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KepiBHHKaM Ta YNOBHOBaKeHUM 0coOam
anTeYHWX Ta MeIHYHHUX 3aKJaliB
KipoBorpaacbkoi obsacri

Jlo yBarn Y noBHOBakeHHX 0Ci0!

Hapaemo posnopsvkenHs JlepxaBHoi cirykOu YkpaiHu 3 JiKapChbKuX 3ac0o01B Ta KOHTPOJIIO
3a HAPKOTHKaMH 1I0/10 3a60poHH 00iry JikapceKoro 3aco0y.

3a HafBHOCTI, BKa3aHHX Y PO3IOPS/DKEHHI JIKApChKUX 3aco0iB, MOBLAOMHTH [lepikaBhy
ciyx6y 3 Jikapchkux 3aco0iB Ta KOHTpOIO 3a HapkoTukamu y Kipoorpazacekiii ofmacti  1po
BXKHTI 3aXO0/IU I110/10 BUKOHAHHS PO3IOPSKEHHS.

IndopMalliio HalaBaTH HA IANePOBMX HOCIAX MOLITO, 3a ajpecoro: eyi. Ilpeobparncencoka, 2,
M. Kponusnuubkuu, 25006, 3 nonaTKaMu:
a) IpY BMILIIEHH] B KAPAHTUH JOJAETHCA KOMis MPUOYTKOBOI HAKIIAAHOI;
6) IIpy MOBEPHEHHI NOCTAYAIBHUKY AOAAIOTHCSA: KOIIis IPUOYTKOBOI HAKIIAIHOT;
KOIIisl HaKJIaZAHOT Ha [I0BEPHEHHS.

B) Yy BHUIAAKY Mepeaadi BiAXOMIB JIIKAPCLKOIO 3aco0y HA yTMAI3auilo a00 3HULUCHHI,
y IBOTH)XHEBHI CTpokK moindopmysatu JlepxaBHy ciyxOy 3 J1iKapchbKMX 3aC001B Ta KOHTPOJIIO 34
HapkoTukamu y KipoBorpazcekii o6acTi Ta HaaTu KOmiio mpuOyTKOBOT HAaK/IaAHOT.

IIpy HACTYMHMX MOCTABKAX JIKAPCHKMX 3aC00iB, BKA3aHMX Yy PO3MOPAIKCHHSX, CYO €K1
rOCIIONAPIOBAHHS TOBMHEH BXHMTH 3aXOAiB 11070 3amobiranHs npuabauus, peanisauii Ta
3aCTOCYBaHHS JIIKAPCHKUX 3aC00iB, 3a3HAUYEHUX Y PO3MOPSDKCHHSAX.

Y _BHIAAKY BIICYTHOCTI JIKapChbKHX 3ac00iB, BKa3aHHUX Yy PO3MOPS/UKCHHAX HYM JIMCTaxX
Jepactikcmy k01, BUINOBiAL B MHCHLMOBOMY BUIJIsA/li HAABATH He NOTPi0HO.

OHOYACHO HATaayeMo, M0 3 PO3MOPS/UKEHHAMH Ta JHucTamMu JlepxkiikenyxOn MoxHa
o3HaiiomuTHCA Ha odimiitHoMy BebGcaiiti JlepkaBHOi cayx0u Ykpainu 3 jikapchkux 3aco0iB Ta
kouTpomo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posaini  PO3IOPSDKEHHSI
JEPXJIIKCIIYXXBU.

.

