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KepiBHHKaM Ta YOBHOBAKEHUM 0C00aM
ANTEYHHX TA MEAHYHHUX 3aKIALIB
Kiposorpaacbkoi o61acTi

Jo yBarun YnoBHoBa:keHHX 0ci0!

Hanaemo posnopsimkeHHst Jep:kaBHoi c1y:O0H YKpaiHH 3 JIIKapCbKUX 3aco0iB Ta KOHTPOJIIO
3a HApKOTHKAaMH 10710 3a60poHH 00iry JiKkapcbKoro 3acody.

3a_HasIBHOCTI, BKa3aHUX y PO3MOPS/DKEHHI JIIKApChbKUX 3aco0iB, nosigomutu JlepxkaBHy
ciny0y 3 JIKapCchKHX 3aco0iB Ta KOHTPOMIO 3a HapkoTHKamu Yy KipoBorpaacekin obsacti  11po
BXKHTI 3aX0/1{ 1110710 BUKOHAHHS PO3MOPSAIKEHHS.

__Indopmaiiio HajaBaTH Ha ManepoOBUX HOCLAX IOLWITO, 3a aapecoro: éyi. [lpeodpascencoka, 2,
M. Kponusnuyokuii, 25006, 3 1oJaTKaMH.
a) IIpH BMIMICHH] B KapaHTHH J0JA€ThCs KOMisg MPHOYTKOBOT HAKIIAIHOT,
0) OpH MOBEPHEHHI MOCTAYANBHHKY JI0/IaI0ThCH: KOS NPUOYTKOBOT HaK/1a IHOT:
KOIlist HAKJIAJIHOT Ha [TOBEPHCHHS.

B) Y BHIIQJKy Mepe/adi BIIXOMIB JHKAPChKOro 3aco0y Ha YTHII3aliio abo 3HHIICHHA,
y JIBOTHXHEBUI cTpok noiHdopmyBatu JepkaBHy cay:K0y 3 JIIKAPChKHUX 3aCO0IB Ta KOHTPOJIIO 3
HapkoTHkamu y KipoBorpaachkiil 061acTi Ta HaJlaTH KOMIK IPUOYTKOBOT HAK/IAIHO.

IIpy HACTYNHHMX MOCTABKAX JIIKAPCBKUX 3ac00iB, BKA3aHMX Y PO3IOPS/KEHHSX, CYO €K1
rOCTIONApIOBAaHHS TMOBHHCH BKHTH 3aXOMiB [10J0 3anodiranng mnpuabanus, peamsaiii  Ta
3aCTOCYBaHHS JIIKAPChKUX 3aC001B, 3a3HAYCHUX Y PO3IOPS/UKCHHSX.

Y BHNAAKVY_ BIICYTHOCTI JKapChKUX 3aco01B, BKa3aHHUX Y PO3MOPS/UKCHHAX HH JIHCTax
JlepKIIiKeIy0u, BilnoBini B MACHMOBOMY BHIVIS1I HAIABATH He MOTPifHO.

OJHOYACHO HAraayeMo, IO 3 PO3MNOPSIKEHHAMH Ta JMCTaMu JlepiiiKeayxOH MOKHA
osHalloMuTHCa Ha odimiiiHoMy Bebcaiiti JlepkaBHoT ciyxkOn YKpainu 3 JIIKapehKHX 3acobiB Ta
kouTpormo 3a Hapkotukamu  (https://www.dls.gov.ua/) B pozaimi  PO3IOPAUKEHHA
JHEPXJIKCITY)KBH.

