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KepiBaukaM Ta YTIOBHOBaKeHHM 0c00aM
anTeYHHX Ta MeJHYHHX 3aKJajxiB
KipoBorpaacbkoi o61acTi

Jlo yBaru YnoBHOBaskKeHHX 0Ci!

HajiaeMo posmopspkeHHs! JlepKaBHOI CIyXOn YKpaiHu 3 JIKapChKHX 3ac00iB Ta KOHTPOIIO
33 HAPKOTHKaMH 0710 3a6oponn o6iry JikapcbKroro 3acofy.

3a HasIBHOCTI, BKA3aHHX y PO3NOPSUDKEHHI JIKapChKHX 3acobiB, MOBLIOMHTH JlepiKaBHY
cnyxk0y 3 JIKapChKHX 3aco0iB Ta KOHTPONIO 33 HApKOTHKAaMH Y KipoBorpazcskifi o6macTi IIpo
B/KHTI 3aXOJIH II0JI0 BIKOHAHHA PO3MOPSKCHHA.

THhopMaIliio HaIaBaTH Ha NANlepOBHX HOCIAX MOIITO0, 3a afpecolo: 6y IIpeoopasicencska, 2,
m. Kponuenuysxuii, 25006, 3 joraTkaMu:
a) IPY BMINIeHH] B KADAHTHH JI0JIA€ThCS KOMis NpHOYTKOBOI HAaKIIaqHOIL;
6) OpH MOBEPHEHHi IOCTATANBHHKY JONAIOTHCA: KOIis NPHOYTKOBOI HAKIAHOL,
KOIIisf HAKJIATHO! Ha TIOBEPHEHHA.

B) V BHIAJKy Iepeiadi BiIXOJiB JiKapchbkoro 3acoby Ha yTIIi3alio  ado 3HUIEeHHS,
v IBOTIDKHEBHII cTPOK MoiHbopMyBatu JlepikaBHy CIyKOy 3 JIKapChKHX 3aco01B Ta KOHIPOJIIO 32
HapKoTHKaMH y KipoBorpajichkii 06acTi Ta Ha1aTH KOMio NPHOYTKOBO HAKIIaHOI.

IIpH HACTYNHHX IOCTABKaX JIKapChKHX 3aco0iB, BKA3AHHX Y PO3NOPSKEHHAX, cy0’€KT
TOCTIOAPIOBAHHSA IOBHHEH BXHTH 3aXOiB II00 3amobiraHHs OpHAOaHHA, peanisamii Ta
33CTOCYBaHHS JIKaPCHKHX 3ac001B, 3a3HAYEHAX Y PO3IOPAIUKEHHSX.

V BHOAAKY BiACYTHOCTI JIKApCBKHX 3aco0IB, BKa3aHHX Yy DPO3MOPAKEHHAX TH JICTaX
Jlepxikcy k0, Biimosiji B AHCHMOBOMY BHIISII HAABATH He MoTpidHoO.

OJHOYACHO HArajyeMo, L0 3 PO3MOPS/DKEHHSIMH Ta JCTaMH JIepaIKCIyxOH MOXHA
o3HaffomMnTHCS Ha odiniiiHOMY Bebcaiiti JlepkaBHOI CTyxKOH YKpaiHH 3 JiKapChKHX 3aco0iB Ta
KoHTpomo 3a HapkorTnkamn  (https:/www.dls.gov.ua/) B posmini  PO3IOPSDKEHHA
JEPXJIIKCITYKBH.

JloxpaTkm:
1. Komist posnopsimxenns JlepxaBHoi cllyx01 YKpaiHu 3 JIKapCHKHX 3ac001B Ta KOHTPOJIIO 3a
HapKOTHKaMH Bix 10.09.2026 Ne 429-001.001/002.0/17-26 na 1 apx.;

2. Konis posnopsukeHHs JepikaBHoi ciry)0n YKpaiHu 3 NiKapCHKIX 3ac001B Ta KOHTPOIIO 32
HapKOTHKaMH Bia 10.09.2026 Ne 430-001.001/002.0/17-26 Ha 1 apx..
HauaJbHUK CIyXKOH Jlinis HAHOLIOBA

Ocranenxo Banedtuna 32 14 41 - L e
jlcpwamm CAYHDA 3 AKAPCHRIX mgoma T3 KOHTPOTIO 32

mapronikamu ¥ Kiposorpagerkiit obaacn
T Ned17-01.1/02.0/05.12-26 Bix 11.09.2026
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No Ha Ne BIZT
KepiBHnkam cy6’exTiB
rocnojaproBaHHs, fAKi 3afiMalOTbLCH
peaJizauie€io, 30epiraHHsIM i

