HNEPKITIKCITY KBA

JEPXKABHA'CJY/KBA 3 JIKAPCbKHUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOI PAJACBKIU ObJIACTI

By IIpeobpakencbka, 2, M. KpormiBruIpKHit, 25006, Ten/dake: (0522) 32-14-41,
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KepiBHuKaM Ta YIOBHOBAXKEHHM 0c00aM
ANTEeYHUX TA MeAUYHHUX 3aK1A1iB
Kiposorpaacbkoi o6aacri

Jo yBaru YnoBHoBaskeHHX 0cio!

Hanmaemo poznopsmkeHHs JlepkaBHoT cny:k0M YKpaiHHU 3 JIKapChKUX 3ac00iB Ta KOHTPOJIO
3a HAPKOTHKaMH 111010 3a00poHI 00iry JiKapcbKkoro 3acody.

3a HASIBHOCTI, BKa3aHMX Y DO3NOPSUUKEHHI JiKapcbkux 3aco0is, oozt Jepwaniy
cinyx0y 3 jiKapchbKHX 3aco0iB Ta KOHTPOJ 3a HapkoTHkamu y Kiposorpaacekiid obnacti  rpo
B2KHTI 3aX0H 11010 BUKOHAHHS PO3IIOPSILKEHHS.

[Hdhopmallito HajlaBaTy Ha NAlEepPOBUX HOCIAX MOLITOMO, 3a aapecoro: ey.1. Ipeobpasncencoka, 2,
M. Kponusnuyovxuii, 25006, 3 1oJ1aTKaMH:
a) IIpH BMIMICHHI B KapaHTUH JOAA€ThCA KOs NMPHOYTKOBOT HaKIaIHO
0) OpH NMOBepHEHH] MOCTa4YalbHUKY J10AaI0ThCA: KOITig NPUOYTKOBOT HaKJIa1HOT;
KOITisl HAKJIa/IHOT Ha [TOBCPHCHHS,

B) V BHIAJKy T[epejayi BUIXOMIB JIKapChKOrO 3aco0y Ha YTHJI3alliio abo 3HMINEHHA.
y JIBOTIKHEBUI CTpoK noiHdopmyBatu JlepikaBHy ciyx0y 3 JIIKapchKUX 3ac001B Ta KOHTPOJIIO 34
HapkoTukamu y KipoBorpaachkiif o6nacTi Ta HalaTH KoIito NpuOyTKOBOI HAKJIaAHOI.

[Ipy HACTYMHUX TMOCTaBKaX JHKApCbKHX 3acO0iB. BKA3AHHX Y PO3IHOPLIACHHAN. CVO ORI
rOCTMOJAPIOBAaHHS TMOBHHEH BKWTH 3aXO[IB 11010 3anodiranng npuidanig, peamisaiii  Ta
3aCTOCYBaHHS JIIKapChKUX 3aCO0IB, 3a3HAYEHHUX Y PO3IIOPAKCHHAX.

Y BHUIAAKY BIiJICYTHOCTI JIKapChKHX 3ac0O01B, BKA3aHHUX Y PO3IOPA/UKCHHAX Yk JIHCTax
JepxmikcnyxOu, BiAnoBiai B MHCbMOBOMY BUIJIs/1l HAAABATH He NOTPIOHO.

OIHOYACHO HaraayeMo, IO 3 PO3NOPSILKECHHAMH Ta JaucTaMu JepiKiIKCayKOH MOkHa
o3HaWOMHUTHCA Ha odiniifHomy BeOcaiTi [lepikaBHOT ciykOM YKpaiHW 3 JiKapchKUX 3aco0iB Ta
koHTposio 3a HapkotHkamu  (https://www.dls.gov.ua/y B posmini  PO3INOPAKEHHS
JEPXIJIIKCIIY>KBH.