Jonarku:
1. Komist posnopsmxenHs JlepxaBHoi ciyk0n YKpaiHH 3 JIIKapChbKHX 3aC00IB Ta KOHTPOJIO 34
HapkoTHKaMH Bix 02.04.2026 Ne 170-001.2/002.0/17-26 na | apk.;
2. Kormis posnopskenns JlepxkaBHoT cTy0n YKpaiHH 3 TIKapChKuX 3acobiB Ta KOHTPOITO 34
HapkoTHKamHu Bi 02.04.2026 Ne 171-001.2/002.0/17-26 Ha 1 apk..
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JNEPXKABHA CJIYXKBA YKPATHHU 3 JIKAPCHKHMX 3ACOBIB
TA KOHTPOJITO 3A HAPKOTUKAMMX
(depsriikceiry:x0a)
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Ne Ha Ne BiJI
KepiBankam cy0’exTiB
rocnojapoBaHHs, fiKi 3aHMalTbCH
peaJizauicio, 30epiraHHAM i

3aCTOCYBAHHAM JiKapChKHX 3aco0iB

Kepienukam TEePHTOPIAJIbLHUX
opranis lep:xiikciysxon

PO3IOPS/DKEHHS

Bimgnosiguo no Konctutynii Ykpainu, crared 15, 22, 55 3akoHy YKpalnu
«OCHOBH 3aKOHO/IaBCTBa YKpaiHH PO 0XOPOHY 340POB'sy, cTateit 15, 17, 21 3akony
Vxpainu «[Ipo mikapcski 3aco6m», [lonoxenus npo JlepiasHy ciryx0y Ykpainu
3 KapCHKUX 3aCO0IB Ta KOHTPOIIO 33 HAPKOTHUKAMH, 3aTBEP/DKEHOTO MOCTAHOBOKO
KaGinery MinicTpie Vkpainu Bix 12.08.2015 Ne 647, Ilopsanxy 3/IIICHEHHs
IEP’KaBHOrO KOHTPOJIO SKOCTI JIKapChKHUX 3aco0iB, 10 BBO3ATHCA B YKpaiHy,
saTBepKeHoro nocraHoBoo KaGinery MiHicTpiB YKpaiHu Bix 14.09.2005 Ne 902,
nyskry 3.2.2 Tlopsaky BCTaHOBNEHHS 3a0OpOHHM (tumyacoBoi  3a60pOHHM)
Ta MOHOBJIEHHS 06Iry JNiKapchKuxX 3aco0iB Ha TepurTopii YKpaiHH, 3aTBEPIKEHOTO
HakasoM MiHiCTepcTBAa OXOpOHHM 370poB’s VYkpaima Bix 22.1 1.2011 Ne 809
(31 3mimamum), 3apeecTpoBaHOro MIiHICTEPCTBOM foctunii Yxpaiam 30.01.2012
3a No 126/20439, TTopsiaKy KOHTPOIIO SKOCTI JiKapChKUX 3ac00iB i 4ac OIITOBOI1
Ta po3zpibHOi TOpriBNi, 3aTBEPIKEHOr0 HakasoMm MiHicTepcTBa 0XOpOHH 3/I0POB'st
Yxpaiau Bix 29.09.2014 Ne 677, 3apeectposanoro MinicrepcTaoM IOCTHLT YKpaiHU
26.11.2014 3a Ne 1515/26292, TpaBu yTuIi3alii Ta 3HUIEHHS TiKapChKHUX 3aC00i1B,
3aTBepIIKCHMX Haka3oM MiHiCTepcTBa OXOPOHHU 340POB’s Vxpainu Big 24.04.2015
Ne 242, 3apeecTpoBanmx MiHiCTepCTBOM FOCTHLIT YKpaiHu Bim 18.05.2015
3a Ne 550/26995, ma mifcTaBi HaIXOMKEHHS MDKHAPOJHOTO IOBiIOMIIEHHS Bif
perynstopaoro oprany bpazuiii Ne BR/ Falsifica¢80/423.1.0 1mono BUsABICHHS
danscudixosaroro nikapcskoro 3acoby AZELAN (Azelaic amd) hSOmgignheHs,

JKapchKUX 3aco0iB Ta
KOHTpOJIIO 33
HAapKOTHKaMH Yy
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3 MapKyBaHHAM BupoOHHKa LEO PHARMA MANUFACTURING (ITALY) SR.L,
ITanis.

3 METOI0 aKTHBHOI NPOTHAIi NOIIMPEHHIO JIKAapChKMX 3acobiB, ILISXH
HAJIXOJUKCHHA Ta yMOBM 30€piraHHs SKAX HEBiZIOMi, BU3HAYHTH SKiCTH
Ta Oe3MeYHiCTh SKMX HEMOXINBO, 3 OIIAYy HA Te, IO Taka IPOAYKIIisI
€ HEOE3MICIHOIO Ta MOKE HECTH TOTEHIifiHY 3arpo3sy XUTTIO Ta 30POB’I0 HACEICHHS.

