HEPXJIIKCITYXEBA

HEPKABHA CJIIYKXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH Y KIPOBOI'PA JICBKII OBJIACTI
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KepiBankam Ta YnosHoBaxeHHM 0co6am
ANTEYHHX TAa MeANYHHX 3aKJATIB
Kiposorpaacexoi o6aacri

Jo yBarn ¥YnoBHoBaxeHnx oci6!

Hapaemo posmopsimxenns [epxaBHoi ciryxGu YKpaiHK 3 JNKapchKHX 3aco6iB Ta KOHTPOIIIO
3a HapKOTHKaMHU 100 3a00poHu 06iry Jikapcnkoro 3acofy.

3a_HasBHOCTI, BKa3aHHX y po3NOpsmKEeHHI MKapchKUX 3ac00iB, MOBiXOMHTH HepxaBny
ciyx0y 3 JikapchkHX 3ac00iB Ta KOHTPOMO 3a HapkoTHKaMK y KipoBorpasicekiit obnacri  mpo
BXKUTI 3aX0/IM TION0 BUKOHAHHS PO3NOPSDKEHHS.

Indopmauito HanaBaTH Ha NaNEpPOBUX HOCISX IOLITO, 32 agpecoro: gya. Ilpeobpaxncencoka, 2
M. Kponuenuuskuii, 25006, 3 nonatkamu:
a) IPH BMILICHHI B KAPAHTHH NONAETHCA KOIIis NPHGYTKOBOT HaKJIaIHOf;
0) LpH MOBEPHEHHI 0CTAYALHHKY TOAAKOTHCS: KOs NPUOYTKOBOT HAKIIAJHOT;
KOIIisl HAaKJIaTHOT Ha IIOBEPHEHHSI.

B) Y BUMNANKY repejlayi BiAXo/iB jikapchkoro 3acoby Ha yrHmisamiio a6o 3HHUIIEHHA,
Y ABOTHXHEBHH CTPOK noinpopmysaru JlepxkaBHy ciayxGy 3 JKapchKHX 3aco6iB Ta KOHTPOJO 3a
HapkoTHkaMK y KipoBorpaicekiit 06;1acTi Ta HaJaTi Komilo NpHGYTKOBOT HaKIa/HOI.

Ilpu HacTymHuX noctaBkaX JiKapchbkHX 3aco6iB, BKA3aHHX Y PO3MOPAKEHHAX, CY6’€KT
ToCrioflapioBaHHd MMOBHMHEH BXHUTH 3aXOMiB MIOJMO 3alobiraHHs npuabaHHs, peaimizaiii Ta
3aCTOCYBAHHSL JIIKAPCHKUX 3aCO0IB, 3a3HAYCHUX Y POIMOPSHKCHHSIX.

Y_BHOAAKY BIiACYTHOCTI JiKAapCHKUX 3aCOGIB, BKA3aHMX y PO3MOPSMKEHHSX UM JTHCTAx
HAepxutikcinyx6u, Bilnopiai B mucsMoBoMy BHIISI HAJABATH He MOTPiOHO.

OnHOYaCHO Haragyemo, WIO 3 pPO3NOPAIKCHHAMH Ta JUCTAMH Hepxiikcayx6u MoxxHa
O3HaHOMHUTHCS Ha odiniffHoMy BeGcaliti JepskaBHOI CHyX0M YKpaiHH 3 NKapcLKuX 3acobiB Ta
KOHTporo  3a  HapkoTWkamu  (https://www.dls.gov.ua/) B posmini  PO3IIOPSHKEHHS
JHEPXIIIKCITYKEH.

b

JomaTku:

1. Komisi posnopsamxents HepxasHoi cryxGH YKpaiHM 3 JiKapchKHX 3ac06iB Ta KOHTPOTIO 3a
HapKoTHKaMH BiJ 15.12.2025 Ne 1038-001.1/002.0/17-25 Ha 1 apkK.; '
2. Komist posnopsmxenns JepxaBHoi ciyx6u YkpaiHu 3 JNiKapchKMX 3ac00iB Ta KOHTpOIIO 3a
HapKOTHKaMH Big 15.12.2025 Ne 1039-001.1/002.0/17-25 Ha 1 apk.. '

