BUKOHABYMIL OPI AH KHIBCBKOT MICBKOI PAJIU
(KUIBCBKA MICBKA JIEPYKABHA AJIMIHICTPAILILS)
NENTAPTAMEHT OXOPOHH 3J10OPOB’S]

HAKA3
P85 « 07. 7 v, Kiip N 3

IIpo 3aTBepHKEHHS PO3NOALTY
nikapcekoro 3acoby XYMIPA® s
JKYBaHHS HITEH, XBOPUX Ha
PE3UCTEHTHY (HOpMY IOBEHLILHOTO
PEBMAaTOLAHOIO apTPUTY, 3aKYILJICHOrO
3a KOWTH [lepkaBHOro 010/pkety
VYkpainu Ha 2016 pix

Ha BukoHaHHs Hakazy MinicTepcTBa OXOpOHH 310poB’st YKpaiHH Bix
30 rpyans 2016 poky Ne 1433 «IlIpo posnogin mikapeskoro zacody « XYMIPA®»
JUIsl TIKYBaHHS AITEH, XBOPHX Ha PE3UCTEHTHY (POpMy IOBEHIIBHOIO PEBMATOIIHOIO
apTpUTy, 3aKyIUleHoro 3a komtu JepxaBHoro Oromxkery YxpaiHu Ha 2016 pik» 3
METOK) LIIILOBOTO Ta palliOHAFHOIO BUKOPHCTAHHS JiKapchkoro 3acofy XYMIPA®
AN TIKYBaHHS AiTeH, XBOPHX HA PE3UCTEHTHY (POpMY HOBEHIIBHOIO PEBMATOITHOIO
apTpUTY, 3aKyrieHoro 3a koiuru JepxasHoro Oropxery Ykpainu Ha 2016 pik 3a
61omxetHor0 nporpamor KIIKBK 2301400 «3abe3nevueHnss MeOWYHHX 3axO0jiB
OKPEMHUX Jep)KaBHHX MPOrpaM Ta KOMIUIGKCHHX 3aXOXAIB NPOTPaMHOTO XapakTepy»
Ha BHUKOHAHHS 3axOiiB 3araJbHOAEpKaBHOI mporpamu «HamioHanbHHN IiaH fiid
moao peanizauii Konsenuii OOH npo npasa gutHHM» Ha nepion g0 2016 poky B
yacTUHI «lleHTpamni3oBaHa 3aKyIiBNIA JIKAapchKMX 3aco0iB mis JTiKyBaHHs [iTed,
XBOPHX HA PE3UCTEHTHY (POPMY IOBEHIIBHOIO PEBMATOIIHOIO apTPHTY»

HAKA3VIO:

1. 3aTBepAnTH po3moaii JikapchKoro 3acody XYMIPA® mns jtikyBaHHS giTel,
XBOPHX Ha PE3HCTEHTHY (POpMY IOBEHUIBHOIO PEBMATOITHOIO apTpUTY, 3aKYIUIEHOTO
3a KowTtH JlepxaBHoro G6iomkety Ykpainu Ha 2016 pik 3a OI0KETHOW IPOrpaMoIo
KIIKBK 2301400 «3abesredeHns MEIUYHHX 3aX0iB OKPEMHX IepXKaBHHX Nporpam
Ta KOMIUIEKCHHX 3aXOMIB I[IPOIPaMHOI0 XapakTepy» H4 BHKOHAHHS 3aXOJiB
3aranpHozepkkaBHO! Tporpamy  «HaiulioHaneHHWH mmaH [Oif  wogo pearizarii
Konsennii OOH mnpo npasa OMTHHM» Ha nepiog no 2016 poxy B 4YacTuHi
«lleHTpanizopana 3aKymiBis JiKapchKHX 3aco0iB Juist IiKyBaHHS [iTe#, XBOpPHX Ha
PE3UCTEHTHY (OpPMYy IOBEHUIBHOIO PEBMATOINHOTO apTPHTY» (mami — miKapchKuil
3ac10), 10 JOMAETHCA.

2. TonoBHomy nikapto KuiBcbkoi Michkoi AHTA49O! KimiHigHol mikapri Ne 1
3a0e3neyunTH:

2.1. OrpuManns Bin JepxaBHOTO NiANpHEMCTRA « Y KpBakupHa» MiHicTepersa
OXOPOHM 3J0poB’S VYKpalHM NIKapchKoroe 3aco0y Y KilBKOCTI, 3arBepikenii
PO3MOAINIOM LBOTO HaKa3sy.



