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KepiBHHKAM Ta Y HOBHOBAKEHHM 0c0DaM
ANTEYHUX TA MEAHYHHX 3aKIA0IB
Kiposorpaacbkoi o6.1acTi

Jlo yBarn Y nmopHOBa’KeHHX 0Cif!

Hanaemo posnopsmkeHHs JlepxaBHoi c1yxk0u YKpaiHK 3 JTiKapcbKHX 3aco0iB Ta KOHTPOJIIO
3a HAPKOTHKAMH 1010 32a60poHH 00iry JikapcbKoro 3acofy.

3a_HASIBHOCTI, BKa3aHWX Yy PO3MOPS/DKEHHI JIIKApChKUX 3aco0iB, noBilomutu JlepxasHy
cayx0y 3 JIIKapChbKHX 3acoGiB Ta KOHTPOJI 3a HapkoTukamu y KipoBorpaicbkii obsacti  1po
BXKUTIi 3aX0H 10O BUKOHAHHS PO3IIOPSAKEHHS.

[HpopMaLlifo HaJaBaTH Ha [AIIEPOBUX HOCIAX MOUITOK, 3@ aiapecoto: ey.1. [Ipeodpancencoka, 2,
M. Kponusnuuvkui, 25006, 3 1oJaTkaMu.
a) IPY BMILIICHHI B KapaHTHH JOAA€ThCA KOMis MPpHOYTKOBOT HAKJTaIHOT,
0) IpH OBEPHEHHI NOCTaYalbHUKY A0AAI0ThCSA: KON IIPUOYTKOBOT HAKIIA/IHOT!
KOI1isl HAKJIaJAHOT Ha [TOBCPHCHHS.

B) Y BMIAJKy Mepejadi BAXOAIB JIKAPChKOIo 3acoby Ha yTuiisalito ado 3HUIUCHHS,
y IBOTHKHEBHH CTPOK noiHopmyBatn JlepkaBHY ciyxk0y 3 JiKapchKUx 3aco01B Ta KOHTPOITHO 30
HapkoTHKami y KipoBorpazachKiii 061acTi Ta HaJaTH KOIik IPUOYTKOBOI HaK/IaAHOT.

[Ipy HacTyNHMX MOCTaBKaX JIKApChbKUX 3aco0iB, BKA3aHMX y PO3HOPSUKCHHSX, CyO'eKT
FOCMOJAPIOBAHHS TIOBHHEH BXKHTH 3aXOIiB MO0 3amobiranns npuabannsd, peamsarnii Ta
3aCTOCYBaHHS JIKapChKHX 3aC00iB, 3a3HAYEHHX Y PO3HOPSIKEHHSX.

Y BHNAAKY BIIACYTHOCTI JIKapchbkMX 3aco0iB, BKaszaHHX Yy PO3NOPSUKCHHAX HH JHCTaX
JlepxIiKcyx0u, BilnoBiai B MHECHMOBOMY BUIJIS/1i HAAABATH He NOTPIGHO.

OfHOYACHO HAragyeMo, LIO 3 PO3MOPSMLKCHHAMH Ta JUCTaMu JlepiIIiKCIy)Ou MOKHa
o3HaifoMuTHCA Ha odiumifiHoMy BeGcaiiti JepkaBHoi cyk6u Ykpainu 3 nikapchkHx 3aco0iB Ta
konTpomo 3a Hapkotmkamu  (https://www.dls.gov.ua/) B pozaini  PO3IMOPAUKEHHA
JEPXJIIKCITY KBH.

Jonarok: Konis posnopskerns J{epxxaBHol ci1yxOn YKpaiHH 3 JIIKapchKUX 3aC001B Ta KOHTPOIIHO
3a HapKOTHKaMH Bix 27.03.2026 Ne 163-001.2/002.0/17-26 Ha 2 apK..

