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Poznoainy nikapchKux 3aco0iB I JNTiKyBaHHS
JiTeH, XBOPUX Ha PE3UCTEHTHY (HopMy

IOBEHLJIEHOI'O PEBMATOIIHOTO apTpHUTY,
3aKyIIeHHX 3a KolTH [lepyaBHoro GlomxKeTy
VYkpainu za 2016 pik

Ha BukoHanHs Hakasy MiHICTepcTBa OXOpOHM  3I0pOB’S  YKpaiHH
Bixg 05 motoro 2019 poxy Ne 305 « Ilpo BHeceHHs 3MiH 10 Posmoainy saikapchbkux
3aco0iB JiA JIKYBaHHs JiTed, XBOPHUX HA pPE3IUCTEHTHY (OpMy IOBEHLIBHOTO
PEBMATOIIHOTO apTPUTY, 3aKyIJIeHUX 3a KoInTH JlepskaBHOro OrojpkeTy YKpaiHu Ha
2016 pik, 3aTBepXEHOTO Haka3oM MiHicTepcTBa OXOPOHH 310pOB's YKpaiHu Bix 16
yepeHs 2017 poxy Ne 669», 3 METOIO paliOHATBHOTO Ta LLJIBOBOTO BUKOPHUCTAHHS
TMiKapchKMX 3acoGiB AN JMIKYBAHHS [iTel, XBOPHX Ha pE3WCTEHTHY (opMy

FOBEHIIBHOTO PEBMATOINHOIO apTPUTY, 3aKYIUIEHIX 3a KOLITH JlepikaBHOIO OIO[KETY
Yxkpaiau Ha 2016 pik 3a GromxerHoro nporpamoro KITKBK 2301400 «3abe3neueHHs
MEIUYHHX 3aXOMIiB OKpEeMHX JepXaBHMX WporpaM Ta KOMIUIEKCHHX 3axOfiB
IPOrpaMHOI0 XapakTepy», Ha BMKOHAHHS 3aXOMIB 3JarallbHOAEp:aBHOI MporpamMu
«Hauionansaui wian aifi moao peanizanii Konsenuii OOH npo npaBa [uTHHE» Ha
nepion g0 2016 poxy B uyactuHi «lleHTpanizoBaHa 3aKyMHiBIA NiKapchKHUX 3acobiB
IUTSL TIKyBaHHS JiTel, XBOPUX Ha PE3UCTEHTHY (HOPMY IOBEHUILHOIO PeBMATOIIHOTO
apTpUTY», Ha TifcTaBi Haka3y JlemapTaMeHTy OXOpPOHH 3I0pOB’S BHKOHABYOIO
oprany KuiBcekol micekol pagu (KuiBchkol MichKOI mepykapHol amMiHicTpariil) Bif,
24 Oepesns 2017 poky Ne 120 «IIpo 3aTBepmKeHHs Nepeliky 0a30BHX 3aKIaliB
OXOPOHH 37I0POB’S, IO OTPUMYIOTH JIiKapChKi 3ac0o0H Ta MeUTIHI BUPOOH, 3aKyIIEH]
3a OI0/DKEeTHI KOIITH Ta OTPUMAaHI B SKOCTI TyMaHITapHOI JOIIOMOT»

HAKA3VIO:

1. 3aTBepnutu Posmnozin nikapchKux 3aco0iB MIsl HiKyBaHHS AITCH, XBOPHX Ha
pe3ucTenTHy (OpMy IOBEHITBHOTO PEBMATOINHOTO apTPUTY, 3aKyIUIEHHX 3a KOIITH
JepxxaBHoro Oromxery Ykpainu Ha 2016 pik 3a 6romrernoro nporpamoro KITKBK
2301400 «3albe3meyeHHA MEOUYHMX 3aXOAIB OKPEMHX JEPXXaBHHMX IporpaMm Ta



KOMIUIEKCHHX 3aXOAIB IMpOrpaMHOTO XapakTepy», Ha BHKOHAHHS 3aXO.iB
3aranpHojepxaBHoi mnporpamu «HanionmancHuif mmam #Aift  miomo  peaiisamii
Kongennii OOH npo mnpaBa autuam» Ha mnepiogq mo 2016 poky B YacTHHI
«LleHTpanizoBaHa 3aKyIliBild JIKapCbKAX 3aCO0iB Ui JIKYBaHHA ZiTell, XBOPHX Ha
PE3UCTEHTHY dopmy IOBEHIITBHOTO PEeBMAaTOIAHOTO ApTPUTY»
(mami — nikapceki 3aco6m), IO OAAETHCS.

