Y

Cepist: 23J09N20

Kourpoansse unciao; 44

Npoayxt: 11,1 % po34unH aMiHOKKHCIOT 3 eJIEKTPOJIITAMK

Kinnesui ananis aminoxuciaor: 231503161

Hokasuuk AU AN MeToau KOHTPOIO Ofﬂ"lmm EepepeHn] PesyabTaru
CTaHaapT BUMIPIOBAHHA 3HaAYEeHHSs

Konip 22001000 BizyannHa ouinka Komip He Oinsme Y6 He 6inpoie Y6
cP 222

IﬂEHTHd?IKamH 412001014 [Tpenunitanisg —— [To3uTuBHA TlozuTurHAa

XMOPUAIB

AnaHin 512001001 BEPX r/n 14,8 - 17,2 15,7

ApriHig 512001001 BEPX /1 10,0 - 11,7 10,6

Ketuom 512001001 BEPX t/n 3,034 3,1

acnapariHoBa

KEneE 512001001 BEPX I/ 5,1-59 5,3

TIyTaMiHOBA

[ minun 512001001 BEPX /7 7,1 — 8,2 7,6

[icTupun 512001001 BEPX /7t 6,1-7,1 6,5

13071efiluH 512001001 BEPX /1 5,1-5,9 5.4

JleHun 512001001 BEPX o/ 7,1 -8.2 7.6

Jlisun 512001001 BEPX /i 8,1 -94 8,6

MeTioHiH 512001001 BEPX /1 5,1-5,9 5,5

DeHinaalid 512001001 BEPX r/n 7,1 —82 7,6

[ponin 512001001 BEPX r/n 6,1 -17,1 6,5

Cepun 512001001 BEPX T/ 4,0 —4,7 4,3

TpeoHin 512001001 BEPX T/ 5,1-359 5,4

Tpunrodan 512001001 BEPX T/ 1,7-2,0 1,8

Tupo3un 512001001 BEPX r/m 0,26 — 0,30 0,29

Baniu 512001001 BEPX r/n 6,6 —7,6 7,0

e R DR BEPX [o3utueHa [o3uTusHA

AMIHOKHCJIOT

Harpi# 512001002 Ilonym'sna doromerpis MEKB/R 83 - 92 88

Kanii 512001002 [Tonym'saHa poTomerpis MEKB/N 71 - 79 75

I,I{CH'FH(DIK&HIH 512001002 Ionym'aHa doromerpis --- [1o3nTHBHA ITo3uTHBHA

HaTPIIO

:{;;i?}'r(;mbmaulﬂ 512001002 [Tonym'ana poromerpis - Io3zuTueHa IHoautupHa
P CrnexrpodoTomerpi

Docarti abo o HM‘;M Veb. E;H }’i MExXB/N 37,0 — 63,0 60,6
612001002 VMY e HIekp

QA-RL-0566/02

(BE-505217)




{Hozomun «baxcmep» (Baxter)!

«bakctep C.A.» (Baxter S.A.)

Koa: DEFDB3IWGIF

bynoeap Pene bpankya, 80

(Boulevard René Branquart, 80)

Ten.: +32 (0) 68 272 211

Dakc: +32 (0) 68 33 5391

7860 Jleccin, beabris (BE-7860 Lessines)

CEPTUHOIKAT AHAJII3Y
Cepia: 23JO9N20

KonrpoasHe unciao: 44

[Ipoayxr: 11,1 % po3uHH aMiIHOKHCIOT 3 €EKTPOIITAMH

Kinueswsii ananiz aminokncaor:; 231503161

Ilokazunk AR TN Y] Meroau KOHTpONIO O.HHH“m Eetpepentg PesynbraTu
CTAHAAPT BHMIpPIOBAHHA IHAYEHHS
[nenTudiKamin 2 2001902 CnextpogoToMeTpis
hociatis abo BHH:EM Y (D-c:;i:cryi --- IlosuTneHA ITo3uTHBHA
612001002 y P
Markii 512001004 AATOME BOCODOLIFR MEKe/1 19,0 - 21,0 20,1
crnexrpodoTomMeTpid
I,uem:ml}ucamﬂ 512001004 AToMHa abcopbuis —m Ilo3uTHBHA ITozuTuBHA
MarHiio
IIpo3opunit,
Oe3bapeHmii abo
3osHiwHIA Buraan (512001009 BizyanbHa oLlinka -~ 3J1eTKa XOBTHH, Binmorinae
[IPAKTHYHO HE
MICTHTB YaCTOK
Auerar 512001006 BEPX MEKB/1 94 — 128 114
InenTudikania
aterary 512001006 BEPX - [To3uTueHa [No3uTnBHA
BE112116003 ;
pH Cd 273 [loTenuiomerprute Bu3Hauenns [pH 3,9 -6,9 6,5

QA-RL-0566/02

CtopiHka 3 3 5

(BE-505217)




(Hozomun «barxcmepy» (Baxter)/

«bakctep C.A.» (Baxter S.A.)

byneBap Pene bpankya, 80

(Boulevard René Branquart, 80)

