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KepiBaukam Ta YnosroBaxenum ocobam
anTe4YHHX Ta MeAUYHHX 3aKJIa/iB
KipoBorpaacbkoi o61acri

Ho yBarn YnoBHoBaxeHHX 0ci6!

Hapaemo posnopsimxenns JlepxaHoi CryxOu YKpaiHu 3 JiKapchKuX 3acoGiB Ta KOHTPOIO
33 HAPKOTHKaMH 010 3a60ponH 06iry Jikapcskoro 3acofy.

3a_HasiBHOCTI, BKasaHMX y pO3NOpSIKEHHI JIKApCHKUX 3acobiB, moBizomutn JlepkaBHy
cryxOy 3 JiKapchKHX 3aCOGiB Ta KOHTPOJIO 33 HAPKOTHKAMHU y KipoBorpancekiit o6macti  mpo
BXKUTI 32XO0JM II0JI0 BUKOHAHHS PO3IIOPSDKEHHS.

IndopMmaniro HanaBaTH Ha NaNEpPOBHX HOCISX MOIITON, 32 anpecoro: eya. Ilpeobpaxcencoka,
2, m. Kponuenuywkuii, 25006, 3 nonatkamu:

a) IpY BMIINEHH] B KADAHTHH J0JA€THCH KOIIis NpHOYTKOBOI HAKJIAHOT;

0) IpH MOBEpHEHH] IOCTAYATBHHKY JOAAIOTHCS: KOs npuOyTKOBOI HAKJIAIHOT;

KOIIisl HAKJIAZHOI Ha MOBEPHEHH.

B) Y BHMNAAKy Mepeiadi BiAXOJiB JiKapchKoro 3acoby Ha yrwiisamiio a6o 3HUIIEHHS,
Y IBOTHXXHEBUH CTPOK MoiHdopMyBatH JlepxaBHy ciyx6y 3 TiKapchKux 3acoliB Ta KOHTPOJTIO 3a
HapkoThkamH y KipoBorpazcekiit o6nacti Ta HagaT Komito mpuGYTKOBOT HAKTATHOL,

Ilpn HacTymmux mocraBkax JiKapchKHX 3acoGiB, BKa3aHHX Y PO3NOPAKEHHSX, Cy0’ €KT
TOCTONapIOBAHA TOBHHCH BXHTH 3aXONiB IIOAO 3amoGiraHHs npuaGaHHA, peamisauii Ta
3aCTOCYBaHHI JTiKapChKHX 3aC00iB, 3a3HAYEHHUX Y PO3MOPSIKEHHSIX.

Y Bunaaky BilcyTHOCTI JiKapchKHMX 3aco6iB, BKa3aHMX Y PO3NOPSKEHHSAX YHM JIHCTAX
Hepaxikemyx6u, BiinoBini B nucsMoBomy Buriszi HA/1aBaTH He NOTPifHO.

OnHovyacHO Haramyemo, IO 3 PO3MOPSIKEHHSMH Ta JTHCTAMH Hepxikcmyx0u MoxHa
O3HaHOMHTHCs Ha odiuitHomy BeGcaiiti JlepkaBHOI Cc1y)6u VYkpaiHu 3 nikapcekux 3aco6iB Ta
KOHTpOmO  3a  HapkotWkamu  (https://www.dls.gov.ua/) B posmini PO3IIOPADKEHH S
JEPXJIIKCITYXXBU.

OxpiM Toro, 03HaHOMHTHCS 3 [IOBiOMIEHHAMH IIPO BCTAHOBIEHHS 3a00pOHHU Ta MOHOBIIEHHS
obiry Jikapcekux 3acoGiB, ski BuaaHi Hepxikcnyx60i0, MoxkHa Ha odimifiHoMy BeGcaiiti
HepxaBHOT cyX0H 3 JikapchbKHX 3aco6iB Ta KOHTpPOMIO 3a HapkoTHkamH y KipoBorpancekiit
obnacTi (auB. mucT Bix 16.06.2020 Ne 169-02.1/01 .1.1/05.12-20).

