JEPYCTIKCITY XKBA

AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM Y KIPOBOTI'PA/JICBKIN OBJIACTI

By [Ipeobpaxencrka, 2, M. KponmBauubkuit, 25006, Te/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kox €ﬂ?¢ 37059505

TF. LEACKY No £~ zr//j%z%zé R-AY gﬁr{/

KepiBHHKaM Ta YIIOBHOBa’KeHHM 0c00am
anTe4YHHX TAa MeIHYHHX 3aKJIA/IIB
KipoBorpaacekoi o6acri

Jlo yBaru YnoBHOBaKeHHX 0ci0!

Hanaemo posnopsiokenns JlepxaBHoi ciyx6n Ykpainu 3 nikapchKuxX 3aco6iB Ta KOHTPOITIO
3a HAPKOTHKaMH 110710 3a00poHH 00iry Jikapcbkoro 3aco0y.

3a_HANBHOCTI, BKa3aHUX Y PO3MOPS/UKEHHI JKapchKUX 3aco6iB, moBimomuTH JlepiKaBHy
ciyx0y 3 JKapchkux 3aco0iB Ta KOHTPOMO 3a HapkoTHKamu y KipoBorpanckkiii o6macti mpo
BXXHTi 3aXOJH IOZ0 BUKOHAHHS PO3IOPSIKEHHS.

[adopmaniro HaaBaTH Ha MaNepoBHX HOCISAX MOIITONO, 3a aapecolo: ey Ilpeobpasicencoka,
2, m. Kponuenuuskuii, 25006, 3 1o1aTkaMu:

a) IIpH BMIIIIEHHi B KAPAHTUH JI0JAE€THCS KOTIisl MPUOYTKOBOT HAKJIaHOT;

0) IpH MOBEPHEHHI IOCTAYATBHHUKY J0JAI0THCS: KOs IPHOYTKOBOT HAaKJIAHOT;

KOIIisl HAKJIaJHOT Ha TIOBEPHEHHS.

B) Y BHNAJKy Nepeiadi BiIXOAIB JiKapchbKoro 3aco0y Ha yTWiizamiro abo 3HHIIEHHS
Y ABOTH)XHEBHH CTPOK noindopmyBatn JlepikaBHy ciyx0y 3 JliKapchKHX 3aco6iB Ta KOHTPOJIO 3a
HapkoTukamu y KipoBorpaacekiii o6macTi Ta HafaTH KOIIiK0 NpHOYyTKOBOI HAKIIAIHOI.

Ilpy HAacTyNmHHMX IOCTaBKax JiKapchbKHX 3aco0iB, BKa3aHMX y PO3MOPAIKEHHSAX, CYyO’€KT
FOCNO/IAPIOBAHHSA MOBHHEH BXHTH 3aXO[iB INOAO 3amobiraHHs mnpuabaHHs, peaizamii Ta
3aCTOCYBAaHHs JIIKAPChKHUX 3ac00iB, 3a3HAYEHHUX Y PO3NOPAHKEHHSX.

Y _BuHNajAKy BIJICYTHOCTI JiKapChKHX 3ac00iB, BKa3aHHX Y PO3NOPSA/KEHHAX YM JIMCTAxX
JepxutikemyOu, BUINOBiAI B MICEMOBOMY BUIJIS/Ii HAZABATH He NOTPi0HO.

OnnovacHO Haraayemo, IO 3 PO3MOPSIKEHHSAMH Ta JUCTaMH JIEpXKIIKCIykKOH MOXKHA
o3HaiomuTHCA Ha odiuiiiHoMy BeGcaiiti JlepxkaBHOI CiyOu YKpaiHH 3 JIKapChKHX 3acobiB Ta
KOHTpo/r0 3a Hapkotukamu (https:/www.dls.gov.ua/) B posmini  PO3IIOPSDKEHHA
JEPXJIIKCITYXXBU.

