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BLL

Kepisuukam ta Ynosnosakennw ocobawm
ANTEYHUX TAa MEeIMYHUX 3aK.12/1iB
Kiposorpaicbkoi o6aacri

Mo yBaru YnosuoBazkenux oci6!

Hanaemo posnopsimkenus JlepxaBHoi ciy:x6u YKpaiuu 3 jlikapcbkux 3aco6is ra KOHTPO.11O
3@ HApKOTHKAMH 110710 3a60poHM 06iry JKapebKoro 3acoby.

3a_masiBHOCTI, BKazaHux Y PO3IMOPSUDKEHHI JIIKAPChKUX 3aCOBIB. MORBI TOMUTH Jlepxarny
cyx0y 3 JikapchbkMX 3acobiB Ta KOHTPOZO 3a Hapkotukamu y Kiposorpaicbkiii 06 1ac i PO
BXHTI 3aX0/IH 11010 BUKOHAHHS PO3IOPSLKEHHS.

Iudopmaniio Hagasatu Ha naneposux Hocisx fourroto. 3a anpecoto: gya. lpeodpancencora,
2, m. Kponusnuyskui, 25006, 3 nonatkamu: '

a) IIpU BMILIIEHH] B KADaHTHH /10186 TheS KOTisl NPUOYTKOBOT HAK/IAAHOT:

0) IpH MOBepHEHHI MOCTAYANBLHUKY J101AI0THCS: KOTIisl IPUOYTKOBOT HaKIIa/IHOT:

KOTisi HAKJIA/IHOT Ha MMOBCPHCHHS.

B) Y BMIAJAKy nepe/ayi BIJIXO/1iB .'li@pCbKOI'Q;ﬂQ Ha  YTH.I3a1io  ado SHULILCHHS,
Y ABOTHXHEBHH CTPOK MOiHGOPMYBATH JlepxasHy ciiykOy 3 likapehknx 3aco0is 1a KOH IPO.HO 34,
HapkoThkamy y Kiposorpaacskiit o6iacti Ta Hazari koniro HPUOYTKOBOT HAK 14, IHOT,

[Ipy HacTymuux mnocraskax JKAPCHKUX 3aco0iB. BKazaHMX Y POBNOPSIKCHHSAN. VO (KT
TOCTIOIAPIOBAHHS  MOBHHEH BXHTH 3aXOJiB IOJO0 3anobiraHHs MpuadaHHs. peanizaiii  ra
3aCTOCYBaHHS JIIKAPCHKHUX 3aCO6IB. 3a3HAYCHUX Y PO3IMOPS/IKCHHSIX.

Y _Bunaaky Bixcyruocri JUKapChKHUX 3acobiB. BKazaHmx Y PO3IOPSUUKCHHSAX YW IHCTAN
Hepsxnikenyx6u, Biinosiai B NMUCLMOBOMY BHIISLI HAIABATH HE NOTPIOHO.

OmHouacHo Haraayemo. mo 3 PO3MOPS/DKCHHSIMHU  Ta  TUCTAMK Jlep&Kke Ivkon  MoxHa
O3HaHOMHTHCS Ha odiuilinomy BeGeaiiti JlepikaBnoi ciyxu Vipainn 3 JKAPCHKUX 30C00iB 12

KOHTpOMO ~ 3a  HapkoTHkamu  (https://www.dls.gov.ua/) & posaini - PO3IOPSIJOKEHHS
JEPXJIIKCJTY XBU.
Jonarku:

1. Komist posnopskerns Jepxasroi cinyx6n Ykpainu 3 JIKapCbKUX 3aco0iB Ta KOHTPOTIO 3a
HapkoTukamu Bia 20.09.2024 Ne8943-001.1/002.0/17-24 na 2 apk..
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JEPYXKABHA CJIYXBA YKPAITHU 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU
(lepxJikcayxda)

npocnekr Bepecreiicbkuid, 120-A. M. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua.
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32CTOCYBAHHAM JIIKAPChKHX 3ac00iB