3aCTOCYBAHHSM JliKapchbKHX 3ac00iB

KepiBHukam TepUTOPIaJIbHUX
oprasiB Jlepxkiikc/ayxou

PO3IOPAKEHHSI

Bignosinno no Koucruryuii Vkpaiuu, crateit 15, 22, 55 3akony Ykpainu
«OCHOBH 3aKOHO/1aBCTBa YKPaTHHU PO OXOPOHY 310pOB'sy, cTaTed 15, 17, 21 3aKkoHy
Yxpainu «llpo nikapebki 3aco6u», IMonoxenns mpo Jlepxasay cnyx6y Ykpaitu
3 JIKapChbKMUX 3aC0O0iB Ta KOHTPOJIO 338 HAPKOTHKAMH, 3aTBEPIKEHOTO MOCTAHOBOO
Kabinety Minictpis Vkpainm Bix 12.08.2015 Ne 647, Ilopsiaky 3aiiicHeHHs
ACP)KABHOTO KOHTPOMIO SIKOCTI JIIKaPCBKUX 3aco0iB, IO BBO3ATECH B YKpaiHy,
3aTBEPIUKEHOro noctaHoBoro Kabinery MinicTpiB Ykpainu Bix 14.09.2005 Ne 902,
nyukty 3.2.2 Ilopsmky BCTaHOBNEHHS 3a0OpOHHM (THMYAcoOBOI 3a00pOHH )
Ta TNOHOBMEHHs O0Iry JiKapchbKuX 3acobiB Ha TepUTOpii YKpaiHH, 3aTBEp/KEHOro
Hakasom MiHicTepcTBa OXOpoHM 310poB’s Ykpainu Bim 22.11.2011 Ne 809
(31 3MiHamu), 3apeecTpoBaHOro MiHicTepcTBOM rOCTHLIT VYkpainu Bin 30.01.2012
3a N 126/20439, TNopsaaxy KOHTPOIIO SKOCTI JTiKapchKUX 3acoBiB M Yac ONTOBOI
Ta po3/PiGHOT TOpriBii, 3aTBepIKEHOro HakazoM MiHicTepcTra OXOPOHU 370pPOB's
Yxpainu Bing 29.09.2014 Ne 677, 3apeecTpoBaHOro MinicTepcTBoM 0cTHIIT YKpaiHu
Bif 26.11.2014 3a Ne 1515/26292, ITpasun YTHI3alli Ta 3HUINEHHS JTIKapChKHX
3ac06iB, 3aTBEPIKEHHX HAKA30M MinicTepcTBa OXOpOHHM 310poB’s  Vkpainu
Bin 24.04.2015 No242, s3apeecTpoBanux MiHicTtepcTBoM tocTuuii  Vkpainu
Bim 18.05.2015 3a No 550/26995, Ha mimcTaBi HaIXOMKEHHS MIKHapOJIHOIO
MOBIIOMJIEHHS Bifl PEryJISTOPHOro oprany TypeudHHH IIONO BUSBICHHS B o0iry
cepii  SLF4S40  danbcudikosanoro JNIKapChKOro 3aco%% DARZALEX

IepxaBHa cyx0a 3
JiKapchKUX 3ac00iB Ta
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(Daratumumab), 400 mg/20 ml, KoHIUeHTpaT Ang po3uMHY s 1H}Y3iH,
(uakon 20 M1, 3 MapKyBaHHAM Janssen.

3 METOI0 aKTMBHOI MpPOTHAIl IOLIMPEHHIO IiKAPCHKHX 3aco6iB, LIISIXH
HaIXOKEHHS Ta YMOBM 30epiraHHs SKHX HEBIiJIOMi, BHM3HAUUTH SKICTh Ta
Oe3NeyHICTh SIKMX HEMOMKIIHBO, 3 OIVISLY Ha Te, IO TaKa MPOAYKIiS € HeGe3neuHOK
Ta MOX€ HECTH 3arpo3y KHUTTIO Ta 3/I0pPOB’ K0 HACEIEeHHS:

3ABOPOHAIO peanizauiro, 36epiranHs Ta 3acTtocyBaHHs cepii SLF4S40
danbcudikopanoro  sikapcekoro  3aco6y DARZALEX (Daratumumab),
400 mg/20 ml, xKoHUeHTpAT AN pPO3YHHY IS iHgy3ii, ¢aakon 20 ma,
3 MapKyBaHH#AM Janssen ((poTo nopaeTbes).