7860 Jleccin, benwris (BE-7860 Lessines)
Ten.: +32 (0) 68 272 211
®axc: +32 (0) 68 33 53 91

Kon: DFDB3WGIF

CEPTHO®IKAT AHAJII3Y
Cepis: 23JO9N20

KonrpoanHae uncao: 44

IIpoayxT: 20 % ninigna emynscin

Kinueswmii anaJiis emyancii: 231503220

ARATITUYHRIA

Oy

PedepenThi

IlokazHuk MeToan KONTpPOoJTIo . PesyabTaTn
CTAHAAPT BHMIpIOBaHHA 3HAYECHHHA
Ims_:mndm::aum 312001075 BEPX - [lo3uTHRHA IlozuTHRHA
CIHUEPUHY
Ouinka noeepxui  [312001076 Bizyansuo Oann 10—-30 30
LIS SEapE 312001078 QepMEHTATHBAMIA METOT MEKB/1 He 6inpiue 3 5
KHCJIOTH
VOPMALCEIUNNE. S pHOBTITE | s Ganu 10 - 20 20
OIIIHKA .
Jinigu 512001007 BEPX r/n 185 - 215 197
HesaMiuuixupui |55 461 008 [azoBa xpomatorpadis % 18,5 — 21,5 20,3
KHUCJIOTH
['oMoreHna
3oBHiIHINM surasg 512001011 Bizyannuo --- MQJIOKOTIOOIOHA Bignosinae
planHa
BE112116003 [Toreruiomerpuyne

bk €D 2.2.3 BH3HAUECHHS Bt Bl =80 i
% rnobyn , . ;
ianeTpoNs T fig QACHAP39 Jlazepna gudpakiis Yo He 6inete 2,5 0,0
Cepenniit piamerp [QACHAP39 JlazepHa ogudpaxuis HM He 6inpiee 350 279
i‘;‘:{i"mm‘"{a QAPMGPI2 OnTHYHA MiKpOCKOTTis 6anm 4-10 10

QA-RL-0566/02

CropiHka 4 3 5

(BE-505217)




I ozomun «bakcmepy (Baxter)/

«baxcrep C.A.» (Baxter S.A.)

bynweap Pene Bpankya, 80

(Boulevard René¢ Branquart, 80)

7860 Jleccin, benbris (BE-7860 Lessines)
Ten.: +32 (0) 68 272 211
Oaxc: +32 (0) 68 33 5391

Koa: DFDB3WGI1F

CEPTHDIKAT AHAJII3Y
Cepis: 23JO9N20

Konrpoasne ynciao: 44

Ipoxykr: 35% po3yHH rNWKO3H 3 KAAbLIEM

KinueBnii ananaiz rmokosu: 231503167

AHaniTHIHMi OHnmi Pedepentni
P
IlokasHuk SU— Meroan KOHTPOJI10 e Sia it e3y/JILTATH
I _— 111305002 DepMeHTATHBHUH METO]
AE ALl abo abo --- Ilo3uTHBHA IlozutuBHa
e MOPERDAR385 |BEPX
Konip Y6 3611‘3020;0256 BizyanbHa oliHka Konip He 6insiie Yo He binbire Y6
Inemuq?maum 412001014 [Ipeumnitauisg - [lo3uTHBHA IloanTuBHa
XJIOPHMIIB
KinpkicHe -
BH3HAYCHHA 512001005 ATOMHa abcopluig MEKe/n 16,7—-18,4 17,5
KanbLiio
I,uen'r::{cpmaum 512001005 ATomMHa abcopbiin - [losurrBHA [losuTHBHA
KaJIBLIIO
[Ipozopnii,
6e3bapeHuit abo _
3oBHIIMHI Burngg (512001010 BizyansHo - 3JIerkKa >KOBTHA, Bianosigae
NPAKTHYHO
BITLHIM BiT HACTOK
5-TIAPOKCHMETHI
bypdypor (0,4% :
po34HH ko3 — [BE111708004 (-mekTpopoTomeTpH He £y Us (onusinng He 6inpiue 0,25 0,07
. BH3HAYC HHA NOTJIMHAHHA )
abcopOuis npu 284 -
HM)
Kinpkicue BE112104001 Tonspumerpis
BH3HAYEHHS abo abo /i 333 — 368 353
TTIOKO3K MOPERDAR385 |BEPX
pH (5% pos3aun BE112116003 IToTenitioMmeTpuune B
FJIFOKO31) €Pp 223 BH3HAYE HHS pH 39 =35 #’1

Llum 5 3acBinyy10, M0 HaBeJeHa BUILE iIHDOPMALLiS € ZOCTORIPHOI Ta TOUHOIO. Liro cepito npoaykuil 6yno Bupobieno, B Tomy
YUCITI YTIZKOBAHO/TIPOMAPKOBAHO TA NMPOBEAEHO KOHTPOJB AKOCTI, HA BHIIE2a3HAYCHMX AVIBHHLAX 2 TIOBHHM HOTPUMAHHAM
BHMOT HalIeXHOI BMpOOHMYO! npakTHkh (GMP) MicueBoro perynaTopHoro opraHy Ta 3rigHo 3i cnetuglkalisMu
peecTpaLiiifHoMy NOCBIMMEHHI KpalHu-iMrioprepa a6o crenudixkamisMu Ha AOCTILKYBaHUH JTikapcebkuit 3aci6. [TpoTokony
BHIOTOBJICHHA, NAKYBaHHA Ta aHanizy cepil Oyau nepernayyTi Ta BH3HaHI K TakKi

, 10 BIAOOBINAIOTE BUMOraM HAIEXKHOT
BHPOOHNYOT npakThkU (GMP). |

/30-11-2023/

/nionuc! C, Somers

[TiaroToBuB: iM'A Ta ntignuc / nara
Binain 3abesneueHna sxocti (Biggin Bumycky

npoayKiii)

QA-RL-0566/02

f01-12-2023/

/nionuc/C. Brassinne

SONWME: IM'S Ta mianuc / mara
(a2 eHa ocoba abo z3aMicHUK

(BE-505217)