Honarku:
1. Komist po3nopsakeHHs JepxaBHoi cnyx061 YKpaiHH 3 J1iKapChbKHX 3ac00iB Ta KOHTPOJIIO 32
HapkoTHKamH Bix 01.04.2026 Ne 167-001.2/002.0/17-26 na | apk.;
2. Kormis posnopsynkeHHs JlepkaBHOT ciyk0H YKpaTHM 3 TIKapehbKHUX 3ac00iB Ta KOHTPOITIO 34
HapkoTukamH Bix 02.04.2026 Ne 168-001.2/002.0/17-26 na 1 apk.;
3. Korist posnopskeHHs JlepkaBHol ciiyxOn Yipainu 3 1iIKapehkux 3aco01B Ta KOHTPOIHO 3a
HapkoTHKamH Bia 02.04.2026 No 169-001.2/002.0/17-26 Ha | apk..

HauyanbHuKk cayxou Jlinia HAH®ILTOBA

Octanenko BanenTiHa 32 14 41  Hepwasiia caymOa 3 AKapCLRIX 33C001B 10 KOHIPOIIO 34
- papkoTikami y Kiposorpascekiii odaacTi
(0] 58-01.1/02.0/05.12-26 nia 02.04.2026
s KEIT Handiaosa J1 B, 02.04.2026 14:40
£F SFAAV2REISRECO0304000000B94F 1 FOOOCBSD 300



AEPIXKABHA CIY)KBA YKPATHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOUIIO 3A HAPKOTHKAMM
(Aepacnikeny:xba)

npocriekT bepectetichkuit, 120-A, m. Kuis, 031 15, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kon €JIPTIOY 40517815

Ne Ha Ne BiJ
KepiBunkam cy0’ekTiB
rocnoaapioBaHus, AKI
3aHMAaK0TLCS peaJiizanicio,

30epiranusaM i 3acTocyBammsim
JIKAPCHKHX 3aC06iB

KepiBHukam TePUTOPiaIbLHUX
opranis Jlep:kiikeay:x6n

PO3IOPSTXEHHS

Bignosiguo no Kouctutynii Vkpainm, crateii 15, 22, 55 3akoHy VYxpainm
«OCHOBH 33KOHOJIaBCTBA YKpainu npo OXOPOHY 310pOB'si», cTareii 12, 15, 21 3aKkoHy
Yxpainu «IIpo sikapcski 3aco6u», TTonoxkeH s npo Jlepxasny ciayx6y Ykpainu
3 JIKapChKHUX 3ac06iB Ta KOHTPOMIO 3a HapKOTUKaMH, 3aTBEPIKEHOr0 MOCTAHOBOIO
Kabinety MinicTpis Ykpainu sin 12.08.2015 Ne 647, n1. 4.3. Tlopsaaxy BCTaHOBICHHS
3a00poHH (THMuacoBoi 3a00pOHM) Ta MOHOBIEHHS 00iry mikapchkmx 3acobiB
Ha Tepuropil YkpaiHu, 3aTBepKeHOro HaxazomM MO3 Ykpainn Big 22.11.2011
328 Ne 809 (3i 3minamm), 3apeecTpoBaHoro MinictepcTBoM focTuuii Vkpainu
Bix 30.01.2012 3a Ne 126/20439, [Nopsaky KoHTpoOIO SIKOCTI JTIKapChKMX 3ac0o0iB
N Yac ONToBOi Ta po3apiGHOT TOPTiBIIi, 3aTBEPKEHOTO HakazoM MO3 Vkpainu
Bix 29.09.2014 Ne 677, 3apeeCTpOBaHOr0 MiHicTepeTBOM  FocTUMif YKpainu
Bin 26.11.2014 3a Ne 1515/26292, IlpaBun yrumisauii ta 3uvmenns JIKapChKHX
3ac001B, 3aTBepIKEHMX HakazoM MO3 Vkpainn Bin 24.04.2015 3a Ne 242,
3apeectpoBanoro MinictepcTBoM foctanii Ykpainu sin 18.05.2015 2a Ne 550/26995,
Y 3B 513Ky i3 3aKiHYeHHAM CTPOKY THMYacoBOi 3a6oponu:

3ABOPOHSAIO peanizauio, 30epiraHHad Ta 3acTOCYBaHHS cepii 10324
JIKapChKOro 3acoby OKOMICTHH®, kpanui OuHI/BymHI/Ias Hoca, pozuun
0,01% mo 5 mu y ¢uakoni noJjiiMepHomy 3 Kpanejabuuiuero; no 1 dguakony
B navui, BHpo6uunrTea AT «®apmak», Ykpaina (peectpaniifie lﬂféﬁi@ﬁga ia
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Cy6’extam rocnonaproBanms, ski 3iHcHIOIOTE peanizaiiiro, 30epiranns
Ta 3aCcToCyBaHHs JKapChKHX 3ac00iB, HEBIJIKNAHO, TTics ONEpXKaHHSI HaHoro

a0 3HuIeHH S, NIPO 110 TTOBigOMUTH TepUTOPiaNbHUI opran Hepxtixenyx6u. Y pazi
SHHNICHHS  Binxoxis Npeénapaty B aBoTHKHEBHI] CTPOK  HampaBuTH j10
TePUTOPIAIBHOrO oprany [lepxuikenyx6u komiro aKTa IIpO 3HUNIEHHS Bimxosis
JIKapCLKOro 3aco0y.

KoHTpous 3a Bukonammsgy AAHOT'0 PO3NOPSAKEHHS 311 HCHIOIOTE, TEPUTOPIANbH]
opranu Jlepxuikcnyx6u Ha BINNOBiAHI TEPHUTOPIT.

HeBukonanns AAHOI'0 PO3MOPSIKEHHST TorHe 3a co0oro BIATOBITaIbHICTE
3TITHO 3 YHHHUM 3aKOHOIABCTBOM Vkpaium.

Konii nanoro POSTOPsKEHHS HATIpaBiien;:
Minicrepcto OXOPOHH 310p0B's YkpaiHu;
A1 «[lep>xapuuii CKCHePTHHH HeHTp Minicrepcrsa OXOPOHH 370pPOB's
Ykpaiuny; ;
KHBMII «ICHA», Ykpaina. /
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TIEPKABHA CJIYKBA VKPATHM 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(Hepautikeryxba)

MPOCTIEKT Bepecreiicpkui, 120-A, M. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
hitps//www.dls.gov.ua, Kox €JIPIIOY 40517815

Ne Ha Ne BiX
KepiBHuxkam cy0’exTIiB
rocnojapioBaHHsi, siKi 3aiiMaOTheA
peanizauicro,  30epirannam i