Honatox: Komist posnopsamkenns Jlepxasroi c1yx6u Ykpainu 3 JIKapChKUX 3ac00iB Ta KOHTPOJTIO
32 HapKOTHKaMH Bix 14.03.2024 Ne 2594-001.1/002.0/17-24 Ha 1 apk.

B.o. HavanbHuKa ciryx0H @ Haranis MYP3AK

OepxasHa cnyx®6a 3 nikapcbkux 3acobis Ta KOHTpoOno
M2 3a HapkoTukamu y Kiposorpagcbkiit o6nacri
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JEPXKABHA CJIVKBA YKPATHU 3 JIIKAPCBKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA
(Jepacikemyxoba)
MpOCTEKT BepecTeHChKHMi, 120-A, m. Kuis, 03115, Tes/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kon €JIPTIOY 40517815
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f p 5’1 KepiBaukam cy0’€kTiB rocnoaapioBanus,
| J i siKi 3aiiMal0ThCs peaJizanieo,
’ ,:59 3GepiraHHAM i 3aCTOCYBaHHAM JKapChKHX
[2 3ac00iB

~ KepiBHukaM TepHTOpiaJILHHX OpraHiB
Nepaaikeayx0u

PO3IIOPSDKEHHS

BignosigHO 10 KouctuTynii Ykpainu, craTeid 15, 22, 55 3axkoHy YKpaiHH
"OCHOBH 3aKOHOJABCTBa YKpaiHH IIPO OXOpPOHY 3gopop'a", crareit 15, 21 3akoHy
Vkpainu "TIpo mikapchKi 3acobu", TTonoxenus npo JlepxasHy cmyx0Oy YkpaiHu
3 JTiKapchKHX 3ac06iB Ta KOHTPOJIIO 32 HAPKOTAKAMH, 3aTBEpIUKEHOr0 MIOCTaHOBOKO
Ka6inery MinicTpiB YKpainu Bin 12.08.2015 Ne 647, Ilopsamxy 3/iHCHEHHS
JilepXXaBHOTO KOHTPOJIIO 32 AKICTIO JHKApCHKHUX 3ac00iB, MO0 BBO3ATBECA B Ykpainy,
3aTBEPDKEHOr0 MOCTAHOBOIO Ka6ineTy MinicTpis YKpaiHu Bix 14.09.2005 Ne 902,
1. 3.2.3 TlopsiIKy BCTaHOBJIEHHS 3a00pOHH (THM4YacoBOi 3a00pOHH) Ta IIOHOBICHHA
06iry nikapchkux 3aco0iB Ha TepuTOpii YKpaiHM, 3aTBEP/DKEHOTO HAKasoM
MiHicTepcTBa OXOPOHH 3[0POB’s Vpainu Bix 22.11.2011 Ne 809, 3apeecTpOBaHUM
B MigicTepcTBi 10CTHIi YKpalHU 30.01.2012 Ne 126/20439, IlopsaKy KOHTPOIXO
AKOCTI JTIKapChKHX 3ac0o6iB M 9ac ONTOBOI Ta Po3piGHOT TOPriBIIi, 3aTBEP/UKEHOTO
paxasoM MiHicTepcTBa OXOPOHH 3[0pOB'S Vipaigm Bix 29.09.2014 Ne 677,
3apeecTPOBaHHM B MigicTepcTBi 1OCTHII YKpalHH 26.11.2014 3a Ne 1515/26292,
[Ipapmi yTHmi3amii Ta 3HUIIEHHA miKapchKuX 3aco0iB, 3aTBEp/UKEHHX HAKa30M
MiHicTepcTBa OXOPOHH 310POB’ s Yxpainu Bix 24.04.2015 Ne 242, 3apeecTpOBaHUM
B MinictepcTBi ocTHIi YKpaiHH 18.05.2015 3a Ne 550/26995, Ha mincrasi
HAIXODKEHHsS  TEpPMIiHOBOTO  OINOBINICHH:  TPO IOpYIIEHH:  SKOCTI
No HSA-2024-0002 Bix Health Sciences Authority, Singapure oo BiIKIAKAHHA
naprii 4epe3 MOXJIUBY npucytricts Burkholderia cepacia complex JKapCEKOro
3aco6y MC140, ciipeit HasanbHHH, cycnensis, SO MKr/o3y; 1o 140 103 y diakoHax
(6e3 eTHKETKH) 3 HACOCOM-/I03aTOPOM 3 PO3MATIOBAYEM Ha3aJIbHOro IIPU3HAYCHHA

[epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONO
e l‘le A "u £ - M2 .~ .
Hepngnne nynia L 3a HapkoTukamu y Kiposorpaachbkint obnacTi
NZLOIS-UU .
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3 HAHECEHOIO Ha3BOIO IIPENapary Ta HOMCPOM cepii Ha IHi ¢iaKoHy; 10 56 ¢akoHiB
y kopobmi, cepii TX5343, Bumpo6mmursa Amorekc Ink., Kanama (APO-
MOMETASONE AQUUEOUS NASAIL SPRAY 50MCG/METERED SPRAY)
(peectpaniiine mocsingenns Ne UA/14952/01/01):

3ABOPOHSIO peanizanito, 36epiraHHs Ta 3aCTOCYBaHHS JIKapChKOIro
3acoby MC140, cnpeii HazaabHmii, cycnemnsis, S0 mMkr/mosy; mo 140 nos
y ¢aakonax (0e3 eTHKeTKHM) 3 HACOCOM-J03aTOPOM 3 pO3NHJIIOBAYEM
HA32JILHOTO NPH3HAYEHHS! 3 HAHECEHOI0 HA3BOI0 NpenapaTy Ta HOMEpPOM cepii
Ha AHi ¢aakony; mo 56 ¢uaxonis y xopobui, cepii TXS5343, BupoGHHITBA
Anoreke Ink., Kanaxa (APO-MOMETASONE AQUUEOUS NASAL SPRAY
S50MCG/METERED SPRAY) (peecTpauiiine NMOCBiTYEHHS
Ne UA/14952/01/01).

Cy6’exTaM TOCTOJApIOBaHHs, sKi 3MIHCHIOIOTH pealisaniio, 30epiraHHA
Ta 3aCTOCYBaHHA JIKapChKHX 3aco0iB, HEBIKJIAJHO, IICJIS OJEpXKaHHA JaHOIo
PO3TOPSAKEHHS, IEPEBIPUTA HAABHICTh BKA3aHOI Cepil JIIKapChKOro 3ac00y, BXHUTH
3aXog¥d  [IOJO  BWIydeHHs i1 3  0obiry  IUISXOM  MOBEPHEHHA
NOCTa9aIbHAKY/BUPOOHIKY 260 3HUILEHHS, PO IO NOBiIOMUTH TEPUTOPIiATBHIH
oprad Jlepxiikcayx6u. Y pasi 3HMINEHHS BIIXOZIB Npenapary B JBOTHXXHEBHH
CTPOK HANPAaBUTH AO TEPUTOpianbHOro oprady JlepiurikciyxOu KOIi0 aKra
TIpO 3HUILLIEHHS BiXO/IB JiKapchKOro 3aco0y.

KOHTpOJNb 332 BHKOHAHHSIM JaHOTO  PO3MOPSUDKEHHsS  3AIHCHIOIOTH
TepuTopianbHi oprand JlepxiiKkciryOn Ha BiMOBiAHIA TepUTOpii.

HeBHKOHAHHS JAHOTO PO3MOPA/KEHHS TATHE 3a COOOI0 BiNOBINAIBHICTH
3ri{HO 3 YMHHHUM 3aKOHOJIABCTBOM Y KpaiHH.

Konii 1aHOr0 po3MOps/KEeHHs HallpaBJIeHi:

MiHicTepCTBO OXOPOHH 3/I0pOB'S YKpaiHu;

IU1 "[lepXaBHui eKCIEpTHUI LeHTp MiHicTepcTBa OXOPOHH 3[0POB'S
Vxpainu";

AT "®apmax".

T'osoBa Poman ICAEHKO

Onena BA30OBCBKA, Ten.(044) 422-55-76 (127)



