KHII "BPOBAPCBKA BAI'ATOITPO®IJIBHA KJITHIYHA
JIIKAPHA"

OOIPYHTYBAHHS TEXHIYHUX TA SIKICHHUX XapAKTEPUCTHK NpeaMeTa 3aKyliBJi, Ta Horo
0YiKYBAaHOI BAPTOCTI 10 3aKymiBJi: «Jlikapchbki 3aco0M 1J1s1 JIiIKyBaHHS XBOPHUX 3 METO0M
remoiaJjizy 3a konom CPV 3a JIK 021:2015:33600000-6 — ®dapmaneBTHYHA NPOAYKILisi
(MHH: Darbepoetin alfa)»

MincraBa aas my6aikamii o0rpyHTyBanHs: mnoctanoBa KaGinery MinicTpiB Ykpainu Bix
16.12.2020 Ne1266 «IIpo BHecenHs 3MiH A0 noctanoB KaGinery MinictpiB Ykpainu Big 1 ceprHs
2013 Ne 631 i Bix 11 sxoBTHS 2016 No 710%»

InenTugikarop 3axynisai: UA-2023-05-05-007086-a

OOrpyHTYBaHHS TEXHIYHUX Ta IKICHMX XapaKTePUCTHUK MpeJIMeTa 3aKyliBJIi:

Ne HanMeﬂyBa.mm ToBapy (ado MHH O)Im{.mn KinbKicTE
3/m eKBiBaJIEHT) BHMIpY
APAHECII po3uus ist
1 iHekii,25SMKr/mn;mo 0,4 y Darbepoetin 400
HOTIEPETHHO HATIOBHEHOMY IITIPHIT alfa yHaKopKa
Nel
APAHECII po3uus ist
iHekuii, 1 00mkr/mur;mo 0,3m1 Darbepoetin
2 MIOTIEPETHBO HATIOBHEHOMY m}l;pnui ahE)a yharosia 300
Nel

VY pasi, Km0 y JaHUX MEAMKO-TEXHIYHUX BHMOTAX HJe MOCHIIAaHHS Ha KOHKPETHY MapKy 4d
¢bipMy, MaTEHT, KOHCTPYKIII0 ab0 THUI TOBapy, TO BBAXKAETHCSA, IO MEIUKO-TEXHIYHI BUMOTHU
MICTSITh BUpa3 (a00 €KBIBAJIEHT).

IIpumitka: Hi popMma BUITYCKY, Hi J03yBaHHS, Hi KIJIBKICTh NpeIMeTa 3aKyIiBJl HE MOKe OyTH
3MIHEHa MiJ 4ac MPONOHYBaHHS €KBIBAJIEHTY TOBapy. Taki MOKa3HUKH MarOTh OyTH HE3MIHHUMU
i Yac NoJaHHs Y4YacHUKaMHU CBOIX mporo3uiiid. [Tocunanus «abo eKBiBaJI€HT» CTOCYETHCS JIUIIIE
KOHKPETHOI TOProBeIbHOI MapKku 4u (ipMH, MaTEHTY, KOHCTPYKIii a0 TUIly MpeaMeTa 3aKyIiBill,
JpKepesa Horo moxoJKeHHs a00 BUpOOHHKA.

Y4acHUKM MpoLeaypH 3aKyIiBiIl MOBUHHI HaJaTH B CKJIaJA1l TEHAEPHOI MPOIO3ULlli JOKYMEHTH,
K1 MiATBEPKYIOTh BIAMOBIIHICTh MPOIMO3UIlli yYaCHUKA TEXHIYHHM, SIKICHUM, KITbKICHUM Ta
IHIIIMM BUMOT'aM JI0 MPEeMETa 3aKyIiBJli, BCTAHOBJIEHUM 3aMOBHHKOM:

1. Ctpok mpuaaTHOCTI TOBapy, IO € MPEJAMETOM 3aKYIiBJIl HA MOMEHT MOCTaBKU 3aMOBHHKY
MMOBUHEH CTAaHOBUTU He MeHIe 75% y pasi, SKI0 3aIMIIKOBUI TEPMiH MPUIATHOCTI TOBapy Ha
MOMEHT IOCTaBKH CTAaHOBUTH MeHIe 75% BiJl 3arajibHOIO CTPOKY HMPUIATHOCTI, IOCTaBKa TaKOTO
TOBapy MOKE 3AIMCHIOBATHCS 3a IOTO/DKEHHSM 3amMoBHUKA. HagaTtu rapaHTiiiHM# JMCT Bif
BUPOOHMKA TOBApy YU YIMOBHOBAXEHOTO HUM IPEICTaBHMKA 100 TEPMiHY MPUAATHOCTI TOBApY,
JIMCT IOBHHEH MiCTUTH MTOCUJIAHHS HAa HOMEP OTOJIOIIEHHS PO TPOBEIECHHS BiIKPUTHX TOPTIB.

2. Indopmanis mpo BIANOBIAHICTH 3alPONOHOBAHUX TOBAPIB MEIMKO-TEXHIYHUM BHMOTaM
JOKYMEHTAI[il HOBUHHA OYTH MiATBEpAKEHA HACTYITHUMU JTOKYMEHTAMMU:

2.1. 3amponoHOBaHi yYaCHMKOM TOBapu (UM CHPOBUHH, 3 SIKUX BOHM BUTOTOBJICHI) NMOBUHHI
OyTu 3apeecTpoBaHi B YKpaiHi Ta/abo 03BOJIEHI NIl BBEACHHS B OOIr Ta/ab0 eKcIuryaTarlito
(3acTocyBaHHS) BIJNOBIAHO JO YWHHOTO 3aKOHOJABCTBA YKpaiHU. YYacHHK Ma€ HaJaTh
rapaHTIHHUHN JIUCT.



Komnisi peecTrpaniiiHOro mnocBiZ4eHHsi Ha 3aNpONOHOBAHMIl JIKApChbKHH 3acid Ta Komil
ceprudikaTiB IKOCTI HANAOTHCS HA KOKHY OKpPeMYy NapTii0 TOBapy NPH MOCTaBUi (HAXATH
rapaHTiiHi JucTn).

2.2. Hapatu 'apaHTiliHMIA JIUCT OO0 HAJAHHS IHCTPYKINT 13 BUKOPUCTAHHS (SKIIO TOBAap HE
noTpedye IHCTPYKIIiH, HEOOX1THO HAIATH JHCT TMOSCHEHHS 3 MOCUIAHHSIM Ha HOPMAaTHUBHO-TIPABOBI
aKkTU Ta OOIPYHTYBAHHSIM HEHAJAHHS 1HCTPYKLIi), MepeBeAeHUX Ha YKPAaiHCbKY MOBY (SIKIIIO TOBap
1HO3eMHOT'0 BUPOOHUIITBA) MPU MOCTABI[I TOBAPY.

2.3. IlosicHIOBAJIbHY 3aIMCKY, Ka MAa€ MICTUTH HailMEHYBaHHS 3alpONOHOBAHOTO TOBApY,
KpaiHy MMOXO/KEHHS 3aIPOIIOHOBAHOTO TOBApy, BUPOOHMKA, HOMEP PEECTPALITHOTO MOCBITYCHHS
Ha JIIKapChKUH 3aci0d, maTy 3akiHYEHHS CTPOKY J1i peecTpamiifiHOTO MOCBIAYEHHS Ha JIIKAPCHKHMA
3aci0 1iHy, 3aJeKJIapoBaHy abo 3asBJIICHY A0 JeKJIapyBaHHS y BIAMOBIIHOCTI 10 moctaHoBu KMY
Bim 02.07.2014 Ne 240 «IIpo pedepeHTHE IIIHOYTBOPEHHS Ha JIKApPChKi 3acOo0M Ta BHPOOH
MEIWYHOTO MpPU3HAYCHHA» (31 3MiHaMM), naTy 1 HoMep Hakazy MO3 Ykpainu npo JekjiapyBaHHS
3MIHM ONTOBO-BIAIMYCKHOI IIIHM Ha JIKapChKui 3aci0 (mpuxjax ogopMieHHsT HaBeleHUMH
HHKYE)™ .

3. MixHapoaHa Ha3Ba, 103yBaHHs, opMa BUITYCKY MpenapaTiB MOBHUHHI BiMOBIAATH TaKUM,
10 BKa3aHi B MEIUKO-TEXHIYHUX BUMOTaX (HAJIaTH rapaHTIHHUAN JIUCT).