3aCTOCYBAHHSAM JIKapPChbKHX 3aco0iB

KepiBHHKaM TePUTOPIaTBLHHX
opranis Jlep:xikciyxon

PO3NOPSIKEHHSA

BianosigHo 10 Koucturyuii YKpaiH#, crateir 15, 22, 55 3axony Ykpaiau
«OCHOBH 3aKOHOJABCTBA Y KPaiHH PO OXOPOHY 30pOB'A», cTatel 15,17, 21 3aKoHY
Yxpaiau «IIpo mikapcbki 3acobu», [lonoxeHHs: mpo JlepxaBHy cyx0y YKpaiHu
3 JTiKapCHKMX 3aCO0iB T2 KOHTPOJIO 33 HAPKOTHKAMH, 3aTBEPIHKEHOr0 TIOCTaHOBOKO
KaGinery MinicTpiB YKpaiHH Bin 12.08.2015 Ne 647, Ilopsaxy 3MIMCHEHHS
JIEPIKABHOTO KOHTPOIIO AKOCTi JKapChKMX 3aco0iB, IO BBO3ATHCA B Yxpainy,
3aTBEPIKEHOr0 MIOCTaHOBOIO Ka6inery MinictpiB Yxpainu Bif 14.09.2005 Ne 902,
nyHkty 3.2.2 Tlopsaxy BCTaHOB/ICHHS 3a60poHH  (THMYACcOBOL 3a00pOHH)
T4 OHOBJICHHS 06Ty ITiKapchKuX 3aco0iB HA TepuTopil YKpaiHu, 3aTBEPIKEHOTO
gakazoM MiHicTepCTBA OXOPOHM 3O0POB’S Vikpainm Bix 22.11.2011 Ne 809
(3i 3MiHamMu), 3apEECTPOBAHOTO MinicTepcTBoM FOCTHILT YKpalHu 30.01.2012
3a Ne 126/20439, ITopsiaky KOHTPOJIIO SIKOCTI JIKApChKUX 3acobiB miJ| 4ac OITOBOI
Ta PO3/IPIOHOI TOPTiBI, 3aTBEPIKEHOTO Haka3oM MiHICTEPCTBA OXOPOHK 3/10POB'A
Vxpainu Bix 29.09.2014 Ne 677, 3apeecTpoBanoro MinicrepcTsoM FOCTHINT YKpalHu
76.11.2014 3a Ne 1515/26292, Ilpasun yTHII3AI] T2 3HUIIEHHS JTiIKapChKUX 3ac001B,
3aTBepIUKEHMX Haka3oM MinicTepcTBa OXOpOHH 3g0pos’s Ykpainu Bin 24.04.2015
Ne 242, 3apeecTpoBaHuX MiHiCTEPCTBOM foctuiii  Ykpaimm Bin 18.05.2015
3a Ne 550/26995, Ha MificTaBli HAJAXOIKCHHA MIDKHAPOJHOIO MOBiIOMIICHHS
Bijl pEeryIATOPHOTO Oprany MeKkcrhKu Ne 16/2026 mono BusiBneHHs cepii 1174358A
JIIKapChKOro 3aco0y PROLIA® (Denosumab) 60 mg/ml, pozuMH 1 iH ekt

. JlepixapHa cIIypK03 3
y TonepeHb0 HAOBHEHOMY uimpunl, BHPOOHUIITBA Amgen Manuﬁgcamnmgsbmm@d
KOHTPOJIIO 3a
M2 [lepxiikcyxoa HapKOTHKaMH y
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BUpoOHMITBA Amgen Manufacturing Limited Ilyepro-Puxo, EE.UU; Amgen
Technology Unlimited Company, Ipnanpist, mo odilifHO HE BBO3UBCA HA TEPUTOPIIO
Ykpaiau.

3 Merol0 AKTMBHOI NpPOTHAIl MOMIMPEHHIO IiKAPCHKUX 3aco0iB, IUIAXH

HAXOJUKCHHS Ta YMOBHM 30epiraHs  SIKMX HeBiZoMi, BHM3HAUMTH SKICTH
ta Ge3neuHicTh SKMX HEMOXIMBO, 3 Oy Ha Te, IO Taka TPOAYKIIist
¢ HeGe3Me OO Ta MOYKe HECTH IOTEHLIHHY 3arpo3y JXKUTTIO Ta 3J0POB’ 10 HACEJIECHHS.

3ABOPOHSIIO peanizaiiifo, 30epiraHHs Ta 3aCTOCYBAHHA cepii 1174358A
NKapchKOTO 3aco0y PROLIA® (Denosumab) 60 mg/ml, po3uuH A in exuii
y nonepeiHL0 HANOBHEHOMY wnpani, BApoGHUITBAa Amgen Manufacturing
Limited Ilyepro-Puxo, EE.UU; Amgen Technology Unlimited Company,
Ipaanais, mo oQiuifiHo He BBO3UBCS HA TepUTOpit0 YKpalHu.