JlomaTku:

1. Komisi posnopsmkenns JlepxkaBHoi cayxOu YkpaiHu 3 JikapchbKux 3ac00iB Ta KOHTPOMIO 34
HapkoTukamu Bij 20.06.2025 Ne 403-001.3/002.0/17-25 na 1 apk.;

2. Komis posnopsmkenns JlepaBHoi ciyx0u YKpaiHu 3 JIiKapChKHX 3ac0o0IB Ta KOHTPOJIO 34
HapkoTHkamu Bix 20.06.2025 Ne 404-001.3/002.0/17-25 na | apk.;
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Ha Ne Bif

KepiBHukam cy6’ekTiB
rocnofjapoBaHHs, sKi 3aHMalOTbcA
peaJtizauieio, 30epiraHHAM i

3aCTOCYBAaHHSAM JiKapChKHX 3ac00iB

KepiBaukam TepPUTOPIaJILHHX
oprasiB Jep:nikcry:xou

PO3IMOPAIKEHHSA

Binnosinno no Koncrutymii Ykpainu, crateit 15, 22, 55 3akony Ykpainu
"OcHOBH 3aKOHOZABCTBa YKpalHH HpO OXOpOHY 310pos's", crareit 15, 17, 21
3axony VYkpainu "IIpo mikapceki 3aco6u", ITonoxenns npo [epxasHy ciyx6y
YKpalH{ 3 JIKapChKUX 3ac0o0iB Ta KOHTPOJIO 32 HAPKOTHKAMH, 3aTBEPIKEHOTO
noctanoBoro Kabinery MinicTpiB Vkpainu Big 12.08.2015 Ne 647, Tlopsaaxy
3MIMCHEHHs Nep)KaBHOTO KOHTPOJIO fAKOCTI JIKAapChKMX 3acobiB, IO BBO3ATHCH
B VKkpaiHy, 3aTBepIKEHOro mnocTaHoBol KaGinetry MinicTpis Vkpainu
Big 14.09.2005 Ne 902, mymkty 3.2.2 IlopsiaKy BCTaHOBIEHHS 3a60pPOHH
(THM4acoBOi 3a00pOHHM) Ta MOHOBJEHHs 06Iry niKapchkux 3acobiB Ha TepHTOpIl
YkpaiHu, 3aTBep/KeHOro HakasoM MiHicTepcTBa OXOPOHH 310poB’s YKpaiHu Bixn
22.11.2011 Ne 809 (3i 3mimamu), 3apeectpoBaHoro MiHiCTepCTBOM FOCTHIIT
Ykpaitu 30.01.2012 3a No 126/20439, ITopsaky KOHTPOMO SKOCTI TiKapCBKHX
3aco0iB Mif dYac ONTOBOI Ta PO3APiGHOT TOPTIBII, 3aTBEPMHKEHOI0 HAKa30M
MinicrepcTBa 0XopoHu 310poB's Ykpainu Bin 29.09.2014 Ne 677, 3apeecTpoOBaHOTO
MinictepcTBoM roctuuii Vpainu 26.11.2014 3a Ne 1515/26292, IIpaBun ytumizanii
Ta 3HUIIEHH JIKapChKuX 3ac06iB, 3aTBEpKEHNX HakazoM MinicTepersa OXOPOHH
3]10poB’st YKpainu Bif 24.04.2015 Ne 242, 3apeecTpoBaHux MiHicTepcTBOM FOCTHIIIT
Ykpainu 18.05.2015 3a Ne 550/26995, Ha mimcraBi HagxomKeHHS iH(popMarrii
Big TOB «POIL Ykpaina» (muct Big 17.06.2025 Ne 973) mono BusBIEHHS B 06iry

cepii B0354B05  danbcudixosanoro mikapcbkoro 3ac00Y ypAltYZaRasHYViRlRea 5

400 mg/16 ml 3 MapKyBaHHAM iHO3EMHOI MOBOIO. TikapChKIX 3acobip Ta
KOHTPOJIIO 3a
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3 MEeTOI0 aKTUBHOI NPOTHAII MOIIMPEHHIO JIKAPChKUX 3aco0iB, NUIIXH
HaJXOMKeHHsS Ta YMOBH 30epiraHHs SKHX HEBiJOMi, BU3HAYUTH SKICTh Ta
0e3neyHICTh IKHX HEMOXKIIUBO, 3 OTJIAY Ha Te, [0 TaKa MPOAYKIis € HeOe3MeYHO0
Ta MOX€ HEeCTH MOTEHLIHHY 3arpo3y XUTTIO Ta 3[J0POB’ 0 HACEIEHHS:

3ABOPOHSAIO peanizauito, 30epiranss ta 3acrocyBanHs cepii B0354B05
(panecudikoBaHoro Jikapcbkoro 3acoby Altuzan Vials, 400 mg/16 ml
3 MapKYBaHHSM iHO3¢MHOK MOBOIO.

Cy6’exTam rocrnojaproBaHHs, Kl 3[1HCHIOIOTH peanizalito, 30epiraHHs Ta
3aCTOCYBaHHs JIKapChbKMX 3aco0iB, HEBIAKJIAIHO, MICNIS ONEpXKaHHS [aHOTO
PO3NOPSAMKEHHS, IEPEBIPUTH HasIBHICTH BKa3aHOI cepil JTiKapChbKOro 3aco0y, BKUTH -
3aX0[M W00 BUIy4YeHHs ii 3 0OIry NUIIXOM 3HHINEHHS abo IMOBEpHEHHS
I0CTa4YallbHUKY, IIPO IO ITOBIIOMUTH TEPUTOPIaNIbHUE opraH Jep iIiKcIyKOu.

Y pasi 3HMIIEHHS BIAXOAIB 3a3Ha4yeHOl cepii JIKapceKOro 3acoly
B IBOTHIKHEBHH CTPOK HANpaBUTH A0 TEPUTOPialbHOTO opraHy Jlepiimikciyxou
KOIITIO aKTa MO 3HUIIEHHS BiIXOMIB JIiIKapChKOro 3acofy.

KoHTpone 3a BHUKOHaHHSM JIaHOTO  PO3NOPSMKEHHS  3AIHCHIOIOTH
TEPUTOPiaNbHI OpraHu JIepsIikcirykOu Ha BiANOBIiAHI#M TepHTOPIi.

HeBuKoHaHHs IaHOTO PO3IMOPSIXKEHHS TATHE 34 COOOK BiNOBIAANBHICTE
3TiJJHO 3 YUHHUM 3aKOHOJABCTBOM Y KpaiHH.

Kormii 1aHoro po3nopsmkeHHs HallpaBieHi:

MinicTepcTBO 0XOpOHHU 310pOB's YKpaiuy;

HI1 «[lepxaBHudl ekcrepTHHI LeHTp MiHicTepcTBa OXOPOHH 370pPOB'S
VYkpainny,

TOB «POIll Ykpaiuay.

3actynauk [osioBu Boaogumup KOPOJIEHKO

Onena BSI3OBCLKA, Ten.(044) 422-55-76 (127)
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No Ha Ne BIJ
KepiBaukam cy6’exTiB
rocrnojaproBaHH1, sKi
3aliMaloThes peaJiizaniero,