*

HavanpHuk ciryx6n Jlinis TIAHOLIOBA

Ocranenko Banentrua 32 14 41 . -
7> Hepaasua cirymGa 3 nikapebkix 3acoBis Ta KOHTPO/IO 3a
gt HapkoTikamit y Kiposorpancskiii obnacri
Lot Ne722-01.1/02.0/05.12-25 mizt 16.12.2025
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L@ SFAA9288358EC00304000000B94F | FOOYCBSD300




AEPKABHA CJOYKEA YKPATHH 3 JIKAPCHhKUX 3ACORIB
TA KOHTPOIIO 3A HAPKOTUKAMU
(I[epm.nilccnymﬁa)

npocnekr BepeCTei/icsKuﬁ, 120-A, M. Kuis, 031 15, Ten/¢pake: (044) 422-55-77, e-mail: dis@dls.gov.ua.
https://www.dls.gov.ua, Koa €JIPTTIOV 40517815

N__ Ha Ne BiJ
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KepiBaukam cy0’exTin

rocogaproBanns, ski 3aiivaoTnes

peaJizauicio, 30epirannam i

3aCTOCYBaHHAM JiKApChKHUX

3ac06iB

Kepienukam TepUTOpia/IbHUX

OpraHis Hepaxiikeayxon

PO3NOPATKEHHSI

Biamosigno no Kouerurynii Vkpainu, crarei 15, 22, 55 3akony Ykpainn
«OcHOBM 3aKkOHONABCTBA Yxpaiuu npo OXOPOHY 3.10pOB's», cTareit 15, 17, 2] 3akony
Ykpainu «IIpo nikapceki 3acobu», Tonoxenus npo JlepskasHy ciyx6y Ykpainn
3 JIIKapChKUX 3aco6iB Ta KOHTPOIIIO 32 HAPKOTUKAMM, 3aTBEPIKEHOIO 10CTAHOBOLO
Kabinery Minictpis Ykpainu Bin 12.08.2015 No 647, Tlopsaxky 3milicHenus
ACPKABHOTO KOHTPOIIO AKOCTI JliKapChKUX 3ac00iB, 10 BBO3SIThCH B Ykpainy,
3aTBCPIKCHOTO n0cTaHoBolo Kabinery Minictpis Ykpainu Big 14.09.2005 No 902,
NyHKTy  3.2.2 Tlopsaky BCTAaHOBJIEHHS 3a00poHy  (TMM4acoBof 3a00ponu)
Ta MOHOBJIEHHS 00Iry JiKapchbkux 3acoGir ua TePUTOPIT YKpaiHu, 3aTBepakeHOro
HakaszoMm MiHicTepcTBa 0XopoHu 300poB’s  Ykpainu Big 22.11.2011 Ne 809
(31 3miHamm), 3apeectpoBaHoro MinicTepeTBoM  rocTHLiT Ykpainu 30.01.2012
3a No 126/20439, Hopsaxy konTposo sixocTi JHKAPCHKHUX 3aCO6iB Nijl 4ac OlITORO]
Ta pO3ApPIOHOT TOPriBAi, 3aTBEPHKEHOrO HakazoM MinicTepersa 0XopoHu 310POB's
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBanoro MiHictepcTBOM OCTUILT Ykpaiiiu
26.11.2014 3a Ne 1515/26292, Ipasun yrunizauii ta sunmenus NKapChKUX 3acobiB,
3aTBEPIUKEHUX Haka3oM MiHictepcTra OXOpOHHU 310pOB’st YKpaiuu Bing 24.04.2015
Ne 242, sapeectpoBanux MinicrepctBoM  rocTHIiT Yxpainu Bin 18.05.2015
32 Ne 550/26995, wa mnincrasi HaJAXOMKCHHsI  MIKHAPOIHOTO MOBIAOMIICHHS
Bix BeecBiTHpo! opranizanii OXOpoHH 310poB’st Ne RPQ/REG/ISF/Alert No 6.20725
IONO BUABIEHHS B 00Ty Ha TepuTopii Pyanuu, bosrapii, TypeudiBin d.-'bzmihl%lF yiy0a 3