Cy6’exTaM TOCIOJaPIOBaHHS, aKki 3iMCHIOIOTH peaizauiio, 30epiraHHs
Ta 3acTOCYBaHHS JIKApCBKUX 3ac00iB HEBiIKIaAHO, IICIA OJCPXKaHHSI JAAaHOro
PO3MOPS/UKEHHS, TIEPEBIPUTH HASBHICTH BUINEBKa3aHOI cepii JikapchKoro 3acoby,
BYKUTH 3aXO¥ [IOJIO BIIyYeHHs 11 3 00iry IUIIXOM 3HUIICHHA a00 TOBEpPHEHHS
[ocTa4anbHUKY/BUPOOHUKY, TPO IO HOBIIOMUTH TEPHTOPIANBHMA  OpraH
JlepxikenyxGu. Y pasi 3HUIICHHS BiZIXO/iB IpemapaTy B ABOTHKHEBUM CTPOK
HAIIPABUTH JJO TEPUTOPIAIBHOrO OPraHy JlepsxniKciry kO KOIi0 aKTa PO 3HUIIECHHS
BimxomiB JiKapchKoro 3aco0y.

KOHTpOb 32 BAKOHAHHSAM JIAHOTO PO3IOPSIKEHHSA 31iMCHIOIOTh TEPUTOPIaNbHI
opranu JIepJrikcIyKOu Ha BiTOBIAHIH TepUTOPIL.

HeBUKOHAHHS TAHOTO PO3IOPSIDKEHHS TArHe 33 COOOK0 BiAMOBII&TBHICTD
3riJIHO 3 YMHHUM 3aKOHOJIABCTBOM YkpailHH.

Korii 1aHOT0 pO3MNOPSHKCHH HalpaBiIeHi:

MiHiCTepCTBO OXOPOHH 3T0POB'S Y KPaiHH;

JI1 «/lepxaBHHM €KCHEPTHUH LEHTP MiHicTepcTBa OXOPOHH  3[0pPOB'S
Ykpainu». /
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AEP)KABHA CIYIKEA YKPAIHU 3 JUKAPCBKUX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(}Iepxmixc.nymﬁa)

Tipocniekr bepecteiickkuii, 120-A, m. Kuig, 031 15, Ten/pakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,

https://www.dls.gov.uaa Kon €JIPTIOV 40517815
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Kepisaukxam cy0’ekTiB
rocnoxaprosannsi, ski 3aiiMaoTnes
peanizanieio, 30epiranaam i
3aCTOCyBaHHAM Jikapebkux 3aco0iB

Kepienuxam TEePUTOPiaILHUX
oprauis Hepaxnixcnyxon

PO3NIOPSI[KEHHS

Bianosigno no Koncrurymit Vkpainu, crarei 15, 22, 55 3aKony Yxpainu «OcHosn
3aKOHOZABCTBa YKpainu mpo OXOpOHY 3110pOB's, cTatei 15, 17, 21 3akony Ykpaiuu
«I1Ipo nikapcpki 3aco0m», [lonoxenns 1po Jlepsxasny ciryxGy YKpaiHuu 3 nikapcrkux
3ac00iB Ta KOHTpOMO 3a HAPKOTUKAMH, 3aTBEPIKEHOTO MOCTAHOROO Kabinery
Minicrpis Vkpainu Big 12.08.2015 Ne 647, Hopsinky 3ailicHenng JAEepKaBHOTo
KOHTPOJIO SAKOCTI JKapChKHX 3ac00iB, 10 BBO3ATHCS B Ykpainy, 3areepmkeHoro
TlocTatoBoto Kabinery Minictpin Yxpainu six 14.09.2005 No 902, mynkty 3.2.3
Hopsaky Bcranosmenns 3a00poHH (THMYacoBoi 3a00pOHM) Ta ITOHOBIEHHS o0iry
MKapChKHUX 3aco6iB Ha TEPUTOPIi Ykpainm, 3aTBEPIKEHOr0 HakazoMm Misicrepcrra
OXOPOHH 310poB’st Vkpainu Big 22.11.2011 No 809 (3i 3minammn), 3apeecTPOBAHOTO
Minictepcrsom roctuii Yxpaiau 30.01.2012 32 Ne 126/20439, Hopsnky xourpomo
AKOCTI JTiIKapCchKUX 3ac06ip IiJ Yac ONTOBOT Ta PO37pibHOT Toprigi, 3aTBEPIKEHOTO
HakazoM MiHicTepcrBa OXOPOHH  3110poB's  Vkpainm Bix 29.09.2014 Ne 677,
3apeecTpoBanoro MinictepctsoMm rocThiii Ykpainu 26.11.2014 3a No 1515/26292,
Ipasun yrumizauii Ta SHUILCHHA JIKApChKUX 3acoGiB, 3aTBEPIKEHUX HAKA30M
Minicrepcrtaa OXOPOHHU 3110poB’st YKpainu Bix 24.04.2015 Ne 242, 3apeecrposannx
Minicrepcrrom HOCTHIIT YKpainu Bif 18.05.2015 3a No 550/26995, ua HizcTasi
HaJIXODKCHHS MiXHAPOIHOro [IOBIIOMJICHHS Bifg perynsaroproro oprany Honsui
Neo  PL/1/139/01 IION0 BHSBIECHHS HEBiANOBiAHOCT] BI/IMOFall}/]IB C’}fé&%‘%’&%%ﬂﬁﬁas
3a MOKa3HUKOM «30BHIimIHI BHTIISAA» cepii 23690003 ﬂiKapCBKDWCBﬁ%@z@gB ra

