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Kepisnnkam Ta YnoBHoBakeHnM ocodam
ANTEYHHMX TA MEAHYHUX 3AKIANIB
KipoBorpaachkoi o6macri

Ho yparn YnosHoBaskenux oci6!

Hanaemo posmopsmxenms HepxaBHoi cnyx6u Vipainu 3 TKapChKHX 3aco6iB Ta KOHTPOJTIO
33 HapKOTHKaMHM 110210 3a60poHu 06iry JKAPCHKOro 3aco0y.

3a_masiBHOCTI, BKazaHmx Y POSIOPA/KCHH] JIKapChKUX 3aC00iB, HoBiloMuTH [lepxaBHy
c1yx0y 3 NiKapCEKHX 3acobiB Ta KOHTPOIIIO 3a HapkoTukamu y Kiposorpaacekiii o6acri Ipo
BXKHTI 3aX0/IY I0/I0 BHKOHAHHS PO3IOPSAIKECHHS.

IHpopMmanifo HagapaTh Ha maneporux Hocigx TiouIToro, 32 anpecoro: gy Ipeobparcencoka, 2,

M. Kponuenuyskuii, 25006, 3 nonatkamu:

a) IPH BMIILIEHHI B KAPAHTHH AONAETBCA KOS NPHOYTKOBOT HAKJIaJHOT;

0) mpu noBepHeHHI MOCTAYANEHUKY AOHAIOTECS: KOS IPHGYTKOBOT HAK/IaAHOT;

KOIIist HAKITAAHOI Ha ITOBEpHEHHS,

B) Y BHIAIKY nepesiadi BiAXOiB JIIKADCHKOTO 3acoby Ha yrwiizaniio abo IHUIICHHS,
Y JABOTHIKHEBHH CTPOK MOiHGOPMYBATH Hepxasny cnyx6y 3 miKapchkux 3acobis Ta KOHTPOJIK 3a
HapkoTukamu y Kiposorpazcekiii 061acti Ta Hanaty komito HIpUOYTKOBOI HaK/IaIHOf.

[pn mHacTynmuux mnocraskax JKapCHKAX 3acobiB, BKa3aHMX Y POSHOPSIKEHHSX, CYy0’ eKT
TOCTIONApIOBaHHSA TIOBHHEH BKHTH 3aX04iB 11070 3amoOiraHHs  npuaGaHHs, peamizamii Ta
3aCTOCYBAHHS JIKapChKUX 3ac06iB, 3a3HaveHIX Y PO3TIOpsAIUKEHHSX.

Y _Bunanky siacyruocri NKapchKUX 3acobiB, BKA3aHMX Y POSNOPS/DKEHHAX YM JIHCTaX
Hepxnikenyx6m, BIANIOBIAI B MHCHMOBOMY BHIIISIAL HaABATH He MOTPidHo.

OnnovacHo Haragyemo, mo 3 POSNOPAIDKCHHAMA Ta JHCTaMH  JlepikIiKCIyn6u MoxcHa
O3HAHOMHTHCS Ha o(iniliHOMy BeGcaiiTi HepskaBrol cmyx6u Yipainn 3 NKapchKuX 3acobiB Ta
KOHTPOJIIO 32  HApKOTHKAMH (https://www.dls.gov.ua/) posmini  PO3TOPSJKEHHS
JEPXKIIIKCITYXXBH.

Honarok: Komist posnopsimxerns AepxasHoi cnyx6u Vipainy 3 JNKapChKUX 3acobiB Ta KOHTPOJIIO
32 HApKOTHKaMH Bift 17.07.2025 Ne 466-001.1/002.0/17-25 ma 1 apK.,

HauanpHuk ciyx6n Jlinig IAH®LIIOBA

Octanenko Banentuna 32 14 41

* Jlepianna ciryxta 3 HMRAPCHKIX 33c06iB Ta KOHTPOLIIO 3
8 Hapkotukamy y Kiposorpancsxiii o6racti
= No34R-01.1/02.0/05.12-25 pin 18.07.2025
KEIL: Mandsisiona JI. B. 18.07.2025 09:23
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, ]
q‘,_';\_ Lo



L

AEPIKABHA CJIYKEBA YKPATHM 3 IIKAPCLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM
(Aepxnixeayx6a)
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KepiBaukam cy0’exTiB
rocnoJaploBaHHf, fAKi 32lMaOTHLCS
peaaizaricro, 30epiraHusm i