JINIKdpCbKUX 3acO01B Ta

danscudixosanoro MiKapchkoro 3acoby SIMULECT (6asunikcumab), [1GOETPRIQ 37
HapKOTHUKaMU }i
KipoBorpa/cbkii
M2 Oepxnikcnyxba obmacTi
N21038-001.1/002.0/17-25 ein 15.12.2025 Ne906/02.12-25 5ix 16.12.2025
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daakoHi, 3 Bogoro g IH €Kit (PO3uMHHUK), 3 MapKyBaHHSIM BHPOOHKKa Novartis,
0 He MICTHTh aKTHBHO] $apmauesTrunof cyberannii (tepmin 1pujaaTHocTi
30.04.2027).

3 MeTo10 aKTUBHO] NpOTHAIT NOWMpPeHHIO JKapChKUX 3aco0iB, 3 orjisy Ha Te,
IO Taka mponykuis € Hebesneynowo Ta MOXe HECTH 3arpo3y KUTTIO Ta 30POB 10
HaceJIeHHS

3ABOPOHSIIO peanizauiro, 36epiranHs Ta 3acTocyBaHHs cepii SFYD2
danscudikoBanoro TKapCHKOro 3acoby SIMULECT (6azuaikcumag), nopomok y
duakoHi, 3 Bogo man in’exuiii (po3unnuuK), 3 MapKyBaHHAIM BHPOOGHUKa
Novartis, mo ne mictursn AKTHBHOI hapManeBTHYHO] cyberanuii.

Cy6’exram TocnonaproBaHHs, siki  37ilcHIOOTE pearisauito, 36epiranus
Td 3aCTOCYBaHHS JiKapchKux 3aco0iB, HeBimKNagHO, micis OLCPKAHHS 1aHOro
POSTIOPSAJUKEHHS, IIepeBIpUTH HASBHICTH BKA3AHO] cepii JlikapchKoro 3ac00y. BIKUTH
3aX0AM IMOMO BWIYYEHHS 1T 3 O0Iry LUNSIXOM 3HMIIEHHS abo romepHeHms
HOCTAYANBHUKY, TPO WO MOBIAOMHUTH TEPUTOpiaNbHUi Opray Hepxiikenywou,
Y pasi sHumeHHs Bigxonis 3a3HA4Y€HOI cepil JiKapebKoro 3ac00y B JIBOTHKHEBUI
CTPOK HANpPaBUTH JI0 TEPUTOPIAILHOIO oprany Jlepxnikenyx6u koriio axrta npo
SHHUIICHHA BIAXOAIB JIIKAPCHKOTro 3aco0y.
Koutposns 3a Bukonannam nanoro PO3NOpsIKEeHHS 31 HCHIOIOTE TEPUTOPIaIIbHI

opranu Jlepsixeity 6y Ha Binmosiauiti TepUTOPIT.

HeBukoHauns nanoro POSMOPAIKEHHS TATHE 3a coBOIO BIAMOBIaIBHICTD
3TIAHO 3 YHHHUM 3aKOHOIABCTROM Ykpaiuu.

