TEPXUTIKCITYKBA

JEPXABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOT'PAJICBKINA OBJACTI

ByJ1. [IpeoGpaxeHnchka, 2, M. KpomBHuubkHii, 25006, Ten/dakc: (0522) 32-14-41
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kog €JIPTIOY 37059505
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KepiBHHKaM anTe4HHX Ta
JIKyBaJbHHX 3aKJIaiB 001acTi

Jlo yBaru ynoBHOBazKeHHX 0¢i0!

HamaeMo 1715 03HalOMIIEHHS Ta BUKOHAHHS po3nopsikeHHs [lepxkaBHoi ciry:x0n YKpainu
3 JiKapchbKHX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHKAMH MO0 3a00poHH 00iry JiKapchbKHX
3aco0iB.

3a_HASIBHOCTI, BKa3aHMX y PO3IOPS/DKEHHAX JIKapChKUX 3aco0iB, moBifomMuTH [lepikaBHY
ciyx0y 3 JiKapchKuX 3ac0GiB Ta KOHTpOJIO 3a Hapkotkamu y KipoBorpanacekiit oGmacti mpo
BXKUTI 3aX0JT II0/I0 BAKOHAHHS PO3MOPSKEHb.

IndopMalilo HajaBaTH Ha NANEPOBHMX HOCIAX IOMITOIO, 3a afapecoro: éy. IIpeodpasicencoKa,
2, m. Kponuenuywkuii, 25006, 3 nonaTkamu:

a) IpY BMilllEHH] B KAPaHTHH JIOJA€ThCS KOMis MPUOYTKOBOI HAKIIAHOI;

6) IIpH NOBEPHEHH] OCTAYAIBHUKY JOAIOTHCS: KOIIis MPHOYTKOBOI HAKJIAIHOT;

KOITisl HAKJIQJIHO1 Ha MOBEPHEHHS.

B) Y BHIAJKy Mepeiaadi BiIXOMiB JiKapchbKoro 3aco0y Ha yTHii3amiro abo 3HHINCHHS,
y IBOTIDKHEBHi CTpoK moindopmMyBatu JlepkaBHy CIy)Oy 3 JiKapchKHX 3ac00iB Ta KOHTPOJIIO 32
HapkoTukamy y KipoBorpajcekiit o61acTi Ta HafiaTh KOMil0 MpHOYTKOBOI HAKIIA/HOI.

I[Ipy HACTYNHHX MOCTAaBKAax JiKAapChKHX 3aco0iB, BKa3aHUX y PO3MOPSIDKEHHSX, CYyO’€KT
TOCIIO/IaPIOBAHHs TOBMHEH BXWTH 3aXOAIB IIOAO 3amoliranHs npuabaHHs, peamsamii Ta
3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3a3HAYEHHX Y PO3MOPSAKEHHSX.

Y BHDAJAKY BiICYTHOCTI JKapchKuX 3aco0iB, BKa3aHHMX Yy PO3MOPS/DKEHHSAX UM JIHCTaX
Jlepsxtikemy Oy, BIANOBiAI B MHCHMOBOMY BHIJIS/Ii HAIABATH He NOTPiOHO.

OpHOYAaCHO HAragyeMo, IO 3 PO3MOPAKCHHSIMH Ta JUCTaMH JIEpXKITIKCIyXOn MOXHA
o3HaiiomuTHCS Ha odimiiiHoMy BebcaiiTi JlepkaBHoi ciryxOn YKpaiHu 3 JiKapchKux 3aco0iB Ta
KkoHTpomo 3a Hapkotukamu  (https:/www.dls.gov.ua/) B  posaimi PO3IIOPAJDKEHHA
JEPXIJIIKCITYXBU.

OKle TOTO, 03HAHOMHTHCS 3 MOBIJOMJICHHSIMHE IIPO BCTAHOBJICHHS 3a00pPOHH Ta NOHOBJICHHS
06iry JiKapchKHX 3acobiB, ski Bumami Jepimikcayx60io, MoxHa Ha odiniliHoMy BeOcaiTi
JlepxaBHoi CTyxOH 3 JIIKapchKHX 3aco0iB Ta KOHTPOJIO 32 HApKOTHKaMH y KipoBorpazncekii
o6acti (muB. muct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

JlonaTku:

1. Komis PO3TIOPS/KEHHS JlepxaBHOi ciyk6u YKpaiHH 3 JIKapchKHX 3aco0iB Ta KOHTPOMIO 3a
Hapkotukamu Bix 08.03.2023 Ne 2104-001.1/002.0/17-23 Ha 1 apk.;

2. Komis PO3MOPS/DKEHHA JlepxaBHOi CiykOu YKpaiHH 3 JIKapchKHX 3aco0iB Ta KOHTPOMIO 3a
HapkoTukamu Bix 08.03.2023 Ne 2105-001.1/002.0/17-23 Ha 1 apk.