OxpiM TOro, 03HaiOMHTHCS 3 TIOBiJOMJICHHSMH [P0 BCTAHOBJIEHHS 3a00POHH Ta IOHOBIECHHS
obiry mikapcekumx 3aco0iB, siki BuaHi Jlepxiikcmyx6010, MOXHa Ha odimiiiHOMY BeGcaiTi
JepxaBHoi cay0OH 3 JIiKapChKHX 3aco0iB Ta KOHTPONIIO 3a Hapkotukamu y KipoBorpazichekiit
obnacri (auB. ymuct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Honarox: Komist posnopsmkenHs JlepxaBHoi ciryx0u YKpaiHu 3 JiKapchKHX 3ac00iB Ta KOHTPOJIIO
3a HapkoTuKamHu Bif 13.03.2024 Ne 2556-001.1/002.0/17-24 ua 1 apk.
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NEPJKABHA CJYKBA YKPATHU 3 JIIKAPCBKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
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KepiBaukam cy6’ekTiB rocrnoaapioBaHHs,
SIKi 32iiMa0ThCS peaJiizanicro,

3GepiraHHsAM i 32CTOCYBAHHSAM JIKapChKAX
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KepiBHHKAV, TepHTOPIaJTbHHX OpPraHiB
Jepamikcyxou '