3ABOPOHSIIO peaiizariro, 36epiranss ta 3aCTOCYBaHHA (anbcuhiKoBaHOro
jikapcbkoro 3acoby AZELAN (Azelaic acid) 150mg/g, rean, 3 MapkyBaHusAM
BupoOnnka LEO PHARMA MANUFACTURING (ITALY) S.R.L, ItaJis.

Cy0’ekTaM TrocmofaproBaHHsl, siki 30iHCHIOIOTBH peanizanito, 36epiranHs
Ta 3aCTOCYBAaHHS JKapCHKUX 3acobiB HeBimKIamHO, micis OJlepXKaHHSI JaHOTro
POSIOPAIKEHHS, NEPEBIPUTH HABHICTE BUILIEBKA3aHOTO JTIKAPCHKOTO 3aco0y, BKUTH
3axX0[M IIOJ0 BHWIIYYEHHS MWOro 3 oO0iry IUISXOM 3HHINEHHS aGo IIOBEPHEHHS
IOCTa4aJIbHUKY/BUPOOHUKY, TIPO IO MOBiLIOMHTH TEPUTOpIalbHUM  OpraH
Hepxnikcmyx6u. V pasi 3HMINEHHS Bimxomis npenapary B ABOTHUKHEBHI CTPOK
HalpaBUTH 10 TEPUTOPIAIBLHOTO Oprany Jlep IiKCIIyx6H KO0 akTa PO 3HUILEHHS
BIZIXOJIiB MKapCHKOTo 3aco0y.

KoHTpoJIb 32 BAKOHAHHSM JaHOTO PO3TOPSDKEHHS 3IiHCHIOIOTD TEPUTOPialIbHI
opranu Jlep>xiIiKeiy>kGu Ha BiAoOBi qHiH TepUTOPIl.

HeBuKOHaHHS NAaHOTO PO3MOPSIKEHHS TATHE 33 COGOIO BIATIOBIIAJILHICTD
3riIHO 3 YHHHUM 3aKOHOLABCTBOM YkpaiHu.

Kormii nanoro posnopsiukeHHs HalpasieHi:

MinicrepcTBo oxoponwm 3n0pos's Ykpainum;

HI1  «[lepxapanii excriepTamii meHTp MinicrepcrBa oxopouu 370poB's
Ykpaiauy. y
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Onena JINCAK, ten.(044) 422-55-76 (133)



AEPI)KABHA CJIYIKEA YKPAIHU 3 JIKAPCBKHX 3ACOEIB
TA KOHTPO.IIO 3A HAPKOTHKAMHK
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Ne Ha No BiJl

Kepisuukxam cy6’exrin
rocnonaproBannsi, ski 3aiiMaloTheg
peanizamicio, 30epiranasm i
3aCToCyBaHHAM JliKapchKHX 32¢06iR