KepiBnnkam 'rep;}_iTopiaﬂbHux OpraHiB
Jlepxiikeayxou

PO3NOPSKEHHS

Bignosiano mno Konctutyuil Ykpainu, craTeid 15, 22, 55 3akoHy YxpaiHu
«OCHOBHU 3aKOHO/ABCTBA YKpaiHu MPO OXOPOHY 310poB's», crateit 15, 21 3akony
Vkpainu «l1Ipo nikapchKi 3acobu», TlosoxkeHHs npo JlepxasHy cayk0y YKpatHu
3 TiKapchKUX 3ac00iB Ta KOHTPOJIO 33 HAPKOTHKAMK, 3aTBEPIKEHOrO MOCTAHOBOIO
Ka6inery MinicTpiB YKpaiu Bil 12.08.2015 Ne 647, Tlopsaky 3nificHeHHS
JlepHKABHOTO KOHTPOJIO SIKOCTI NiKApPCHKUX 3aco0iE, 110 BBO3ATECS B YkpaiHy,
3aTBEPIDKEHOI0 NOCTaHOBOKO KaGinery Minictpis Yipainu Bij 14.09.2005 Ne 902.
nynkty 3.2.2 [Tlopsiaky BCTAHOBICHHS 3a00po M (TMHMYAcOBOi  3a00POHH)
Ta [OHOBJEHHS 00Iry JliKapchkux 3aco0iB Ha TepuTopil YKpaiHH, 3aTBEPIKEHOTO
HakaszoM MiHicTepcTBa OXOPOHH 3/10pOB’A Vipainn Big 22.11.2011 Ne 809,
(31 3MiHam#), 3apeecTpPOBaHOrO MiHicTepcTBOM OCTHILIT  YKpaiHu 30.01.2012
3a No 126/20439, [TopsaKy KOHTPOMO SKOCTI J1KapChKHX 3acobiB Mg yac onToBol
Ta po3piGHOT TOPTiBII, 3aTBEPAKEHOTO Haka3oM MiHiCTepeTBa OXOPOHH 3/0POB'S
Ykpaiuu Bia 29.09.2014 Ne 677, 3ape€cTpOBAHOTO MiHICTEPCTBOM KOCTHILT Y Kpaitiy
26.11.2014 3a Ne 1515/26292, I[paBun yTuiizauii ra 3HUUIIEHHS NIKApChKUX 3aC001R,
3aTBep/DKEHMX Haka3om MiHICTEpCTBa OXOPOHH 3ncpoB’s Ykpainu Bia 24.04.2015
Ne 242, 3apeecTpoBanHMX MIHICTCPCTBOM OCTH aii Ykpainm Bin 18.05.2015
sa Ne 550/26995, Ha niAcTaBi  HALXOIXKEF s oucra  sia 11.09.2024
11_09/2024 01 TOB «Kpatis JIT/l» 1010 BUABJICHH B 00iry Ha TepHTopil
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Vkpainu 7iKapchbKUX 3aco0iB BAPOOHULTBA Pola Tarchomin S.A., [lojbua.
1o ohiliiiHo He BBO3UIMC HA TCPUTOPIO Y KpaTHH:
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-OXYCORT, aerosol for skin application, suspension
(9.30 mg + 3.10 mg)/g 32.25 g in aerosol ballons No 1, cepii 2040223 (Bupobaenuii
aast Mousinosu); ~

- OXYCORT, aerosol for skin application, suspension
©(9.30 mg + 3.10 mg)/g 32.25 g in aerosol ballons No I, cepii 2060224 (Bupob.iennii
Anst Honbwi (200 ynakorok peaizorani 10 Xopaarii)). -

3 MeTow akTHBHOI MPOTHAIT MOWMPEHHIO JiiKapchbkmx 3ac00IB, ULISXM
HAJIXOIUKCHHS Ta yMOBH 30€piraHHs SKHX HEBIIOMI, BM3HAYHTH SKICTb  Ta
Oe3neuHicTh sIKKuX HEMOX/IMBO, 3 OlIALy Ha T€, 110 Taka NPOAYKLIs € Hehe3neYHOo
Ta MOXe€ HECTH TMOTEHUIHHY 3arpo3y JKUTTIO Ta 310POR’H0 HACENEHHS:

3ABOPOHSIO peanizauiio, 3bepiranns Ta 3actocyBanms JIKAPChKHX

3aco0iB BHpoGHuuTBa Polfa Tarchomin S.A., Moanma:

-OXYCORT, aerosol for skin application, suspension
(9.30 mg + 3.10 mg)/g 32.25 g in aerosol ballons Ne 1. cepii 2040223 (BupoGaennii
ans Moanosn);

-OXYCORT, aerosol for skin application, suspension
(9.30 mg + 3.10 mg)/g 32.25 g in aerosol ballons Ne 1 , ¢epii 2060224 (BupoGaennii
aas Honbwi (200 ynakosok peasizosani 10 XopBsarii)).

CyG’ekTaM rocronaproBaHHs, siki 3AIHCHIOKTE peajisauito, 36epiraHs
Ta 3aCTOCYBAaHHS JIKAPCBKMX 3acoGiB, HEBIAKIAmHO, micis OJIepPIKaHHS JAHOI0
PO3NOPAIKEHHS, MEPEBIPUTH HASBHICTD BKA3aHMX cepiii JKAPCLKUX 3aCO6IB, BKHTH
3aXO04M IONO BUNyYeHHS X 3 O6Iry ULISAXOM 3HMILEHHS, NPO M0 MOBIIOMMTH
TepUTOpiaNbHUA opran Jlepxiikcayx6u. [Ticns 3HLLCHHS BIAXOUIB 1penapary
B ABOTWXHEBUH CTPOK HAMpaBUTH 10 TEPUTOPIalibi Oro opraHy Jlepauikciayxon
KOMIK aKTa MPO 3HULIEHHS BiIXO/iB J1IKapcbKOro 3acofy.

KoHTponk 32  BHKOHaHHSM  jaHOroO PO3MOPSIOKEHHS  3JLIHCHIOIOTH
TEPHTOpianbHi opranu JlepxikcayxOu Ha BiAnOBiAHI TEPUTOPIT.

HeBukonanns naHoro posnopsokenns Tsrhe 3a coboro BI/IMOBIIA/TbHICTh
3riIAHO 3 YHHHHUM 3aKOHOAaBCTBOM Ykpaiuu.

Komii naxoro posnopsmkenns Hanpaseni:
MiHicTepcTBO 0XOpOHH 3710pOB'S Ykpainu;
HIT «/lepxkaBHuit excnepTHuii ueHTp MiticTepcBa 0X0poHH 310poB's

Y kpainu»,
TOB «Kparist JIT]».
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