30epiraHHsiMm i  3acTOCYBaAHHAM
JiKapchbKHX 32¢00iB

KepiBHukam TePUTOPiaJIbLHHX
opranis [lep:xaikcayxou

PO3MNOPSUKEHHS

BignosinHo mo Kouctutywii Vkpainu, crarteit 15, 22, 55 3akoHy Ykpainu
«OcHoBH 3aKOHOIABCTBA YKpATHHU PO OXOPOHY 3M0pOB’s», cTatedt 15, 21 3akony
Yxpaiin «llpo mikapceki 3aco0m», ITlonoxeHHs mpo HepxasHy ciyx0y Ykpainu
3 JIIKapChKUX 3ac00iB Ta KOHTPONIO 33 HAPKOTHKAMH, 3aTBEPKEHOI0 TTOCTAHOBOKO
Kabinety MinictpiB Ykpainu Bim 12.08.2015 Ne 647, nyHkty 3.1.3 Tlopsaxy
BCTaHOBJICHHS 3a00pOHH (THMYacoBoi 3a60pOHH) Ta TOHOBJIEHHS 00Iry mKapchKUX
3ac00iB Ha TepuTopil YKpaiHW, 3aTBepIKEHOr0 HaKa3oM MinicTepcTBa 0XOpOHH
300poB’st YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBanum B MiHictepcTsi rocTuuil
30.01.2012 3a Ne 126/20439, [TopsiiKy KOHTPOIIIO IKOCTI JIKapCHKHUX 3aCO0IB ITif 4ac
ONTOBOI i PO3/PiGHOI TOPTIBI, 3aTBEPIKEHOrO HAKA30M MinicTepcTBa 0X0poHH
310poB’s YKpainu Bix 29.09.2014 Ne 677, 3apeecTpoBanuM B MinicrepcTsi rocTrLii
26.11.2014 3a Ne 1515/26292, Ha mimcrasi moBimoMiIeHHs Binx JIT «JlepxaBHuii
eKCNEPTHUH HeHTp MiHicTepcTBa OXOpPOHH 31OpOB’s Ykpaiamy Big 19.06.2025
Ne 1619/7.3-25 mono Bumanky cMepri pH 3acToCyBanHi cepii 406134 mikapcekoro
3aco0y ACTILYSE®, 20 mg powder and solvent for solution for injection and
infusion, BupoGHuuTBa Boehringer Ingelheim International Gmbh, Germany,
OMPUMAHOZO 8 AKOCMI 2YMAHIMAPHOT OONOMO2U:

TUMYACOBO 3ABOPOHSIIO peanizariro ta 3acTocyBaHHs cepii 406134
nikapcpkoro 3aco6y ACTILYSE ©, 20 mg powder and solvent for solutlon fo
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Gmbh, Germany, ompumarnozo ¢ sxocmi zymanimaproi donomozu, 1O OKPEMOTo
pimieHHs JlepxaBHOi cnyx6u YkpaiHu 3 NKapchKuX 3acoGis Ta KOHTPOIIO 34
HAapKOTHKAMHU.

CyG’extam rocrnosaproBaHHsl, AKi 30iHCHIOIOTH peaizanio Ta 3aCTOCYBaHHS
JNKapchKUX 3acobiB, HeBiAKTAamHO, TCNS OXepXaHHS NAHOrO PO3NOPSAIKEHHS,
TNePEeBIPUTH HABHICTH BUILEBKA3AHOI Cepii JTiKapchKoro 3aco0y.

Y pasi BusBIIeHHs BUINE3a3HA4EeHO! Cepii MpemapaTy, BKUTH 3aXOIH MO0
BUIydeHHs i 3 00Iry WUISIXOM IOMIINEHHs B KApaHTHH, IPO IO [IOBIIOMUTH
TepHUTOpiabHIH opran JlepKITiKciry 61 3a MiClleM pPO3TallyBaHHS.

KoHTpone 32  BHKOHAHHAM  J@QHOTO  PO3MOPSUKEHHS  3iHCHIOIOTH
TepUTOpIialbHi opranu Jepxiikcy:x6u 3a MiclieM po3TalryBaHHS.

HeBuKkoHaHHs [JaHOrO pO3NOPSIKEHHS TATHE 3a COOO0 BiAMOBiNATBHICTD
3T1JIHO 3 YHHHUM 3aKOHOJABCTBOM VYkpainu.

Komnii 1aroro po3nopsiakeHHs HanpagieHi:
MinicTepcTBO 0XOpOHH 3/10p0B's YKpainu;
AT «lepxaBuuit exciepTauit nenTp MO3 Vkpainny.

3acrynnuk I'osioBu ( li N Bosogumup KOPOJIEHKO

Onena BS3OBCBKA, Ten.(044) 422-55-76 (127)