2. T'omoBHOoMy mikapto KuiBcrkoi Mickkoi mursuol Kiiniuwoi mikapmi Nel
3a0e3neunTH:

2.1. Orpumanna Bif JlenapTaMeHTy OXOpOHH 310poB’s IBaHO-DpaHKIBCLKOI
obacHOi nepxaBHOI agMiHicTpauii JiKapchkux 3acobiB y KITBKOCTI, 3aTBepIKeHii
PoslioginoM 110ro Hakasy.

2.2. TlepcoHanbHy BiIOBIaIbHICTD 34 30epekeHHs, UiMbOBE Ta pallioHAIbHE
BHKOPHCTaHHA JIIKAPCHKHX 3aC00iB,

2.3. Haganus no basu croemiagbHOTO MeIM4YHOro rocravyadHHs JlemapraMeHTy
OXOPOHM 30pOB’sI BUKOHaBYoro oprany Kuiscexoi Micekol pagu (KuiBcekol Mickkol
IOep:KaBHOI aAMiHiCTpalii) y TpHUACHHWH TepMiH iHpopManil mpo OTpHMaHHS
JiKapChKHUX 3aCOBIB.

2.4. Hapmauus mowMicsaus, 1o 05-ro umcia MicsIld HACTYIIHOIO 34 3BiTHUM, 10
basu cmenmiansHOro MemguyHOro mocTayaHHs JlemapTaMeHTY OXOPOHH 310p0B’S
BAKOHaBYoro opraHy KuiBcekoi Mmickkoi pagu (KuiBchkoi Mickkol jepiaBHOI
a/IMiHICTpaItii) aKTy ciMcaHH JIKAPCLKHUX 3acobiB.

2.5. Haganns mioMicss, 1o 10-ro 4ykcna Micsilg HaCTYIIHOTO 3a 3BiTHHM Ta J0
20 clYyHS HACTYIHOTO 38 3BITHHM pOKy, OO basy CHEIHamsHOro MEeIHYHOro
IocTaYaHHd JlemapTaMeHTy OXOPOHM 3A0pPOB’Sl BHKOHAaBYOrO opraHy KuiBchbkoi

TMKApChKMX 3acobiB  3riqHO 3  momatkoM 7 g0 Hakasy 1'VO3 BiJ(
21 mucromana 2012 poxy Ne 490 «IIpo 3abesrieyents KOHTPOIIO 3a I[ILOBHM Ta
e(QexTHBHMM BHKOPHCTaHHAM 3aKafaMH OXOPOHY 3J0pOB’S MicTa IKapCBKHX
3ac0o0iB, BHPOOIB MEIUYHOTO MpPH3HAYEHHS Ta MENMYHOI TEXHIKM, 3aKyMJIEHHX 3a
KOWITH JTePIKaBHOTO Ta MICBKOTO OIOIKETIBY.

3. [upexropy basu crenianbHOIO MEIHYHOTO I10CTa4aHHA JlemapTaMeHTy
OXOPOHH 370POB’s BUKOHAaBUOro oprany Kuiscekoi Mickkoi pajgu (KuiBCEKOI MicBKOT
JepXaBHOI agMiHicTpalii) 3abe3neunTn:

3.1. Ilomicsaus, mo 06-ro 4kcna Micdlld HACTYIIHOTO 3a 3BITHMM, HaJaHHA JO
HepxaBHoro mianpuemcrBa «YKpBakimHa» MIHICTEPCTBA OXOPOHH 30POB’S
YkpaiHu aKTy CIIHCaHHS JIIKAPCHKHX 3ac00iB.

3.2, Wowmicang, no 15-ro uucna Micsils HACTYIHOTO 3a 3BITHHM, Ta JO
01 mrororo HacTyIIHOTO 3a 3BITHMM pOKYy, Ha HificTaBl orpumanoro Bix KHiBchKoi
MIiCBKOL JUTsS90i KiHIYHOT Mikapri Nel 3BiTy Npo BUKOPHCTAHHSA JIKApCHKUX 3ac00iB,
HaJaHHA [0 BiAAiTy cHeriansHOro (OHIY Ta IJIBOBHX IIPOTPAM Ta YIPAB/IiHHA
Oyxranrepcekoro obmiky Ta 3BiTHOCTI iHdopmauii 3rigHo 3 momaTkoM 1 1o Haxasy
I'VO3 Bix 21 nucronana 2012 poxy Ne 490,
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4. HavaneHuky Bianiily BHYTpIIIHBOTO (iHaHcoBoro ayauty JenaprameHTy
OXOpOHHM 3I0pOB’d BHKOHABUOro opraHy KuiBcbkoi micbkoi panu (KuiBcbkoil
MicbKOI JepxkaBHoi ajxMiHicTpamii) 3alesrredyuTt KOHTPONb 33 LUIBOBHUM Ta
palioHaIbHKM BUKOPHCTAHHSAM JIKapChKHUX 3aco0iB.