KOHTPO

JAXTERAN (Dimethylis fumaras) 120 mg, TBepxi KHHIKOBOpOBHHHHiKHaamW%%%
oBorpajc
M2 Nepxnikcnyx6a P o0JacTi
Ne169-001.2/002, Ne257/02.12-26 Bz 02.04.2026
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0 7 Kancyn B Grictepi, mo 2 Onicrepu B YIaKOBIli, BUpOGHHITR SANOVEL ILAC
SANAYI VETICARET AS, Typeyuuuna, 110 odiniiivo He BBOSUBCH Ha Teputopiio

HACEJICHHS
3ABOPOHSIIO peanizaiiiro, 30epiranns Ta 3aCTOCYBaHHS
cepii 23690003 NIKapChKOro 3aco0y JAXTERAN (Dimethylis fumaras) 120 mg,
TBEpAi KHIIKOBOPO3uHHHi Kancynau, mo 7 xancyn g Gaicrepi, no 2 Gaicrepn
B YNaKoBUi, BHPOGHHUTRBa SANOVEL ILAC SANAYI VETICARET AS,
Typeuunna, mo odiliiiHO He BBO3MBCY Ha TEPUTOPII0 VKpainu,
Cy6’extam TOCTIONAPIOBAHHS, sKi 3xilCHIOIOTE peanizaniro, 36epiranus Ta

PO3NOPSOKeHHS, TepeBipHTH HasBHiCTE BUINEBKA3aHoI cepii nikapcrkoro 3aco0y,
BXXUTH  3axoiM  miofo BUIYYCHHS 11 3 06iry  muisxonm MTOBEPHEHHS

SHUIICHHS BIIXOMiB TKapChKOro 3aco0y.

KonTpons 31 BUKOHAaHHSIM  JT4HOTO POSIOPSIDKEHHS  37iHicHIOIOTS
TEPUTOpIalIbHi Opranu Hepaxrmikenyx6n Ha BIiZIOBI qHii TEPUTOPI].

HeBukonanus AGHOTO DO3MOPSDKEHHS TSArHe 34 coboro BIITOBI NaIbHICTE
3TiTHO 3 YNHHUM 3aKOHOJIaBCTBOM VKpaiHw.

Komnii nanoro PO3HOPAMKEH s HAaNpaBieni:

Minicrepcrro OXOpOHH 3110pOB' VKpainu;

HI1  «[lepxasuuit CKCTICPTHHH LieHTp MinicrepcTra OXOPOHH 3710pOB'st
Ykpaiuny. ‘/
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