3aCTOCY BaHHSAM JIIKaPCHKHX 32C00iB

KepiBunkam TEePHUTOPiaTbLHUX
oprauis Hep:kaikciay:xom

PO3IOPSKEHHSI

Bianosinuo mo Koucturynil Vkpainu, crareit 15, 22, 55 3akony VYxkpainu
«OcCEOBH 3aKOHOA@BCTBA YKpaiHu PO OXOPOHY 3AOPOB's», crareit 15, 21 3akony
Yxpainu «IIpo nikapcrki 3aco6uy», TTonoxeHHs npo JlepkaBHy ciyx0y Vkpainu 3
JIKAaPChKHUX 3aCO0IB Td KOHTPONIO 33 HAPKOTHKAMM, 3aTBEPJIKEHOTO ITOCTAHOBOIO
Kabinery Minictpis Vkpainu Bin 12.08.2015 Ne 647, Hopsinky 3aificnenns
ACPXKAaBHOIO KOHTPOJIO SKOCTI JIKapChKUX 34C00IB, IO BBO3SITLCS B Ykpainy,
3aTBEP/DKCHOr0 nmoctaHoBoro Kabinety Minictpie Yxpainu Big 14.09.2005 Ne 902,
myHkry 3.2.2 Tlopsaky BCTaHOBIEHHS 3a0OpoHM (THMYACOBOT 3200pOHH)
Ta IICHOBJICHHS 00iry JnikapchKMX 3acobiB Ha TepuTopil YKpainm, 3aTBEPKEHOTO
Haka3oM MinicTepcTBa OXOpOHM 310poB’s Ykpaimm Big 22.11.2011 Ne 809
(31 3minamu), 3apeectpoBaHoro MiHICTEPCTBOM FOCTHLIT Ykpaian 30.01.2012 3a
Ne 126/20439, Topsaxy KOHTPOIIO SKOCT JIIKapChK4X 3aco0iB ITix gac omroBof Ta
po3piOHOI TOpriBMi, 3aTBepIKeHOro HakasoM MinictepcTsa OXOPOHHU 3/10POB'S
Ykpainu Big 29.09.2014 Ne 677, 3apeectposanoro Minictepersom rocTumii VYkpaiuu
26.11.2014 3a Ne 1515/26292, ITpaBuun yraisanii Ta SHUITEHH JIKapChKUX 3aC0BiB,
3aTBEPIUKEHHX HakasoM MiHicTepcTBa OXOpoHM 310poB’s Ykpainu Bix 24.04.2015
Ne 242, sapeectpopanux Minicrepctsom roctmnii Vkpaimm Bin 18.05.2015
3a Ne 550/26995, Ha migcTaBi TepMiHOBOTO NMOBiAOMIECHHS HepxaBHOi cyx6u 3
JUKapChKMX 3ac06iB Ta KOHTPONIO 33 HAPKOTHKAMM V BiHHHIBKIH 067acTi
BiJ 16.07.2025 No 168-01.1/02.0/06.02-25 cTOCOBHO BUSBIEHHS B ({%iry TE I/ITO?Xi;%a3

eprKaBHa CiI
JKapchKUX 3aco0iB Ta
KOHTpOJIIO 33
HAapKOTHKaMH Yy
"2 depuaikenyxGa KipoBorpachkiii
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Yxpainu cepii L24144A (tepmin npuaatnocti 05/2028) BBE3eHOTO 3 HOPYLICHHIM
nikapebkoro 3acoby URSOFALK® 500 mg, supo6uunTea DR. FALK PHARMA
GmbH, 3 MapkyBaHHsM iHO3eMHO0 MOBOIO 6€3 cepTHdiKaTy BUPOGHUKA.

3 MeTol aKTHBHOI NPOTHAIl NONIMPEHHIO JiKAPCHKUX 3aCO0iB, IUISXH
HAJIXOMDKEHHS Ta yMOBU 30€piraHHs SKHX HEBIJOMi, BH3HAYMTH SKICTb Ta
OE3MEYHICTh AKMX HEMOXIINBO, 3 OIVISAY HA Te, IO TaKa MPOAYKLIs € HeBe3MeuHO
Ta MOKe HECTH MOTEHUIAHY 3arpo3y XKUTTIO Ta 340POB 0 HACEJICHHS:

3ABOPOHSIIO peanizamito, 36epiranss Ta 3actocyBanns cepii L24144A
BBC3CHOTO 3 MOPYMICHHSIM Iikapcekoro 3acody URSOFALK® 500 mg,
BupoO6nnuTea DR. FALK PHARMA GmbH, 3 MapKyBaHHSM iHO3eMHOIO
MOEOI0 0e3 cepTH(iKaTy BUPOOHHKA.

Cy6’exTam rocrnomaproBaHHs, sKi 34IMCHIOIOTS peamizamifo, 36epiraHns Ta
3aCTOCYBaHHS JKAapChKUX 3aco0iB, HEBIAKIAZHO, MiCIs OJEp>KaHHSI JaHOTO
PO3NOPSKEHHS, IEPEBIPUTH HASABHICTh BHIIEBKA3AHOI cepii Mikapchkoro 3acoby,
BXKUTA  3aXOAM IIOJAO0 BWIYYeHHA 11 3 00Iry WUIIXOM  MOBEPHEHHS
NOCTa4YalibHUKY/BUPOGHUKY ab0 3HHILEHHS, PO LD NOBIJOMUTH TePUTOpiaIbHuU
oprag JlepxiikcayxOu. Y pasi 3HUIIEHHS Binxopis Hpernapary B JBOTHIKHEBHN
CTPOK HAIPABUTU [0 TEPUTOPIAIBLHOrO opraHy JlemxITiKCciy 6y KOMito aKTa mpo
3HUILIEHHS BIIXO/IIB JIIKQPCHKOTO 3ac00Y.

KoHTpone 3a BHKOHAHHAM JaHOTO  pO3IOPSIKEHHS  3IHCHIOIOTEH
TEpUTOpIaNbHI opranu Jepxiikcnyx6u Ha BiANOBIHiN TepuTOpIL.

HeBukoHaHHs J1aHOrO PO3MOPS/IKEHHS TATHE 3a COOOIO BIANOBIAATBHICTH
3r1[H0 3 YUHHUM 3aKOHOABCTBOM Y KpaiHH.

Konii HampaBneHi:

MiHicTepcTBO 0XOPOHU 3/10poB's YKpaiuy;

AT «JlepxaBuuii excnepTHuil LeHTp MiHicTepcTBA OXOpPOHHU 340POB’S
YKpaium». g
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TosoBa P Poman ICACHKO

Hina YOPHEHBKA, ten.(044) 422-55-76 (133)