2.2. llepcoHansHy BiAmoBiAadpHICTE 3a 30epelkeHHs Ta  UIIBOBE
BHKOPHCTaHHA J1KapChbKoro 3acofy.

2.3. Haganns no baszu crenianbHOrO MeIUYHOTO TIOCTadaHHs JlenapTamenTy
OXOPOHH 3/IOPOB’sl BUKOHABYOro opraiy KriBcekol mickkol paau (KuiBcbkoi Mickkol
Jiep)KaBHO1 aAMIHICTpaLii) y TpUAECHHWA TepMiH 1H(pOpMauil TIpO OTPHMAHHS
JIKapCBKOro 3aco0y.

2.4, Haganua mowmicsnd, go 05-ro yucna Micsiid HACTYIIHOTO 3a 3BITHUM, 70
ba3u choemianpHOro MeJU4HOTO MocTavyaHHs JlemapraMeHTy OXOpOHH 3I0pPOB’S
BUKOHAaBYOro opraHy KwuiBcbkoi Micekoi pagu (KuiBcpkoi MICBKOI Aep:XKaBHOI
aAMiHIcTpamii) akTy CIHCAaHHS JIiKapckKoro 3aco0y.

2.5. Hapanus momicand, g0 10-ro ymcia Micansg HacTYITHOIO 3a 3BITHAM Ta A0
20 ciyHA HacTYNHOrO 3a 3BITHHM PpOKY, 00 ba3H cpeuiansHOro MeaH4HOro
nocravyaHHsa JlenapTaMeHTy OXOPOHH 3J0pOB’sS BHKOHaB4oro opraHy KHIBCbkoi
micekol pand (Kuiscekoi Michkol fepkaBHOI anMiHicTpallii) 3BiTY PO BHKOPHCTAHHS
JiKapchKoro 3acofy 3rigHo 3 AojatkoM 7 Ao Hakasy I'YO3  Bin 21 jucronana
2012 poky Ne 490 «ITpo 3abesnedeHHS KOHTPONK 32 IiJLOBHM Ta €(QeKTHBHHM
BHKODHCTAHHSAM 3aKJIaJaMA OXOPOHH 3[I0POB’S MicTa JIKapchKHX 3acobiB, BUPoOiB
MEJHYHOTO MMPU3HAYEHHS Ta MEIUYHOI TEXHIKH, 3aKyIUIEHHX 3a KOIITH JepPXaBHOTO
Ta MiCBKOTO OIOIXKETIB.

3. upextopy basn cneniancHOro MeOWYHOrO [ocTagaHHg JlemapTaMeHTy
OXOPOHH 370poB’d BUKOHap4Yoro oprady Kuiscekoi Micekoi pagu (KuiBcbkoi MicbKol
IepXaBpHOI ammiHicTpanii) 370poB’s 3abe3neyuTy:

3.1. Ilomicsrs, mo 06-ro 4ucna MicsUS HACTYIIHOTO 3a 3BITHMM, HalaHHS [0
JepkaBHOro mniampueMcTBa «YKpBakuupay MIiHiCTepeTRA OXOpOHHM  3[0pOB’S
YKpalHH aKkTy CIIHCaHHs JIiIKapChKOTo 3aco0y.

3.2. Wowmicsust, a0 15-ro 4ucna MicsAld HACTYIIHOTO 33 3BITHHM, Ta [0
01 moToro HacTymHOTO 3a 3BITHHM pPOKY, Ha MiACTaBi oTpumaHoro BiJ KHiBCekoOi
Micekoi maTsdol wiiHigHol nikapHi Ne 1 3BITY Hpo BHKOPUCTAHHS NiKAPCHKOro
3aco0y, HagaHHSA [0 BIJUIITy NNaHyBaHHA Ta MOHITOPHHTY IIJIGOBHX IIporpam,
TEHACPHUX [POLEAYp Ta BiIALLY GyXraaTepchkoro o0Miky Ta 3BiTHOCTI 1HGOpMaLil
3rigHo 3 gogatkoM 1 go Hakazy ['YO3 Big 21 nucromana 2012 poky Ne 490.