e
HauaabHuK cTyx0H / Jiist TAHOLIOBA

Iumok JTroagmuna 32 14kbxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPON
M2 3a HapkoTUKamu y KlpOBOFpaACbKIM oGnacn
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AEPKABHA CJIY)KBA YKPAIHH 3 JIIKAPCBKAX 3ACO]§IB

TA KOHTPOJIIO 3A HAPKOTHKAMH
(Hepacrixcay6a) Rutas

npocnekr Ilepemorn, 120-A, M. Kuis, 031 15, Ten/paxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,

http://www.dls.gov.ua, Kox E€IPIIOY 40517815
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Kepisnukam TepaTopiansunx opraHis

Heparikcryx6n

PO3NOPSIIXEHHS

Bignosigno no Kowcrurynii Ypainu, crareit 15, 22, 55 3akomy Vkpainu
"OcHoBH 3aKoHOZaBCTBa VKpainu [Ip0 OXOPOHY 3710poB's", cTateif 15, 17, 21 3akony
Ykpainn "TIpo nikapceki 3aco6u”, TTonoxenns npo JlepxaBHy ciyx6y Ykpainu 3
TKAPCHKUX 3aC06iB Ta KOHTpONIO 3a HAapKOTHKaMH, 3aTBEPIDKEHOIO MOCTAHOBOK
Kabinery Minictpis Vkpainm Bix 12.08.2015 Ne 647, Ilopsaaxy 3ailicHeHHs
ACPXABHOIO KOHTPONIO 3a AKICTIO JNIKApCBKMX 3ac0GiB, MO BBO3ATECH B VYkpaiHy,
3aTBep/ukeHOro nocraHoBoro Kabinmery Minictpis Vipainu sim 14.09.2005 No 902,
Iopsinky BcTaHOBNEHHS 3a60poHM (THMYacoBOi 3a00pOHH) Ta IIOHOBIEHHA 06iry
JKapChKHX 3ac06iB Ha TepuTOpii YKpaiHH, 3aTBEpIKEHOr0 HaKa3oM Miunicrepcra
OXOpOHH 3710pOB’s Ykpainu Bix 22.11.2011 Ne 809, 3apeecTpoBaHMM B MiHicrepersi -
rocTHuii Ykpainu 30.01.2012 3a Ne 126/20439, Iopsnxy KOHTPOIIO SKOCTI JiKAPCHKHX
3aco0iB mg wac omnToBoi Ta po3zpiGHOi  TOpriBimi, 3aTBepIKEHOro Haka’oM
MinictepcTBa oxopoHH 310poB’s Vipainu Bin 29.09.2014 Ne 677, 3apeecTpoBaHHM B
Minicrepcrsi foctuuii Vipaiau 26.11.2014 3a Ne 1515/26292, IMpasun ytunizauii Ta
SHHMIICHHSA JIKapCHKMX 3ac06iB, 3aTBEPIKEHHX HAKA30M MinicrepctBa oxoponu
3710poB’s Vkpainu Big 24.04.2015 Ne 242, 3apeecTpoBaHMM B MiHicTepeTsi ocTHIii
Ykpainu  18.05.2015 3a Ne 550/26995, mna MifCTaBi HaIXOMKEHHA JIHCTA
Ipexcrasnuursa kommamii "Hopapric ®apma Cepsices AI™ mopmo BHABIEHHA
HE3apeecTpPOBaHOro Jrikapchkoro 3acofy FEMARA®, 2,5 mg filmtabletta, 100 db
filmtabletta, Novartis, 3 MapKYBaHHAM iHO3EMHOIO MOBOIO, T2 3 METOI0 AKTHBHOI T4
NPOTHAII TOMHMPEHHIO HEe3apeeCTPOBAHMX MKapchKHX 3aco6iB, mo ooiuiiiHo He
BBOSHJINCE Ha TEPUTOPLIO YKpaiHH, € HeGeaneYHNMH Ta MOXYTE CIIPHIMHUTH POIBHTOK
XBOpoOH ab0 HeHalleXHe JIIKYBaHHSA, HECTH NOTEHLIHHY 3arpo3y XHTTIO Ta 3J0POB’I0
HaceJIeHHs: g

[epxasHa cnyxba 3 niKapCbkwx 3acobiB Ta KOHTPONO
'@ Deperiknnyate M2 3a HapkoTukamu y Kiposorpaachkiit obnacTi
Ne2104:001.1/002.0117-23 Bl 08.03.2023  No93/0/02.12-23 Bin 08.03.2023 -
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3ABOPOHSAIO peanizanito, 306epiraHHs Ta 3acToCyBaHHA Bceix cepiid
He3apeecTpoBaHoro Jikapcekoro 3acoby FEMARA®, 2,5 mg filmtabletta, 100 db
filmtabletta, Novartis, 3 MapKyBaHHAM iHO3EMHOIO MOBOIO.