HauanbHUK cayx0u Jinia TAH®LTOBA

QOcraneHko Banentuna 32 14 41

Hepwapna cyk0a 3 HKapCLEHX 3ac00IB Ta KOHIPOTIo s
X papkoTikami y Kipoporpaickkiii od1act
XE Nel53-01.1/02.0/05.12-26 nia 30.03.2026
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JNEPKABHA CJHYKBA VKPATHM 3 JIKAPCBKHUX 3ACOBIB

TA KOHTPOJIO 3A HAPKOTUKAMHA
(Mepsikemyxda)
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https://www.dls.gov.ua, Kox €JIPTIOY 40517815

Ne Ha Ne BiJ
KepiBHukam cy6’exTiB
rocnojapoBaHHs, Kl 3aliMalOTHCA
peaJjiizanicio, 30epiraHHgM i
32CTOCYBAHHAM JiKapCchbKHX
3aco0iB
KepiBuukam TepUTOPiaIbHUX

oprauis [lepiikcinysxou

PO3MNOPSIIKEHHS

Bixnosinso g0 Koscrutyuii Ykpainu, crateit 15, 22, 55 3akony VYkpainu
«OCHOBH 3aKOHO/IABCTBA YKpaiHU TIPO OXOPOHY 310poB's», cratedt 15, 21 3aKoHy
Ykpaiau «IIpo nikapceki 3aco0m», Ilonoxenns mpo JepikaBHy cinyx0y Ykpalnu
3 NiKapchKUX 3aCO0IB Ta KOHTPOJIO 32 HAPKOTHKAMHU, 33TBEPIKEHOTO NOCTAHOBOIO
Ka6inery MinictpiB Vkpainu Bim 12.08.2015 Ne 647, Tlopsnaky 3nificHEHHs
JIepXKABHOTO KOHTPOJIO SIKOCTi IiKAPCHKUX 3acO0iB, IO BBO3ATHCH B Ykpainy,
3aTBepIKeHOoro noctanosoro Kabinery MiHicTpiB YKpainu Big 14.09.2005 Ne 902,
nyHkTy 3.2.2 Tlopsaky BCTaHOBIEHHs 3a0OpOHHU (TuMuacoBoi  3a00OpOHM)
Ta TOHOBJIEHHs ODITY MKapchbKUX 3aco0iB Ha TepUTOPIi YKpaiHH, 3aTBEPIKEHOTO
HakazoM MiHicTepcTBa OXOpPOHH 3[OpOB’S YKpaiHd Bif 22.11.2011 Ne 809,
(31 3MiHamu), 3apeectpoBaHoro MiHICTEPCTBOM foctulii  Yipaiau 30.01.2012
3a Ne 126/20439, TlopsiaKy KOHTPOIIO SKOCTI JIKapChKMX 3ac00iB Mif Hac ONMTOBOL
Ta POo3apiOHOI TOPTiBIi, 3aTBEPUKEHOTO HAKa30M MiHicTepcTBa OXOPOHU 3/I0POB'S
Ykpaiuu Big 29.09.2014 Ne 677, 3apeecTpoBaHOrO MinicTepcTBOM IOCTULIT YKpaiHu
26.11.2014 3a Ne 1515/26292, Tpapun yTraizalii Ta 3HAMEHHS TiKapChKUX 3ac00iB,
3aTBEp/PKEHMX Haka3oM MiHicTepcTBa OXOPOHH 3710poB’st Ykpainu Bif 24.04.2015
Ne 242, 3apeectpoBanux MiHicTepcTBOM tocTHUIl YKpalHH six 18.05.2013
3a Ne 550/26995, ma miacTaBi HAIXOPKeHHS iHGopMauii Bin ITpeacTaBHMITBA
«Jlenbra Megxiken npomoyimss A» (mmer Big 27.03.2026 Ne 06 - 416) moxno
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XGEVA® 120 mg (Denosumab), 1 ¢aakoH y KapTOoHHIH KopoOLi, BApOOHHUITBA
Ammxen €spona B.B., Hizepnanau, 3 MapKyBaHHSIM TypeLIbKOIO MOBOIO (T€pMiH
npuaatHocti 12.2027), mo odiniiiHo He BBO3KUIACH HA TEPUTOPIIO Y KPaiHH.