4. HaganpHHKY BiJUiiy BHYTpPILIHBOIO (iHaHCOBOro aymuty JlermapraMenTy
OXOpOHH 3I0poB’st BHKOHAaBYOro oprany KwuiBcekoi micekoi pamgu (KuiBcexof
MichKOl JepkaBHOI aAMiHicTpamii) 3a0e3meddTH KOHTPOIb 33 ULILOBHM
BHKOPHUCTaHHAM J1iKapCchKoro 3acody. '

5. Jupextopy Kuibcbkoro wmicbkoro ingopMauifdHo-00YHCIIOBAIBHOTO
HeHTpy JlenmapTamMeHTy OXOpPOHM 340pOB’S BHKOHaBYOro oprany Kuiscekoi
Mmicpkol pagud (KuiBcpkol Mickkoi HmepxasHoi agmimicTpauii) 3abesrneuntn
ONpHUNIIOAHEHHS Ha odimiiHomy web-calti lenapraMeHTy OXOPOHH 310pOB’S
3MICTY LIbOTO HaKa3y.

6. KoHTposis 3a BUKOHaHHAM HaKa3y IOKJIACTH Ha 3acTYIHHKIB AHpPEKTOpa
3TIAHO 3 po3noinoM oboB’ a3Kis.

Buxonyroudii o60B'SI3KH AHpPEKTOpa - (. €kacpoBa



JATBEP/OKEHO

Hakas JlenapraMeHTy OXOPOHM 3/{0POB'S

O%5.07. 2017 Ne 3

Posnionin mikapcekoro 3acoby XYMIPA® nis nikyBaHHSA HiTel, XBOPUX HA Pe3UCTEHTHY (GOPMY FOBEHINEHOTO PEBMATOIAHOIO
apTpHTY, 3aKyIIJIEHOTO 3a KowTH JlepskasHoro OrwoxeTy Yikpainu Ha 2016 pik 3a Oro1pkeTHOIO mporpamoto KITKBK 2301400
«3abe3neueHHs MEAUYHUX 3aX0/1B OKpPEMHUX JIep’KaBHUX [IPOIpaM Td KOMIUIEKCHHX 3aX0/iB MPOrPaMHOre XapakTepy», Ha
BHKOHAHHSI 3aX0/1B 3aralbHoAepkaBHOI nporpamu «Hauioransauil nnan aid mogo peanisauit Kousenuii OOH npo npasa
IOUTHHKM» Ha Tiepiox 1o 2016 poky B uacTuHi «LlgHTpanizoBana 3aKymiBiig JiKapChKUX 3acobiB Ul TiKYBaHHS JiTel, XBOPHX HA
PE3UCTEHTHY (popMy IOBEHITBHOIO pEBMATOITHOTO apTPUTY»

3aknaf-oTpUMYBay TKaPCEKOro 3aco0y

0,8 Mn po34MHY y NONEpPeAHLO HANOBHEHOMY 0AHOAT30BOMY LUNpUL; NO 1 Wnpuuy pasom 3 1
CEPBETKOW, NPOCAKHYTOKW 70% i30NPONiN0BMM CNUPTOM, BMilEHI ¥ KOHTYPHY YapyHKOBY
YNaKoBKY, N0 2 WNPULKM Y KOHTYPHIA 4aPYHKOBIW yNakoBLi, Y KapTOHHHIKW Kopobui /HUMIRA®,
solution for injection, 40 mg/0.8 ml, 0.8 mi of solution in a pre-filled single-dose syringe; 1
syringe with 1 pad soaked with 70% isapropyl alcohol, in a blister, 2 syringes in a blister {(with 1
alcaho! pad each}, in a carton box Abbvie Biotechnology GmbH, Germany / E66si BioTeHono i

XYMIPA®, pozuvH gna iH'ekuyii, 40 mr/0,8 mn,

rm6X, Himeudmna
LiHa 3a ynaxosky 25 358,15 rpueeHb

K-CTh YIL.

BapricTb, IpH.

KuiBcbka MicbKa ANTS4a KIiHIuHA JikapHs Ne

55

1 394 698,25

Buxonyouuii 000B'SI3KM AUpeKTOpa

Q. €xacboBa