PO3IIOPSIKEHHSI

Binnosimuo mo Konctutyuii Ykpainu, crareit 15, 22, 55 3akoHy YKpa'th
"OCHOBH 3aKOHOJABCTBA YKpaiHi Mo OXOPOHY 310pOB'a", CTaTeH 15,21 3aKOH§'
Vipainn "ITpo nikapeski 3acobu”, ITonoxeHHs mpo JlepiaBHy CITyXOy Vkpainu
3 TKApCHKMX 3aCO0IB T KOHTPOIIO 38 HAPKOTHKAMI, 3aTBEPIUKEHOTO HOCTaHOBofo
KaGinery Mimictpis Vipainu Bix 12.08.2015 M 647, Ilopamky 3ificHeHHS
NiepXKaBHOIO KOHTPOJIO 32 SKICTIO JIKApCHKUX 3ac00iB, 110 BBO3ATHCS B Yxpa'l'ﬂy,
3aTBepIIKEHOTo TIOCTaHOBOK KaliHety Minictpis Vkpainu Bin 14.09.2005 Ne 902,
1. 3.2.3 TlopsiiKy BCTAHOBJICHHS 3a00pOHH (TUM4acoBOI 3a00pOHK) Ta NIOHOBJIEHHA
06iry 7nikapchKuMx 3aco0iB Ha Teputopii YKpalHu, 3aTBEpUKEHOrO HAKa30M
MiHicTepcTBa OXOPOHHM 3[0POB’s YKpaiHu Big 22.11.2011 Ne 809, 3apeecTpOBaHHM
B MinicrepcTsi roctruii Ykpainu 30.01.2012 Ne 126/20439; Tlopsanxy Koquomo
IKOCTI TIKApPCHKUX 3aC001B Il Yac ONTOBOI T2 po3piGHOI TOpriBii, 3aTBEPIKEHOTO
HakasoM MiHicTepcTBa OXOPOHM 3[[0pOB's Yxpainu Big 29.09.2014 Ne 677,
3apeecTPOBAaHKM B MisnicTepeTsi rocTuiii YKpaiHm 26.11.2014 3a Ne 1515/26292,
[IpaBui yTWIi3auil Ta SHULICHHA nikapehKuX 36c001B, 3aTBEPIUKEHUX HaKa30M
MiHicTepcTBa OXOPOHH 3/10pOB’s Y KpaiHu Bix 24.04.2015 Ne 242, 3apeecrp0BaHizIM
B Minicrepersi toctuuii Yipaiuu 18.05.2015 32 Ne 550/26995, Ha nincﬁuai
HAIXOMKEHHS  TepPMIHOBOTO OMOBIlEHHS  TPO  TMOPYIICHHSA AKOCTI
No NPRA/SVA/P/22/2024-01 Bin HaiioHanbHOTO AareHTcTsa 3 perymosaﬂfﬂa
hapMarleBTHIHOI JisTBHOCTI, MinictepcTBa OXOPIHH 310POB s Majaifsii (NPRA)
MO0 JOOpOBINBHOrO BiAKIMKAHHA 3 PUHKY HA piBHI CrOXWBada, y 3B’A3KY
3 noreHuiiiHoo HasricTio Burkholderia cepacia complex B ypaxeHiii cepii,
nikapcbkoro 3aco0y MC140, cnpei HasaypHui, cycnensis, SO Mxr/zo3y, no 140 103
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y ¢nakoHax (6e3 eTHKETKH) 3 HACOCOM-I03aTOPOM 3 PO3IMHIIIOBAYEM Ha3aJbHOTO
IpU3HAYEHHs 3 HAHECEHOIO HAa3BOIO IperapaTy Ta HOMepOoM cepii Ha JHi (aKkoHy;
o 56 ¢uakoHiB y kopobuii, BupoOHuuTBa Anorekc [rk., Kanana (Apo-mometasoné
Furoate Aqueous Nasal Spray 50mcg/metered spray (crmpeii), cycmensis mis
Ha3aJIbHOTO 3acTOCyBaHHS, 140 posmmieHs y misurdi 20 MII 3 MyJIbBENi3aTopoM,
BupoOHHLTBAa Apotex Inc. - Richmond Hill Site, Canada) (peCCTpauiﬁHé
nocsiggenns Ne UA/14952/01/01): '
3ABOPOHAIO peanizaniro, 30epiraHHs Ta 3acCTOCYBaHHS cepii TZ2389
nikapcekoro 3acoby MC140, cmpeii HazanbHuii, cycnensis, 50 MKkr/aosy,
no 140 o3 y praxonax (6e3 eTHKeTKH) 3 HACOCOM-A03aTOPOM 3 PO3NHJIIOBAYEM
HA3aJIbHOTO NMPH3HAYEHHS 3 HAHECEHOI0 HA3BOIO NIpenapaTy Ta HOMepoM cepi-i'
Ha aHi ¢aakoHy; mo S6 ¢uaakoniB y kopobui, EHpoOHunTBa Anoreke Ink.,
Kanana (Apo-mometasone Furoate Aqueous Nasal Spray S0mcg/metered spray
(cmpeii), cycnensist JJisi Ha3aJIbHOTO 3acTOCYBaHusl, 140 posnuiens y musiuri
20 MJa 3 nyasBeJizaTopoM, BupoGHunTBa Apotex Inc. - Richmond Hill Slte,
Canada) (peecrpauiiine nocsiguennsi Ne UA/14952/01/01). :
Cy6’exTaM TOCIIONApIOBaHHS, fKi 3MilCHIOTH peanizaiio, 366plI‘aHHﬂ
Ta 3aCTOCYBAaHHs NIKapCHKMX 3ac0GiB, HEBIKIAAHO, MICIs ONEPXKAHHSA NaHOTO
PO3MOPAIKEHHS, [IEpPeBIPUTH HAasBHICTH BKa3aHOI cepii Nikapchkoro 3acofy, BXUTH
3aX01H 0210 BUITyYEHHS i1 3 obiry LLUISIXOM rmBepHeHHfﬂ
NOCTAYATEHUKY/BUPOGHUKY 260 3HHUIIEHHS, TIPO IO MOBIIOMHUTH TEPUTOPiabHHH
oprad Jlepxikciyx6u. Y pasi 3HMIIEHHS BIAXOJIB Mperapaty B JIBommHeBnﬁ
CTPOK HATPABHTH JO TEPUTOPIaNbHOro opramy JlepnikcimyxOu Koriro aKTa
Tpo 3HMILEHHS BiIXO/iB Jikapcekoro 3acoly.
KoHTponb 33 BUKOHAHHSIM JaHOTO  [O3MOPAMKEHHS  3IMCHIOITH
TepuTOpiaTbHi oprany JepiikceiyOu Ha BilNOBi Hik TepuTOpil. :
HeBHKOHAHHSA JAaHOTO PO3IOPS/UKeHHS TATHE 3a co00I0 anosmanbmcm
3riJIHO 3 YAHHKUM 3aKOHOJAaBCTBOM Y KpaiHH.

Kormii gaHoro po3nopspKeHHs HallpaBJIeHi:
MiHicTepCTBO OXOPOHH 3[0POB' Y KpAIHH; ‘
I "JlepkaBHuil excrepTHuH wueHTp MiHicTepcTBa OXOPOHH 3)10p013 s

Vxpainu";
AT "®apmak".
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