3 METOoK aKTHUBHOI MPOTH/il TMOIHPEHHIO JIIKAPCHKUX 3ac00iB, IUIAXU
HA/JXOKEHHA Ta yMOBM 30epiraHHs SKUX HEBiOMi, BHU3HAUYUTH SKICTh Ta
Oe3IeuHiCTh IKUX HEMOXJIMBO, 3 OIJISIIy Ha Te, IO TaKa MPOAYKIiis € HeOe3MeTHO0

Ta MOE HECTH MMOTEHIIHY 3arpo3y KUTTIO Ta 3J0POB’I0 HACETICHHS:

3ABOPOHMIO peanizamnito, 30epiransst Ta 3actocyBaHHs cepil 1196019
nikapcbkoro 3acoby XGEVA® 120 mg (Denosumab), 1 ¢guaakon y kaprousiii
KopoOui, BupooHuNTBa AMIxen €ppona b.B., Hinepnanau, 3 MapKyBaHHSIM
TYPeLLKOI0 MOBOIO, 110 odilliifHo He BBO3WIAch Ha TepuTopito Ykpainu (poto
TTOAETHCS ).

Cy6’ekTaM TroCHOJapiOBaHHsA, sKi 3AiMCHIOIOTH peanisaimiro, 30epiraHHs
T2 34CTOCYBAHHS JKApCHKUX 3acO0iB, HEBIJIKNAJHO, MICIs OJEpPXaHHs TaHOro
PO3MOPSIKEHHS, TIEPEBIPUTH HAsSBHICTH BKa3aHOI cepii JTIKapChbKOIo 3aco0y, BIKUTH
3aXOIM LI{0J0 BUTYUEHH 11 3 00iTy IIISIXOM [TOBEPHEHHSI [10CTa4aIbHAKY/ BUDOOHUKY
a60 3HUILEHHS, NIPO 1O TIOBIJOMUTH TepuTopiansHuit opran JepxmnikcayxOu. [licns
3HMINEHHS BIiAXO[iB mpernapaTy B JBOTWKHEBHMl CTPOK HAlpaBUTU O
TepuTOpialbHOro oprany JlepXIiKcIy»OH KOMio aKkTa Mpo 3HUILEHHS BiJXOZiB
nikapcpkoro 3aco0y. [IpM HAacTYNHMX IIOCTaBKax JKapchKOro 3acoly cy0h’exrt
rOCIOJAPIOBAaHHA IOBMHCH BXHWTH 3aXOMAiB IIOAO 3amo0iraHHA IPHAOaHHIO,
peamizamii Ta 3acTOCYBaHHIO JiKapChKOro 3aco0y, HaBEIEHOr0 B JaHOMY
PO3MOPSIHKSHHI.

KoHTponb 3a BHMKOHAaHHAM  JAHOTO  PO3NOPS/DKEHHS  3MIHCHIOIOTh
TepuTopianbHi opranu Jlepxutikciy 01 Ha BiMOBIAHIN TepUTOPIi.

HeBUKOHAHHS IAHOTO PO3MOPAMKEHHS TATHE 32 cOOOK BIAMOBINANBHICTH
3riIHO 3 YHHHUM 3aKOHOJABCTBOM YKpaiHH.

Komii faHOro po3NOpsIKEHHS HAIPaBIIeHi:

MiHicTepCTBO OXOPOHH 310POB's YKpalHH;

JIT «JlepxaBHuii ekcrepTHuUil HeHTp MiHicTepcTBa OXOPOHH 30POB'S
Ykpaiun»; : '
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(E420) ve polisorbat 20. flave bilgi igin Kullanma Talimatna bakiniz.

gi yerlerde ve ambalajinda sakiaymniz.

XGE VA~ 120mg"
SC Enjeksiyonluk Gozelti
Denosumab

Subkutan kullaim igin 1 adet tek kullanimirk flakon
2°C-8°C arasinda buzdolabinda saklaymiz.

Oda sicakhgina (25°C) getirildikten sonra 30 giin iginde kullantimahdir.

Dondurmayiniz.

Igtktan korumak icin orijinal ambalajinda saklayingz.
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" XGEVA 120 mg e mem XGEVA 120 mg
SC Enjeksiyonluk Gozelti B Son Kullanma SC Enjeksiyonluk Gozelti
Denosumab ' Denosumab
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