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KepiBankam Ta YOBHOBaKeHHM 0co0am
anTeYHUuX Ta MeAMYHHUX 3aK/JIaXiIB
KipoBorpaacbkoi obacri

Jlo yBara YOBHOBaKeHHX 0Ci0!

HazmaeMo po3nopspkeHHs JlepkaBHoi cirykOn YKpainu 3 JiKapChKHX 3aco0iB Ta KOHTPOJIIO
3a HApPKOTHKaMH 110710 3a6oponn 06iry JikapcbKoro 3acody.

3a HASBHOCTI, BKa3aHHX Yy PO3MOPS/UKEHHI JIKapchKHX 3aco0iB, moBiomMuTH JlepikaBHY
ciyx0y 3 JIIKapChbKHX 3aC00iB Ta KOHTDOJIO 32 HAPKOTHKAMH Y KipoBorpazcbkiit obmacti 1po
B)KUTI 3aXO0/IH [[0JI0 BUKOHAHHS PO3IOPS/HKEHHS.

IndhopMallifo HaJaBaTH Ha TAepOBHX HOCIAX TOIITOO, 3a aapecolo: eya. Ilpeobpasicencoka,
2, m. Kponuenuyukuii, 25006, 3 nonatkaMu:

a) IpY BMINIEHH] B KADaHTHH JI0JA€ThCSA KOMis mpubyTKOBOI HAKIAIHOT;

6) IIpH TIOBEpPHEHHI OCTAYAIBHAKY JOJAIOTHCS: KOs IPHOYTKOBOI HaKIIaIHOT;

KOITisl HAKJIaJAHOI Ha MOBEPHEHH.

B) Yy BMNAJIKy Ilepeiadi BiIXOMIB JiKapchkoro 3acoly Ha yTHIi3anio abo 3HUILECHHS,
v IBOTYIKHEBHH cTpok moiHdopMyBaTn JlepikaBHy ciryx0y 3 JiKapchbKHX 3ac00iB Ta KOHTPOIIIO 3a
HapkoTHkamH y KipoBorpazcekiii o6acTi Ta HaJaTH KOIIit0 IpHOYTKOBOI HAKIIATHOL.

IIpy HAcTyNMHHMX OCTaBKaX JIKapChKUX 3ac00iB, BKA3aHMX Y PO3MOPAUKEHHIX, cy0’exT
rOCIIOZIAPIOBAHHS TIOBMHEH BXHTH 3aXOiB IION0 3anobiraHHs NpHAOaHHS, peamizauii Ta
3aCTOCYBaHHS JIIKAPCHKHUX 3ac00iB, 3a3HaY€HNUX Y POMOPAUKCHHSAX.

YV BHIAAKY BiJICYTHOCTI JIiKapChbKUX 3ac00iB, BKa3aHHUX Yy PO3MNOPS/UKEHHAX YH JIHCTaX
Jlepxrikcmy k61, BIANOBIAI B MHCLMOBOMY BUIJIS/II HAIABATH He NMOTPiOHO.

OHOYACHO HArajyeMo, IO 3 PO3MOPS/KEHHSAMH Ta JHcTaMM JlepxKiikciyxOn MOXHA
o3HaifoMuTHCs Ha odimiiiHoMy BeGcaiiti JlepkaBHoi ciy:kOH YKpaiHu 3 JiKapchKuX 3ac00iB Ta
koHTpomo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posaini PO3ITIOPSJDKEHHA
JEPXXHAIKCITYXBH.

Jlonarok: Konist posnopsumkenns JlepxkaBHoi ciry0n YKpaiHu 3 JIKapChKuX 3ac001B Ta KOHTPOJIIO
3a HapkoTHKamu Bix 14.05.2025 Ne 305-001.1/002.0/17-25 1 apk..
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JAEP)KABHA CHYIKBA YKPAIHU 3 JIKAPCHKHNX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(depixiikeay:x6a)
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Ne Ha Ne Bix
KepiBunkxam cy6’exTiB
rOCNOXAPIOBaHHA, AKI 3aiiMaOThCsH
peanizaniero, 30epiraHHaAM i