Cy6’exTaM rocrnogapcsKoi AisIBHOCTI, AKi 3AIMCHIOIOTH peanisaliio, 30epiraHas -

Ta 3aCTOCYBaHHA JKapChbKUX 3aco0iB, HEBINKIANHO MiCIA OAEPXKAaHHA JaHOIo
PO3NOPSIKEHHS NEPEBIPUTH HASBHICTh BKa3aHOIO JIIKapCHKOro 3acoby, BXKHTH 3aX0[H
IOAO BWIy4YeHHS Horo 3 o0iry mUIIXOM 3HHUIEHHSA, PO IO IOBIIOMHTH
TepuTOpiaNbHUE opraH [lepxulikcayx6u. VY pa3i 3HMIIEHHS BIIXOJAIB Mpenapary y
IOBOTH)KHEBHH CTPOK HANPaBUTH O TEPUTOPIaJIbHOrO opraHy JlepiIikciyx0u Komito
aKTa po 3HMINEHHS BiIXOiIB JIIKapChKOro 3acofy.

KoHTponbs 3a BUKOHaHHAM JaHOTO PO3MOPSUDKEHHS 3[iCHIOIOTh TepmoplaJmm
oprany Jlepxiikciry>xOu Ha BiTIOBiAHi# TepHTOPIi. ;

HeBHKOHaHHS JAHOTO PO3MOPSADKEHHS TATHE 3a CO00I0 BiNOBIAANBHICTE :mmm
3 YHHHUM 3aKOHOAABCTBOM YKpaiHH.

Hane po3nopadocenHs He nOWUpIOEMbCA HA cepii Jikapcekozo 3acoby, wjo
HaOIuwLIU 3 Memolo 3abe3neyenHs HaceNeHHA ma 3aKNadie OXOpOHuU 300p06’s 8 AKOCmi
2YMAHIMapHoi OONOMO2U, CYNPOBOONCYIOMbCA GiONOGIOHUMU  NiOMEEPONCYIOHUMU
OOKyMeHmamu ma cepmugpixamom axocmi 6upobruxa. -

Konmii 7aHOoro posnopsakeHHs HalpaBJIeHi:
MiHiCTepCTBO OXOPOHH 37I0pOB’s YKpaiHu;
JIT1 " [lepxaBHuii excriepTHUi neHTp MiHicTepcTBa OXOPOHH 3/10pOB’S YKpaiHu".
IpeacrasuuurBo kommnanii "Hoapric ®@apma Cepsices AI™

T'onoBa Poman ICA€EHKO

Mapuna Tapas, Ten.422-55-76



AEP)KABHA CJIIYKBA YKPATHH 3 JIKAPCEKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH

(Aepxcrixcyxba) . E R
npocnekt [lepemorn, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua, .
bttp://www.dls.gov.ua, Kon EIPTIOV 40517815 :
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Kepisuaxam TepuTOpianbanx opranis
Hepactikciayxbu

PO3MOPSIIKEHHS

Binnosizno no Koucrutynii Ykpainm, crareii 15, 22, 55 3akoHy Ykpainu
"OcHOBH 3aKOHONABCTBa YKpaiHH Ipo OXOpPOHy 3/10poB'a", cTared 15, 21 3axomy
Yxpainu "TIpo mikapcski 3aco6u”, [TonoxeHns opo JlepxaBHy ciyx0y Yipainu 3
JIKapCHKHX 3ac00iB Ta KOHTPOMIO 3a HAPKOTHKAMH, 3aTBEP/DKEHOr0 NOCTaHOBOIO
Kabinery MinictpiB Vkpaimm Big 12.08.2015 Ne 647, Tlopsamxy 3nificHeHHs
ACPXABHOTO KOHTPOJNIO SKOCTi JiKapCHKUX 3acobiB, IO BBO3ATECA B YKpaiHy,
3aTBep/LKeHoro nocranosoio Kabinery Minictpis Vkpainu Bin 14.09.2005 Ne 902,
myaxty 3.2.1 Ilopsnky BcTaHOBNeHHS 3a60poHH (TMMuacosoi 3a60poHH) - Ta
TNOHOBNEHHA 06iry JiKapchKuX 3acobiB Ha TepuTopii Vkpainu, 3aTBEPIXKEHOIO
Haka3oM MiHicTepcTBa OXOpOHH 370poB’s VYikpainum Bim 22.11.2011 Ne 809,
3apeecTpoBaHMM B MiHicTepcTBi focTuuii Ykpainu 30.01.2012 3a Ne 126/20439,"
Topsiaky KOHTpOMIO sSKOCTI NiKapchKMX 3aco6iB Mim 9ac ONTOBOI Ta po3apibHoi
TOPTiBJi, 3aTBEP/KEHOr0 HakasoM MiHicTepcTBa 0OXOpOHH 310poB’s YKpaiHH Bif
29.09.2014 Ne 677, 3apeectpoBanum B MiHicTepcTsi rocTumii Ykpainu 26.11.2014 3a
Ne 1515/26292, Tlpaun yrunisauii Ta SHUIIEHHS JIKAPCHKUX 3aC00iB, 3aTBEPAXEHHX
Haka3oM MiHicTepcTBa OXOpOHH 370poB’s Vkpainu Bin 24.04.2015 Ne 242, - -
3apeecTpoBaHuM B MiHicTepersi foctuuii Yipainu 18.05.2015 3a Ne 550/26995, Ta
Ha IiICTaBi HeBiANoBiAHOCTI cepii ABD0007A nikapcekoro 3aco6y HEPIIOTEK®
200, Tabnerxkn, BKpHTi 0600HKOIO, M0 200 Mr mo 5 TaGierox y Ouaicrepi;

