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Ha No BIJ

KepisHukam cy0’eKTiB rocnojiaproBaHHs,

AKI 3aliMalTheo peasi3zauicio,
3GepiraHHsAM i 3aCTOCYBAHHSM JIiKapPChKHX
3ac00iB

KepiBHHKAM TepHTOpialbHUX OpPraHiB
JlepaxaikeayOu

PO3IIOPSUKEHHSA

Bimmosizao no Koucrutyuii Ykpainu, crated 15, 22, 55 3akoHy Ykpainu
"OCHOBH 3aKOHOJABCTBa YKpalHM TIPO OXOpOHY 310poB's", craredt 15, 21 3akony
Vipaian "Ipo nikapeeki 3aco6u", TTonoxenus npo JepxkasHy cnyx0y Ykpainu 3
MiKapchbKUX 3ac00iB Ta KOHTPOJIO 3a HAPKOTHKaMH, 3aTBEPIDKCHOTO IOCTaHOBOIO
Ka6inery Minictpie Vkpainu Bin 12.08.2015 Ne 647, myHKTY 3.2.2. Tlopsanky
BCTAHOBJIEHHS 3a00POHU (TMMYAcOBOI 3a00POHM) Ta TMOHOBIEHHS 00Iry JTIKapChKUX
3aco6iB Ha TepuTOpii YKpaiHu, 3aTBepkeHOro Hakasom MiHicTepcTBa OXOpOHH
30poB's Ykpainu Big 22.11.2011 Ne 809, 3apeecTpoBaHUM B MiHicTepCTBI OCTHLIT
Vipairn 30.01.2012 3a Ne 126/20439, Tlpapun yTuiizauii Ta 3HULEHHS JIIKapChKUX
3ac00iB, 3aTBEPKEHHX HakazoM MiHicTepcTBa OXOPOHM 3/10POB' Ykpainu BiA
24.04.2015 Ne 242, 3apeecTpoBanuM B MiHicTepcTsi ocTulii Ykpainu 18.05.2015 3a
Ne 550/26995, ua mincrasi indopmanii TOB "Pom Ykpaina" mono BUSABIEHHS Ha
Tepuropii Ykpainu cepii B7432B01 nikapcpkoro 3aco0y "Avastin®" (ABACTHH®),
"400 mg/16 ml, 1 vial of 16 ml of concentrate for solution for infusion", 3
MapKyBaHHAM BupoOHKKa "Made in Switzerland by F. Hoffmann-La Roche Ltd Basel,
manufacturing site Kaiseraugst", sika 3a iHpopmalieo BUPOOHHKa F.Hoffmann-La
Roche Ltd, € panbcudikoBaHoro Ta Ma€ 3Ha4Hi BiIMiHHOCTI BiJl OPHTIHANBHOTO 3pa3Ka
fikapcbkoro 3acofy, mo Oyna mocTapieHa 10 KpaiH Jlanekoro Cxomy, 3 METOI
AKTMBHOI IPOTHAIT MOLIMPeHHIO panbci(ikoBaHUX JiKapPChKAX 3aco0iB, IO MOXKYTh
CIIPUYMHATH PO3BUTOK XBOpoOM abo HeHajexHe JIKYBaHHs, HECTH MOTeHLIHHY
3arpo3y KUTTIO Ta 3[0POB’I0 HACENIEHHs | € HeOe3NeYHUMMU:

3ABOPOHSIIO peanizaiiito, 36epiranHs Ta 3acTocyBaHHS (anbcudpikoBaHol
cepii B7432B01 nixapcekoro 3acoby "Avastin®" (ABACTUH®), ''400 mg/16 ml,
1 vial of 16 ml of concentrate for solution for infusion", 3 MapKyBaHHAM
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gupoduuka ''Made in Switzerland by F. Hoffmann-La Roche Ltd Basel,
manufacturing site Kaiseraugst"'.

Cy6’eKkTam rocroaapehKol NisTBHOCTI, SIKi 3A1MCHIOIOTE peasisarito, 30epiraHHs
Ta 3aCTOCYBaHHsS JIKapChKHUX 3ac06iB, HEBIMKIAIHO MiC/s ONEPXKaHHA [NAHOTOo
POBMOPSUKEHHS IEPEBIPHTH HasBHIiCTh BHILE3a3HAUEHOI cepii JIKapChKOTO 3aco0y Ta
y pa3si BUABJICHHS BUIIYyIUTH 1 3 00iry LIIIXOM pO3MillleHHs B KapaHTHH, TMPO IO
Herajino moBimoMuTH JepxKITiKcayxOy Ta TepuTOpiabHUM OpraH JlepKITiKcITyKOu Ha
Bi/MOBIHIN TepUTOPII.

KOHTpOJb 38 BUKOHAHHSM J[AHOI0 PO3MOPA/DKEHHA 37iHCHIOIOTH TEPUTOPiaNbHI
oprauu JlepiIiKcmy0u Ha BiMOBIAHIN TEPUTOPI.

HeBHKOHAHHS [NAHOIO PO3MOPsADKEHHS TATHE 32 co00I0 BiAMOBITANBHICTD
3riIHO 3 YUMHHNM 3aKOHOJABCTBOM Y KpaiHH.

Korii 1aHOro pO3MOpsKEHHs HalpaBJIeHi:
MiHiCTepcTBO OXOPOHH 3/10pOB's Y KpalHy;

JIIT "JlepxaBHUN €KCTIEPTHAN LEHTP MiHicTepcTBa OXOPOHH 310POB'S Ykpainu'";
TOB "Pou Ykpaina'.

T'os0Ba Poman ICA€EHKO

Onena LlleBueHko, Ten.422-55-76