Cy0’ekTaM TrocriogaproBaHHS, SIKi 3IiHCHIOIOTH peanizanito, 306epiraHns
Ta 3aCTOCYBAaHHA IIKapChKUX 3aco0iB, HEBIJKIAZHO, MIiCTA OfepIKaHHS NAHOTO
PO3MOPSIIDKEHHS, [IEPEBIPUTH HASIBHICTH BKA3aHOI cepii NiKapchKoro 3ac00y, BKHUTH
3aXOQM MO0 BHIYYCHHS 11 3 00iry LUIAXOM 3HHINEHHS abo TIOBEPHEHHS
MOCTAaYaNbHUKY, MPO IO MOBIIOMUTH TepHTOpianbHHI Opran JIepiIiKCITyKOw.
Y pasi 3HUILEHHS BiIXoMiB 3a3HAYEHO] cepii JIKapchKOro 3acoby B JBOTHIKHEBHI
CTPOK HampaBUTH [0 TEPHTOPIAIBHOro opraHy JlepIikcayxOu komilo akTta
PO 3HMILEHHS BIAXOMIB JIIKapchKOro 3acoby.

KonTpons 3a BUKOHaHHSM nanoro PO3NOPAINKEHHS 31iHCHIOIOTH TEPUTOPiabHi
oprauu [lepikiikemys0Ou Ha BiAIoBiaHil TepuTOpii.

HeBukonauus nasoro PO3MNOPSAJUKEHHs TATHE 3a co0O0K BiANOBINANBHICTE
3TiHO 3 YHHHUM 3aKOHOJABCTBOM VYkpaiuu.

Komnii ranoro posnopsmkenns nanpasieni:
MiHicTepcTBO OXOPOHH 310pOB'st Vkpainy;

Al «[lepxaBHuii  excrepTHHit ueHTp MiHicTepcTBa OXOPOHH 370pOB's
Ykpainuy, '

TOB «[lxoncon i [xoncon Yipaia I1». /
\ f /

T'ostoBa nikeinauiiinoi komicii ."'\ / Tapac IPOHIB

Onena BA3OBCDBKA, Ten.(044) 422-55-76 (127)
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Ne Ha No BijI
KepiBHukam cy0’ekTiB
rocnojapoBaHHs, fAKi 3afiMalOTbes
peaJizauieio, 30epiraHHamM i

3aCTOCYBaHHSAM JiKapchbKHX 3ac06iB

KepiBuukam TEPHTOPIAJIbLHHX
opranis Jlep:kiikeny:x6u

PO3ITOPSKEHHS

Binnosigno mo Koncruryuii Vxpainu, crareii 15, 22, 55 3akony Ykpaiuu
«OcHOBH 3aKOHOaBCTBA YKpaiHu MPO OXOPOHY 310pOB'si», cTatel 15, 17, 21 3akony
Yxpainu «[Ipo nikapcbki 3aco6uy», ITonoxeHus npo JlepxasHy cnyx6y Yxpaiuu
3 JIKapChKKX 3ac06iB Ta KOHTPOIIO 33 HapKOTHKaMH, 3aTBEPKEHOI0 IOCTAHOBOK)
Kabinety Minictpis Vkpainu Bin 12.08.2015 Ne 647, Iopsaky s3nificHenHs
ACPHKABHOTO KOHTPONIO SIKOCTi JIKAPCHKWUX 3aco6iB, 10 BBO3ATLCH B Vkpainy,
3aTBEPIUKCHOTO nocranoBoto Kabinety Minictpie Vipaiuu six 14.09.2005 No 902,
NyHKTY 3.2.2  Tlopsaxy BCTaHOBIIEHHS 3a00pOHH  (TUMYAcOBO} 3a00pOoHH)
Ta NOHOBJICHHs 00ITy JIIKapChbKUX 3aCO0iB Ha TepHTOpii YKpaiHH, 3aTBepmKeHoro
Hakasom MiHicTepcTBa 0XOpOHM 370pOB’s Ykpainu Bin 22.11.2011 Ne 809
(31 3miHamm), 3apeecTpoBaHOro MinicteperBom toctunii  Vipainu 30.01.2012
3a Ne 126/20439, Tlopsiiky KOHTpONIIO SKOCTI JIIKApChKUX 3acoBiB Mij Yac onTosoi
Ta po3apiGHOT TOpriBIl, 3aTBEpIKEHOr0 HAKA3ZOM MinicrepcTBa oxoponu 310pos's
Ykpainu Bix 29.09.2014 Ne 677, 3apeeCTpoBaHOro MiHiCTEpPCTBOM I0CTHILIT VYkpaiuu
Bifl 26.11.2014 3a No 1515/26292, Tlpasun yrunizauii Ta 3HULIEHHS JIIKapChKUX
3aC00IB, 3aTBEPIKEHUX HAKA3OM MinicteperBa  oxoponu 310pOB’s  YKpaiHu
Bil 24.04.2015 No 242, 3apeecTpoBaHux MinicTepeTBOM  IocTHNIT Ykpainu
BiL 18.05.2015 3a Ne 550/26995, mHa migcraBi HamxomkenHs MIXKHapOIHOTO