o 2 GuicTepH y KapToHHil ynakosui, cepii ABD0007A, BHpoOHuuTBa HOBEJI
LIAY CAHAI BE TIIDKAPET A.LL, Typeuunna, 3a nokasauxoM "Kitbkicue
BH3HAYeHHN', T2 HASBHOCTI HETAaTHBHOIO BHUCHOBKY MpO AKiCTh BBE3E€HOIO B
YkpaiHy Jixapcekoro 3aco6y Bia 07.03.2023 Ne  41412/23/0411, BHIAHOIO
HepxaBHol0 ciy060l0 3 Jikapcekux 3acobiB Ta KOHTPOJIIO 33 HapKOTHKaMH Y
JlHinponeTpoBCEKi# 06acri:

o Aepxaska cnyx6a 3 nikapcbkux 3acobis Ta KOHTpOnto
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3ABOPOHSIIO peanizauito, 30epiraHHA Ta 3aCTOCYBaHHS JIKapCEKOro 3acoby
HE®PIIOTEK® 200, Tab/IeTKH, BKPHTI obosr0nK0I0, m0 200 Mr o 5 Tabnerox y
Gaicrepi; no 2 Gaicrepn KapTouuiii ynakosui, cepii ABD0007A, BHPOOHHITBa
HOBEJI LIAY C BE TIIDKAPET A.HI., Typeuunna (peectpaniiine
noceixuenns Ne UA/10429/01/01). ’
Cy6’extam rocnonaproBanms, siki 3miHCHIOIOTE peanisaniio, 36epiranns Ta
3aCTOCYBaHHA JIKapCHKHX 3aco6iB, HEBiZKNAmHO micis ONIEpXaHHA JaHOIO
POSNOPAIKEHHS TIEPEBIPHTH HAsABHICTh BKA3aHOI cepii JiKapchkoro 3aco0y, BXHTH
3aXOJlH MO0 BIITY4EHH ii 3 06iry LIIIXOM MOBEpHEHHs NOCTaYaNbHUKY/BHPOOHHKY
a00 3HHINEHHS!, PO IO OBiIOMHTH TepHTOpiabHuit opran Jlepictikcmyx6u. V pasi
SHHIICHHA BiAXOAIB MpenapaTy B JBOTHXHEBHik CTPOK HaNlpaBHTH [0
TEPHTOPIaNBHOr0 opraHy JlepiTKCIy%6u Komiio axTa NpO 3HHUIIEHHA BiIXOXiB
JiKapChKOTo 3acoby. ._
.~ Kontpone 3a  Bukomammsm  mamoro PO3NOPAIDKEHHA  3/1iACHIOIOTH
TePHTOpiabHi Opranu Jlepxikciy6H Ha BixnoBixiit TEPHTOPii.
HeBHKOHaHHA JaHOTO pPO3NOPAIKEHHS TArHE 3a CO6OIO BiNOBIAIBHICTD
3riIHO 3 YUHHUM 3aKOHOJABCTBOM Ykpaiuu.

Konii sanoro posnopsmxenns HallpaBJIeHi:

~ MigicrepcTso OXOpOHH 3I0pOB's YKpaiHH;

Al " epxaBHuii excniepTHui UeHTp MiHiCTepCTBO 0XOPOHHM 30pOB's Vkpainu";
Ilpencrasrunrso" HOBEJIb IJIAU CAHAI BE TI/DKAPET AHOHIM ILIPKETI",
B YkpaiHi. \ '

IosoBa Poman ICAEHKO

Mapuns Tapau, Ten.422-55-76