4.Y 3B’3Ky 3 BOECHHHM CTAaHOM Ta 0oiloBUMHM JisiMu B YKpaini, YyacHuku, (B T.4.
NPUIHMHEHHS] CHOJYyYeHHsl ¢ iHO3eMHHMMHM [ep:KaBaMH), Y4YACHUKH, SIKi TNPONOHYIOTh
JIKAPCBKi NpenapaTv iHO3eMHOro BHMPOOHMUTBA Yy CKJIAAl CBO€I mpomo3uuii 3000B’si3aHi
HAJaTH OPHTriHAJ TrapaHTiiHOro JHMcTa BHPOOHMKA a0o0 3asBHUKA (MpeICTABHUKA,
NpeACTABHMITBA, (ijii BUpoOHUKAa a00 3asiBHHKA - SIKIIO IX BiANOBiIHI NMOBHOBa:KEeHHS
NOIIHMPIIOTHCS HA TEPUTOPiK YKpaiHu), AKHUM HiATBEPIKYETHCS MOMJIMBICTH MOCTABKHU
npeaMeTa 3aKyHiBJi Yy KiJbKOCTI, BiIOBIAHOI SIKOCTI Ta 3 BIANOBIITHUMHM CTPOKAMH
NPHUIATHOCTi, CTPOKAMHM NOCTABKH, BU3HAYEHHMMH Ii€l0 JOKYMEHTAUil0 Ta MNPONO3UIIEI0
Y4aCHHMKA TOPTiB.
lapanTiitauit JIACT MMOBUHEH BKJIFOYATH 11eHTu(iKaTOop 3aKyMiBJIl (HOMED
OTOJIOIICHHS) ONPWJIIOIHEHOT0 HAa Be0-MOpTAdi YNOBHOBAKEHOI0 OPraHy, a TaKOX Ha3BY
MpeIMeTy 3aKyIiBJll Ta Ha3By 3aMOBHHUKA 3T1JHO OTOJIOIIEHHS.

5. ToBap MOBHHEH MOCTa4aTUC TPAHCIIOPTOM TMOCTAa4YaIbHUKA Ta 3a PaXyHOK MOCTaYalIbHUKA.

6. TepMiH TOCTaBKH - 5 poOOYMX JHIB 3 MOMEHTY 3asiBKU 3aMOBHHUKA.

7. Po3BaHTaxxeHHs TOBapy MO MICII0 TPU3HAYECHHS TPOBOAUTHCS MOCTAYATHHIUKOM.

Hoscursanvna 3anucka™

N Jama i
Hau Homep
Jlama Homep
Men eccm . ;
v T p N 3aKIHueH Lina, 3a Haxkazy MO3
éann op2oe6 . auiin ] I
P Kpaina p HA Oexna Hina, 3 | Ykpainu npo
A a 020
] noxoosic ] CMpOK asenena | oexnapysamn
aikap | Hazea noceio ,_,p Y posana H I,)y
Ne . eHus, 6 oii imi 00 HA 3MIHU
cvkoe | aikapc YeHH: a caunu
R K020 upoonu wa peecmpay, | 3r03 ped oexnapy | onmoeo-
K . ilnozo 6aNNA 6IOnycKHOl U
3acod | 3acody aikapc . €peHmHua . Y
N noceiouen uina inu/peecmpy
y 3a bKUIL
. Ha ehepernnmmn
MHH 3acio peg p
ux yin
1 2 3 4 5 6 7 8

Po3paxyHok moTpedM: Ha BHKOHaHHS BUMOr 3akoHy Ykpainu «[Ipo myOmiuni 3akymiBii» (3i
3MiHaMH) OYiKyBaHa BapTICTh BU3HAYEHA METOJOM MOHITOPUHTY pUHKOBHX I1iH 28.04.2023p.



Po3mip OromkeTHOrO mpu3HaueHHs Ta/ab0 oviKyBaHa BapTicTh mpeamera 3akymieni: 846 000,00
rpH. (BicimcoT copok micts Trcsd rpuBenb 00 komiiiok) 3 IT/1B.