3aCTOCY BAHHAM JIIKAPCHKHX 3aC00iB

KepiBHnkam TEePUTOPIiATEHUX
opraniB [epiikciy:xéu

PO3MOPSIIKEHHS

Bignosinno mo Koncruryuii Vkpainw, crareii 15, 22, 55 3axony VYkpaiun
«OcHoBH 3aKoHO#aBCTBa YKpaiHu mpo OXOPOHY 310pOB's», cratedt 15, 21 3akony
Yipainu «IIpo nikapceki 3aco6m», [lonoxenns npo Jepxasry ciyxGy Yxpainu
3 JIKapChKHUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH, 3aTBEPIKCHOTO NOCTAHOBOO
Kabinery Minictpie VYxpainu Bin 12.08.2015 Ne 647, Ilopsaxy 3ailicHeHHs
ACPIKABHOTO KOHTPOMIO 3a SKICTIO JIKapChKUX 3ac0GiB, [0 BBO3ATHCS B YKpaiHy,
3aTBepKeHoro nocraHosoo Kabinery MinictpiB Vkpainu Big 14.09.2005 Ne 902,
nyHkry 3.2.2 Ilopsaxky BcTaHOBNEHHS 3a0OpOHF (TUMYAcOBOi 3a60OpoHHM) Ta
TIOHOBJIGHHS 00Iry JiKapchkuX 3acobiB Ha TepuTOpil VKpaiHH, 3aTBepIKCHOIO
Haka3oM MiHicTepcTBa OXOpOHM 310poB’s Vkpaimm Bim 22.11.2011 Ne 809,
3apeecTpoBaHMM B MinicTepersi toctuiii Vkpaivu 30.01.2012 Ne 126/20439,
Iopsnaky KOHTPOJIIO SKOCTI JIKApCBKMX 3acoO0iB I 4ac OMTOBOI Ta po3apibuol
TOPIiBili, 3aTBEpIKEHOro HakaszoM MiHicTepcTBa oxopoHH 3710poB's YkpaiHu
Bin 29.09.2014 Ne 677, sapeectpoBanum B MiHicTepcTsi focTuii Ykpainu
26.11.2014 3a Ne 1515/26292, I1paBu yTHIi3aliil Ta SHALIEHHS TiKapCHKUX 3ac00iB,
3aTBEPJDKEHHX Haka3oM MiHicTepcTBa oXopoHH 310poB’s Ykpainu Bix 24.04.2015
Ne 242, sapeectpoBammm B Minicrepersi roctuuii Vkpaiau Big 18.05.2015
3a Ne 550/26995, Ha mincTaBi HagXOIKEHHS MDKHAPOTHOTO IIOBiOMIEHHS
(Rapid Alert) ix 08.05.2025 Ne 22/2025 wono BeranosieHHs GpakTy danscadikarii
cepiii: 1003061 (repmin mpmmataocti 07.2025); 1003212 (TepM1H HpI/IlIaTHOCTl

JepxaBHa ciayx0a 3

10.2025); 1002961 (tepmin mpumarnocti 07.2025); 1002142 (TepMmmpnmmeﬁmB Ta

03.2024); 1003556 (repwir mpumamiocti 06.2024)  7iKapCHKOTQupaAEOOY
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SOLIRIS® 300 mg (Eculizumab), pos4nn ais BHYTPIIIHBOBEHHUX iH(Y3ii, 300 Mmr,
ammyna 30 mu (10 mr/min) B kapToHHiH Kopo6mi, BupoGHuuTBa Alexion Pharma
International Operations Unlimited Company.

3 METOI0 aKTHBHOI MPOTHAIl NOMMpPEHHIO (anbcHpiKoBaHHX MIKapChKUX
3ac00iB, W0 MOXYTh CHPUYHHUTA PO3BUTOK XBOpOGH abo HEHaleKHe JIKyBaHHS,
HECTU MOTEHUIMHY 3arpo3y *KHUTTIO Ta 3T0POB’I0 HACEIEHHS i € Hebe3eUHIMM:

3ABOPOHSIIO peanizaniro, 36epiranus Ta 3acTOCYBaHHS cepiit: 1003061,
1003212, 1002961, 1002142, 1003556 (hasbcu(iKOBAHOTO JTiKAPCHKOro 3acoby
SOLIRIS® 300 mg (Eculizumab), PO34YMH [UIsl BHYTPIlIHLOBEHHUX iHQY3iii,
300 mr, ammyia 30 M (10 Mr/ma) B KapToHHiil KopoGui, BHpoOHHITBa Alexion
Pharma International Operations Unlimited Company.

Cy0’ekTaM rocromaproBaHHA, K 3iHCHIOIOTH peanizaniro, 30epiranus Ta
3aCTOCYBAHHS JIKAapCBKUX 3ac00iB, HEBIOKIAAHO, TMNCIA ONEP)KAHHSI HAHOTO
PO3IOPAMKEHHS, IEPEBIPUTH HASBHICTH BUIEBKA3aHUX CEpii TIKapchbKoro 3acoby,
BXXUTH 3aXOIW W00 BHIIYHYCHHS X 3 00iry HIISXOM 3HMILEHHS a0 MOBEPHEHHS
IOCTa9ANBHUKY/BUPOOHHKY, NpO IO [OBIIOMUTH TepUTOpialbHUiL oprax
Hepxixenyx6u. Y pasi sHumEHHS BiAXOAiB HpemapaTy B NBOTHKHEBHMIA CTPOK
HAIPaBUTH IO TEPUTOPIANBEHOIO oprany JlepIiKeiy k61 KOTiio akTa Mpo 3HHIEHHS
BIIXOJIIB JIiIKAPCHLKOTO 3ac00Yy.

KoHTpone 32  BUKOHAHHAM [aHOIO  PO3HOPS/UKEHHS  3iMCHIOIOTE
TEpUTOpianbHi opranu Jlepkmikciay 61 Ha BIANIOBIAHilN TepuTOpIi.

HeBUKOHAHHA NaHOTO PO3NMOPSKEHHS TATHE 32 COOOIO0 BiAMOBiNANBHICTE
3TiJHO 3 YMHHUM 3aKOHOJaBCTBOM Ykpainu.

Kormii 71aHOT0 po3nOpsKeHHs HAIPABNEH:
MinictepcTBo 0XOpOHHU 310pOB's VKpainwy;
AIT «[lepxapnuii ekcnepranii uentp MO3 Vkpainm».
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Hina YOPHEHBKA, Ten.(044) 422-55-76 (133)