Komnii nanoro posnopsmxents HanpasmeHi:
MinicTeperso oxoponu 3/10poB'st YKpaiHu;
A1 «epxaBuuii CKCIIEPTHUH UeHTp Minictepcraa OXOPOHU  3/10pOB's
Ykpaiamy.
/r'"' A/""

Fonona ‘ Poman ICACHKO

Hina HOPHEHBKA, Tea.(044) 422-55-76 (133)



JTEPKABHA CJIIYXBA YKPAIHMU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
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Ne Ha Ne BiX
KepiBHukam cy0’eKTiB
rocrnoJaploBaHHs, HKi 3afiMa0ThCs
peaJiizauicio, 30epiraHHAM i
3aCTOCYBaHHAM JiKapchKHUX
3ac00iB
KepiBuukam TepUTOpiaJbHUX

opraHiB Jep:ikcay:xou

PO3IMOPSKEHHS

Bimnosiguo mo Koncrutyuil Yxpainum, cratei 15, 22, 55 3akoHy YKpaiH#
«OCHOBH 3aKOHOIABCTBA Y KpalHu Mpo 0XOpOHY 310POB's», cTaredd 15, 17, 21 3aKOHY
Vxpaiau «IIpo Jikapceki 3aco6m», 1lomoxeHHs mpo HepxaBuy ciyx0y YKpaiHu
3 JiKapChKYX 3aco0iB Ta KOHTPOMIO 32 HAPKOTHKaMH, 3aTBEP/DKCHOTO MOCTaHOBOIO
Kab6inery MinictpiB YKpainu Bin 12.08.2015 Ne 647, Ilopsmky 3AiHCHEHHS
JIEPXKABHOTO KOHTPOJIO SKOCTI JKApChKUX 3aco6iB, IO BBO3ATHCA B YKpaiHy,
3aTBEpIKEHOr0 IOCTaHOBOIO KabiHeTy Misicrpi Ykpainu Big 14.09.2005 Ne 902,
nyaxty 3.2.3 Tlopanky BCTaHOBNIECHHS 3a60poHH  (TUMYacoBoi 3a00pOHHM)
Ta OHOBJIEHHs O6Iry miKapchKuX 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEpPIKEHOIO
HakasoM MiHIiCTepCTBA OXOPOHH 3I0pPOB’s YKpalHK Big 22.11.2011 Ne 809
(3i 3MiHaMm), 3apeecTpPOBAHOrO MinicrepctBom roctuwii Yipaimm 30.01.2012
3a Ne 126/20439, TTopsaKy KOHTPOJIO SKOCTI JIKapChKHX 3aco6iB mij ¥ac OnToBOI
Ta po3apiGHOI TOPriBIl, 3aTBEP/KEHOT0 HaKa3oM MiHicTepcTBa OXOPOHH 3/10POB'S
Vkpainwu Bix 29.09.2014 Ne 677, 3apeecTpoBaHOTO MiHicTepcTBOM IOCTHIIT Y KpaiHu
26.11.2014 3a Ne 1515/26292, ITpasun yTumisalii Ta SHAICHHS JNiKapChKUX 3ac001B,
3aTBEpDKEHMX HakazoM MiHicTepcTBa OXOPOHH 3mopoB’s Ykpainu Big 24.04.2015
Ne 242, sapeecTpoBaHHX MIiHICTEPCTBOM roctunii  Ykpaimm Big 18.05.2015
sa Ne 550/26995, Ha mifgcTaBl HaIXOIKCHH MDKHApOJHOTO TIOBiJOMJICHHS
BiJl peryJsTOpHOrO Opraxy Pecny6mixu Kinp Ne CY/I/25/2 mono BIIKJIMKAHHS 3
06iry HesKiCHHX JIiKapChKUX 3acobis, supobrunTea REMEDICA LTD, Pecmy0bmika
Kinp.