HOBIOMJIEHHS BIJI PeryJsTOpHOro oprany Yecbkol Pecny6niku
Ne  PL/falsification/01/01 IIONO  BMABIEHHS B  06iry [}:epi'i RT6KIL 8
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(Semaglutidum), posumn nnst iw'exuilf y norepenHso 3amoBHeHiH MIIPHL-pyYL,
I pyuxa-wmpui; 06'emom 3 mi + 4 rosiku, 3 MapKyBaHHsM BUpoOHUKiB Novo Nordisk
A/S; Novo Nordisk Production SAS.

3 MeTroi0 aKTHBHOI NPOTHAIl TNOIIMPEHHIO NIKAPCHKUX 3acO6iB, MLIAXU
HaJXO/DKEHHsT Ta YMOBH 30epiraHHs SKWX HEBINOMi, BH3HAYHUTH SKICTb Ta
esnevHicTh AKMX HEMOXIIUBO, 3 OTVIsIY HA Te, 10 TaKa MPOLYKIs € HeGe3MeuHOH0
Ta MOXE HECTH 3arpo3y XKHUTTIO Ta 3A0POB 1O HACEIEHHS:

3ABOPOHAIO peanizaniro, 30epiranns Ta 3aCTOCyBaHHS cepil RT6KL87
anbcudikoBanoro nikapeskoro 3aco6y OZEMPIC 1MG 1PC. W. NF+ 4PCS.
(Semaglutidum), po3unn aas in'ekuiii y nonepeanno 3anosueniii I PHI-PYYLi,
1 pyuxka-mnpun 06'emom 3 ma + 4 roaku, 3 MapKyBaHHAM BHpPoOGHuKIB Novo
Nordisk A/S; Novo Nordisk Production SAS.

Cyb’exraM rocrnosaproBanHs, ski 3ailicHioOTs peanizaiio, 30epiranHs
Ta 3aCTOCYBaHHS JIKApPCbKUX 3acO6iB, HEBIAKIAIHO, MIiCTA OJEpIKaHHS JAHOTO
PO3IOPDKEHHS, EPEBIPUTH HASBHICTH BKA3aHO! cepii MiKapehKoro 3ac00y, BXKUTH
3aX0MH OO0 BWIIYYEHHS 11 3 0O0Iry LITAXOM 3HHUIIEHHS a6o [IOBEPHEHHS
MOCTavaNbHUKY, MPO IIO TMOBILOMUTH TepUTOpianbHHi opraH JlepaIikciyxou.
Y pasi 3sHMLIEHHS BiXOAIB 3a3HayeHoi cepii JIKapChbKOro 3aco0y B ABOTHIKHEBHH
CTPOK HANpaBHUTH 1O TEPUTOpIalbHOrO opraHy Jlepxiikcayx6u Komio akrta
PO 3HHIIEHHS BIAXOIB J1iKapChKOro 3acoby.

KoHTpons 3a BuKOHaHHSIM 1aHOTO PO3MOpsKEHH S 3iiCHIOOTS TEPUTOPIallbHi
opranu Jlepxiikenysx6u Ha BiANOBIqHilN TepUTOpIi.

HeBHKOHAHHS 1aHOrO PO3MOPAIKEHHS TArHE 33 COGO BI/IMOBI 1AJILHICTB
3T1/THO 3 YUHHHM 3aKOHOIABCTBOM Ykpaiuu.

Komil nanoro posnopspkenss Hanpasieni:
MiHicTepeTBO 0XOpPOHH 340pOB's YKpaiHy;

AT «/lepxanuii excnepTHuil meHTp MiHicTepeTBa  0XOpOHH 3J10pOB's
Ykpainu»;

TOB «Hoo Hopaick Ykpaitay.

I'onoBa nikBiganiinoi komicii ; ‘ S Tapac IIPOHIB
/ |

Onena BA3OBCDBKA, Ten.(044) 422-55-76 (127)