Kepienuxam TePUTOpiaNbLHuX
oprasuis Jlepxiikeiy:x6n

PO3IOPSII)KEHHSI

Bianmosigao no Koncrurymnii VYkpainu, crareii 15, 22, 55 3akoHy Vkpaiuu
«OCHOBH 3aKoHOTaBCTRA Yxpaiau npo OXOPOHY 310pOB'st», cTateii 15, 17, 21 3akony
Yxpaiun «[Ipo JKapehKi 3aco6umy, Honoxenus mpo HepxasHy ciyx6y Ykpainu
3 JMIKapChKUX 3aco6iB Ta KOHTPOJIIO 32 HAPKOTUKamy, 34TBEPIKEHOT'O MIOCTAHOBOIO
Kabinety Minictpin Ykpainu Bix 12.08.2015 No 647, Ilopsanky smiltcHennus
ACPHABHOTO KOHTPOIIIO SKOCTI JNKapChKUX 3ac06iB, IO BBO3ATRCS B Ykpainy,
3aTBEPIXKEHOr0 NOCTAHOBOIO Kabinety Minictpin Yxpainu six 14.09.2005 No 902,
TyHKTY 3.2.2 TIopsaky BCTaHOBIEHHS 3a00pOHH  (THMYacoBojf 3a00poHu)
Ta TIOHOBJIEHHS O0Iry miKapchKHX 3acOGiB Ha TEPUTOPIT YkpaiHm, 3aTBEPKEHOro
Hakasom MiHicTepcTBa oxopomu 300poB’s  Vkpaium Bix 22.11.201] Ne 809
(31 3miHamm), 3apeecTpoBanoro  MinicreperBom  rocTuii Yxpaiaa 30.01.2012
3a Ne 126/20439, Iopsiaxy KOHTPOJIIO SKOCTI MiKapChKHX 3acoBiR IiJ Yac omroBof
Ta pO3/pibHOI TopriBni, 3aTBepKEHOrO Hakaszom MiHictepcTBa oxoponu 3JI0pOB's
Ykpaiuu Bix 29.09.2014 No 677, 3apeectpoBanoro MinicrepcTBOom I0CTHLIT YKpalun
26.11.2014 3a Ne 151 5/26292, IMpagun YTHJIi3aLii Ta 3HHImeH s JKapChKUX 3aco6is,
3aTBEP/DKCHAX Haka3oM MiuicTepcrra OXOpOHH 3110pOB’S Vkpainu Bix 24.04.2015
Ne 242, sapeectpopanmx MinicrepereoM  roctunii Ykpaitn Bix 18.05.2015
3a Ne 550/26995, wua MiJCTaBI  HAIXOIPKCHHs MDKHAPOIHOTO TTOB1IOMJICHHS
BII  perynsropHoro oprany Mekcuku Ne  16/2026 oo nSHABTICHE; ba s
cepiii 2749920, 9053760, 6637000 danscugixosanoro niKapCLm@mszraggng ra
PROLIA®  (Denosumab) 60 mg/ml, posuuH g Hexnif y p —
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HAaIlOBHEHOMY mimpuryi, 3 MapKyBaHHAM BHPOOHHKIB Amgen Manufacturing Limited
Ilyepro-Puxo, EE.UU; Amgen Technology Unlimited Company, Ipnaupis.

3 Meror  akTHBHO] NpoTuLii nommpennro JKapChKUX 3ac00iB, mIAXH
HAaAXO/KEeHHS T3 YMOBU  30epiraHHs  sixpx HEBiOMI, BU3HAYUTH  sIKicTh
Ta Oe3neyHicTs skupx HEMOXIIMBO, 3 ormsmy ma T¢, IO Taka mponykuis
€ Hebe3MeqHOIo Ta MoYKe HecTy TIOTCHUIAHY 3aTPO3y KUTTIO Ta 3110pOB’I0 HaCeNIeHHs.

Cy6’extam TOCIOAaproBanys, ski  3niticHiooTs peanmisauifo, 36epiragus
T8 33CTOCYBAaHHS JLKapChKUX 3acoGip HeBIKIAAHO, Mmics ONIEPXXaHHSA JaHOro

110CTa4anbHuKy/BHPOOHHKY, PO 10  moBigoMuTH TePUTOpIaNbHUN  opran
Hepxnikenyx6u. V pasi 3HHIEeHHS BIAXOiB IIpenapaty B ABOTHXHeBuii CTPOK

Kontpons 3a Bukonannsm AAHOTO PO3NOPSAMIIKEHH 3iHCHIOIOT TePUTOPialIbHi
opranu Jlepximikenyx6u na BIATIOBITHi i TEPUTOPIT.

HeBukonanns namoro POSHOPAINKCHHA TATHE 3a coGoro BIJIIIOBiaNBHICTS
3TiHO 3 YUHHUM 34KOHOJIABCTBOM YKpaiHH.

Kormii ganoro PO3MOpsKeH s HanpaBieni:
Misnicrepctro OXOPOHH 3710poB'st YkpaiHu;

A1 «/lepxaBuuii CKCIICPTHHH  IeHTp Minicrepcrra OXOPOHH  370pOB'S
Vkpaiumy. /
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