3 METOIO AKTUBHOT IPOTHUIT TIOIIMPEHHIO JTIKapChKIX 3aco0iB, 3 OIVISINY Ha Te,
10 TaKa NMPOAYKIIs € HeOe3MeyHOw Ta MOXE HECTH 3arpo3y KUTTIO Td 37I0POB 1O

) UB JHep:xaBHa ciryx0a 3
HaCCJICHHI! JKapchKUX 3aC00iB Ta

KOHTPOJIIO 3a
M2 [epxnikenyxBa HapKOTHKamu y

No4039-001.1/002.0/17-25 Bin 15.12.2025 Kiposorpajcpkiii

obiacTi
Ne907/02.12-25 Bix 16.12.2025
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002.0




3ABOPOHMAIO peanizanito, 30epiraHHs Ta 3aCTOCYBaHHS JKapChKHUX
3aco0is, Bapoounursa REMEDICA LTD, Pecnyoaika Kinp:
— cepiit 106572, 106579, 106580, 109074, 110315, 119535, 119536; 106327,
106570, 108773, 108774, 114394, 114396, 114447, 117186, 117187, 117188,
117260, 117261, 117262, 117263, 119537, 119538, 119539, 119540, 119541,
110542, 119543, 119544, 119545, 119898, 125965, 125966; 114395, 119899,
120161, 125865; 120907, 125861, 125862, 125863; 106571, 125864, 120162,
120163, 106573, 106574, 106575, 106576, 106577, 106578, 109062, 109063,
109064, 109065, 109066, 109067, 109068, 109069, 109070, 109071, 109072,
109073, 109782, 110316, 110317, 110318, 110319, 110320, 110321, 110322,
110323, 110324, 110811, 110868, 110869, 110870, 110871, 110872, 110813
nikapcbkoro 3acoly ERYTHROMYCIN ETHYLSUCCINATE 125 mg/5 mg
(ERMYCED), nepopa/ibHa cychensis, nisimka 100 mu;
— cepiit 126212, 108623, 114460, 117154, 108433, 108434, 114458, 114459,
117161 nikapcskoro 3acoby ERYTHROMYCIN ETHYLSUCCINATE 250 mg/5
mg (ERMYCED), nepopanbHa cycnensisi, nusmka 100 ma.

Cy6’ekTaM OCIOJAPIOBaHH, aKi 37iMCHIOOTH pealizalito, 30epiranHs
Ta 3aCTOCYBaHHs JHKapchKHX 3acoOiB, HEeBiAKIaAHO, HICIS OAEep:KaHHS JaHOro
PO3MOPSIKEHHS, [IEPEBIPUTH HasSBHICTb BKA3aHMX Cepill TiKapehKUX 3ac00iB, BXUTH
3aXOJM INOAO BHIydYeHHS iX 3 00iry HuisAXoM 3HUILICHHA abo TOBEpHEHHS
10CTAYalbHUKY, PO IO MOBIIOMUTU TepUTOpiaJbHUl OpraH JlepKIIKCIyKOHU.
Y pasi 3HUIUEHHS BiIXOAiB 3a3HAYCHHX cepiit NiKapchKUX 3ac06iB B IBOTHKHEBHI
CTPOK HANpPaBUTH [0 TEPUTOPIATBHOIO  OpPrany JepxikcayxOu  Komito aKra
[1pO 3HHUILEHHS BiIXOMIB JIIKapCHKOTO 3ac00y.

KOHTpOJIb 33 BUKOHAHHSM JaHOT0 PO3MOPAAKCHH 311 CHIOIOTE TEPUTOPiallbHI
opraiu Jlepxiikciyx0ou Ha BirOBiAHIN TepuTOPIi.

HeBHKOHAHHS JAHOTO PO3MOPSKEHHS TArHE 3a c000:0 BIATOBIJIAJIBHICTD
3riHO 3 YUHHUM 3aKOHOAAaBCTBOM Ykpaidu.

Kormii aHoro po3nopsijKeHHs HarnpasJeHi:
MiHiCTepcTBO OXOPOHH 310POB'S Y xpalny;

JIIT «JepxaBHuil  eKCIEPTHUH LEHTP MiHicTepcTBa OXOPOHH  310pPOB'S
Y KkpalHm».

Tos10Ba ey G Poman ICACHKO

Hina YOPHEHBKA, Ten.(044) 422-35-76 (133)



