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KepiBHHKaM anTe4YHHX Ta
JIKYBAJBLHHUX 3aKJIa/iB 00J1acTi

Jlo yBaru ynoBHoBa:keHHUXx ocio!

Hanaemo posnopsipkenns JlepxaBHoi cayxOu YKpaiHH 3 JIIKapchbKHX 3ac00iB Ta KOHTPOIIIO
3a HAPKOTHKaMH 1100 3a00poHH 00iry JikapcbKoro 3acody.

3a_HABHOCTI, BKA3aHOTO y PO3MOPS/DKEHHI JIiKapchKoro 3aco0y, MOBiOMUTH JlepxkaBHy
cyx0Oy 3 JikapchbKuMX 3aco0iB Ta KOHTpoNO 3a Hapkotukamu y KipoBorpancekii obmacti 1mpo
BYKMTI 3aX0/IH L1010 BUKOHAHHS PO3MOPSIKEHHS.

Indopmaliro HalaBaTH HA ManepoBHX HOCISX MOLITOIO, 32 anpecolo: gya. IIpeobpadsicencoKa,
2, m. Kponusenuuskuii, 25006, 3 noaTKamu:

a) Npy BMILIEHHI B KAPAHTHH JIOJAETHCs KOsl MIPUOYTKOBOI HaKJIaIHO1,

0) Ipu NOBEPHEHHI MOCTAYaTbHHUKY JIOIAIOTHCS: KOsl MpUOYTKOBOI HAKJIaJHOI;

KOTIisl HAKJIQJIHOI Ha IOBEPHEHHS.

B) V BHNAJAKY Mepejadi BiAXOJiB JIKApCBKOro 3aco0y Ha yTuii3amilo abo 3HHUINEHHS,
y JBOTHIKHEBMI cTpOK moindopmysatu JlepikaBHy cinykOy 3 JTiKapchbKHX 3ac00iB Ta KOHTPOIIIO 33
napkotukamu y KipoBorpazcekiii o61acTi Ta HazaTH KOMil0 NpHOYTKOBOI HAKJIaIHOIL.

[lpy HACTYNMHMX MOCTaBKaxX JIKAPChKHX 3aco0iB, BKa3aHHX Y PO3MOPSIKEHHSX, CY0’€KT
rOCMOJAPIOBAHHA TOBMHEH BXKMTH 3aXO[iB OO0 3amobiraHHs mnpuabaHHs, peamisamii Ta
3aCTOCYBAHHS JIIKAPChKUX 3ac001B, 3a3HaYE€HHUX Y PO3MOPSKEHHAX.

Y BHNAAKY BIJICYTHOCTI JIIKapChKUX 3aco0iB, BKa3aHUX y PO3NOPAKEHHAX UM JIHCTaX
JlepxnikesyxOu, BIIMOBiAI B MHCLMOBOMY BUTJIS/II HAIABATH HE NOTPiOHO.

OIHOYACHO HAarajayemo, IO 3 PO3MOPS/DKEHHSIMH Ta JHCTaMH JlepiIiKciayxkOu MoxHa
osHaiiomuTHcs Ha odiiiiHoMy Bebcaiiti [lepxaBHoi cimyx6u YkpaiHu 3 JikapchkuX 3aco0iB Ta
kontpoo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posapini  PO3IIOPSJDKEHHS
JEPKJIIKCITYXXBMN.

OKpim TOro, 03HaHOMHUTHCS 3 TTOBIIOMJICHHSMH PO BCTAHOBJICHHS 3a00pOHH Ta IIOHOBJICHHS
00iry nikapchkux 3aco6iB, ski Bumani Jlepxiikcmyx6oio, MoxHa Ha odiniliHomy BeGcaiTi
JlepxaBHoi ciyx0u 3 JiKapcbKuX 3aco0iB Ta KOHTpONIO 3a HapkoTukamu y KipoBorpancekii
obnacti (auB. nuct Big 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

JlonaTtku:
I. Konist posnopsmkennst JepxaBHoi cnyOu YKpalHH 3 JTiKapchbKHX 3aco0iB Ta KOHTPOJIO 32
HapkoTukamu Bia 22.05.2023 Ne 4820-001.1/002.0/17-23 na 2 apk.
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JIEPY)KABHA CJIYKBA YKPATHM 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHA
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KepiBHukam cy6’exTiB rocnoaaploBanus,
/O @%Juxo AKi 3aHMaTbCA peadnizauieio,

30epiraHHsAM i 3aCTOCYBaHHAM JIIKAPCHKHX
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KepiBHHKaM TepuTOpiaJILHHX oOpraHis
HepautikenyxOH