5. Hupextopy KuiBchkoro Micekoro indopmalifHo-o0UHCIIOBATEHOTO
uedTpy JemapraMeHTy OXOpOHH 3IOOpPOB’S BHKOHaB4doro oprany KuiBcskol
micekoi pamu (KuiBcbkol Micekoi aepxaBHOI aaMiHicTparii) 3abezmevynTn
ONPWIIOJHEHHS Ha odiniiiHoMy web-caiTi JlemapTaMeHTy OXOPOHH 3I0DPOB’S
3MICTY IILOTO HaKa3y.

6. KOHTponb 32 BUKOHAHHSM HaKa3y IMOKJIACTH Ha 3aCTYIIHHKIB JUPEKTOpa
3T1/IHO 3 PO3MOJIiIOM 000B’ A3KiB.

IlinctaBa: nuct KuiBebkol Michbkol auTadol KimiHivboI Jikapui Ne 1 Big 28.01.2019
Ne 061/120-51.

HupexTtop Baneuntuna I TH3BYPI




3ATBEPKEHO

Hakaz JlemapramMeHTy OXOPOHH 3/10POBR’ 5
BHKOHABYOr0 oprany Kuiscekoi Micekol pagu
(KuiBchkol MICBKOT AepiKaBHOL aJiMiHiCTpaIIiT)

L7 04 20198 /LY

Pozmopin nikapchKux 3acobiB 114 TiKyBaHHA iTel, XBOPHX HA PE3UCTEHTHY (opMy
IOBEHLUTBEHOTO PEBMATOINHOTO apTPHTY, 3aKyIUIEHUX 33 KOIITH [lep>kaBHOTO OIOIKeTy
Vkpainn Ha 2016 pik 3a 6romxerHoro nporpamoto KITIKBK 2301400 «3abe3nedenns
MEAMYHKUX 3aXO0/IIB OKPEMHUX JeprKaBHUX IIPOrpaM Ta KOMIUIEKCHUX 3aXO0iB
IPOrPaMHOTO XapakTepy», Ha BUKOHAHHS 3aX0/1B 3aralbHOAEPKaBHOT NporpaMu
«Harrionansuuit mna Ai moao peanizanii Kousenii OOH npo npasa qutuau» Ha
niepion g0 2016 poky B yacTuHiI «[leHTpanizoBaHa 3aKyIIiBJIA JIiKapchbKUX 3acO0IB IS
TiKyBaHHS JiTel, XBOPUX Ha PE3UCTEHTHY ()OPMY IOBEHIIEHOTO PEBMAaTOLIHOTO

apTPHTY»

3axnan-
Ne OTpUMYBaYy
n/u | Jaikapcbkoro
3acoly

EHBPEJI JIIO/ENBREL® LYO Eranepuent/Etanercept
IIOPOIIIOK [Tl PO3UMHY AJA iH eKIiH 2 (PIaKOHHU 3 [IOPOLUKOM,
2 monepeaHb0 HAIIOBHEH] IIMTPHUITH 3 PO3YMHHUKOM (1 M), 2
OKpeMi royky, 2 anantepu Ao GrakoHy, 4 TaMIIOHIB 3i
CIIUPTOM Y IFIaCTUKOBOMY KOHTEHHEDPI; 10 2 IIIACTHKOBUX
KOHTeHHepH y KapToHHi# kopobui / ENBREL® LYO /
Etanercept Powder for solution for injection 2 vial with
powder, 2 pre-filled syriges with solvent (1ml), 2 nipples, 2
adapters for vial, 4 tampons with ethanol in plastic container, 2
__plastic container in carton package / Baer ®apmaceyTukaic, |

Bemuka Bpuranis Betep ®@apma-Oepruryur ' M6X&Ko. KT,
Himeuunsa / Wyeth Pharmaceuticals, Great Britain Vetter
Pharma-Fertigung GmbH & Co. KG, Germany
ina 3a ynaxkoexy 11 411,07 rpsn.

1)) 8 yil. B-CTb, T'DH.
KuiBcbKka MichbKa
1 |auTsua xnigiuHa 16 4 90 808,84
nikapus Nel

B.o. 3acTynHuKa AupeKTopa - HadalbHHUKa
yIpaBIIiHHA JTIIKYBaJIbHO-TIPOGiTaKTHIHOL
IOTIOMOTH

Hauansnuxk Biaginy cneniansHoro GpoHay ta
IUILOBUX Mporpam

7%?@ Tamasa 3BOPOMUPCHKA
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—_ Ipura TULEHKO