Ha Ne BiX

PO3NOPA’)KEHHSA

Binnopinno no Kouctutyuii Vkpainu, crareit 15, 22, 55 3akony VYxpainu
"OcHOBH 3aKOHOJABCTBAa YKpaiHM IO OXOpoHY 3a0poB's", crareit 15, 21 3akony
Ykpainu "Tlpo nikapceki 3acobu”, ITonoxeHHs npo )lepxcaBHy cnyx0y Ykpainu 3
JNiKapChKHX 3aco0iB Ta KOHTPOJIO 3a HAapKOTHKaMH, 3aTBEPXKEHOTO IMOCTAHOBOIO
Kabinery MinicTpiB Ykpaian Bin 12.08.2015 Ne 647, Ilopsaxy 3mificHeHHs
NEepXaBHOIO KOHTPOMIO SKOCTI JIIKapChbKHUX 3acobiB, IIO BBO3ATECA B YKpaiHy,
3aTBepIKeHoro rnocranosoro Kabinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
nyHkty 3.2.2 Ilopsanky BcTaHOBIEHHA 3a60poHHM (THM4acoBoi 3a0OpoHH) Ta
MOHOBNIEHHs 00iry JsikapchbKux 3acobiB Ha TepuTOpil YKpaiHH, 3aTBEPHXKEHOro
Haka3oM MiHicTepcTBa OXOpOHH 370poB’s Ykpaiuu Big 22.11.2011 Ne 809 (3i
3MiHamH), 3apeectpoBaHoro  MiHictepctBoM roctuuil Ykpainm 30.01.2012 3a
Ne 126/20439, Topsanky KOHTPONIO SKOCTI JIiIKAPCBKHX 3ac06iB MiJ Yac ONTOBOI Ta
po3api6HOI TOpriBii, 3aTBEp/XKEHOro Haka3oM MIiHiCTepcTBa OXOpPOHH 3MI0pOB'S
Yxpainu Bin 29.09.2014 Ne 677, 3apeectpoBaHoro MiHicTepcTBOM IocTHLIT YKpaiHH
26.11.2014 3a Ne 1515/26292, TlpaBun ytunizauii Ta 3HUILEHHS JIKapChKHX 3ac00iB,
3aTBEP/DKEHUX Haka3oM MiHicTepcTBa OXOpOHH 310poB’s Ykpainu Big 24.04.2015
Ne 242, 3apeectpoBaHMx MinicrepcTBoM Ioctuuii VYkpainn 18.05.2015 3a
Ne 550/26995, na mincrasi iHdopmanii TOB «Pom VYkpaina» (mpeactaBHHKa
Bupobnrka @.Xobdmann-JIs Pom JIT/]) mono BusBieHHS B 06iry Ha TepuTOpii
Yxpaiun danscudikoBanoi cepii N7458B07 nikapcekoro 3acoby «MabThera 500
mg/50 mb» (MABTEPA®), «infusion for concentrared solution», 3 MapkyBanusm
BHpoOnuka «Roche» anrmificekoro MoBow (3a iHdopmauiero Roche Bkasana cepis
nikapcskoro 3acofy BUpOOHHMKOM Oyia BHUIyINEHa TiIBKH TYpPELBKOI MOBOIO A
puHKy Type4yuHH), 3 METOI aKTHBHOI NMpPOTHIIl MOIIMPEHHIO (GanbCHiKOBaHUX
JKapChKHX 3aco0iB, IO MOXYTb CIIPHYHHHTH PO3BHTOK XBOPOOHM aG0 HEHAIEXHE

M2 nepmmxcn

4820-001. 1/002 0/17-23 Bin 22.05.2023

|| INIII LN IIIIIIHIIHIIII RlepxaBya cny03 s MHGBCAIX sacoBia 3 10KTPOO
M2 3a HapkoTukamu y KipoBorpaacekin obnacTi
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NiKyBaHHs, HECTH MOTEHLiHy 3arpo3y XHUTTIO Ta 30pPOB’0 HACENEHHS | i€
HeOe3neyHuM: f
3ABOPOHSIIO peanizauiio, 36epiraHHs Ta 3aCTOCYBaHHA hanscudikoBaHOro
nikapchKoro 3acofy «MabThera 500 mg/50 mb» (MABTEPA®), «infusion for
concentrared solution», cepii N7458B07, 3 MapKyBaHHAM supobuuka «Roche»
aHIIHCHKOIO MOBOIO. {
Cy6’exTam rocrnofapesKol iSTBHOCTI, Ki 3AiCHIOIOTH peaizalliio, 30epiraHs
Ta 3aCTOCYBaHHS JIIKapChKHX 3aco6iB, HEBIAKNAAHO MiCis OJCPXKAHHA JIaHOTO
pO3MOPS/KEHHSA NEPEBIPUTH HasBHICTh BHILE3a3HAUEHOI cepii JiKapChKOro 3acoby Ta
y pa3i BUABJEHHS, BUIYIHTH ii 3 06iry IUIAXOM PO3MILICHHS B KapaHTHH, Tpo 10
Heraiino nosizoMuTH JdepxiikcmyxOy Ta TepUTOpiaNbHUH OpraH TepxikenyxOu Ha
BiZMOBiAHIN TepUTOPI. :
KOHTpONb 3@ BUKOHAHHSAM J@HOT0 pO3MOPADKEHHA 3i}iCHIOKOTH TEPUTOPiaNIbHI
oprauu JlepxJnikciyOu Ha BiJMOBiAHIN TEPUTOPIL.
HeBHKOHAHHS AAHOrO PpO3MOPAMKEHHA TArHE 3a co6ot0 BiAMOBiAAIBHICTE
3FiIHO 3 YHHHAM 3aKOHOABCTBOM Y KpaiHH. !

Konii faHoro po3nopsamKeHHs HarpaBJIeHi:
MiHiCTepCTBO OXOPOHHU 3[0POB'A Ykpainu; |
",

JII1 " [lepxaBHHit eKCIIEPTHHI LEHTP MimnicTepcTBa OXOPOHH 310POB'A YxpaiHu';
TOB "Pour Ykpaina'. é
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