33600000-6 ®apmaneBTr4uHa npoaykuia (Jlikapcebki 3aco0u A1 JTiKyBaHHA
JA0POCJNX, XBOPUX HA KOAryJionarii, 2 JIOTH)

1. OOIpYHTYBAHHS TEeXHIYHUX Ta SAKICHHUX XapaKTepHUCTHK IpeaMeTa
3aKYHIiBJII**:

Jlot 1 - 33621000-9 Jlikapchki 3aco0u ISl JTIKYBaHHS 3aXBOPIOBaHb KPOBI i
opratiB KpoBOTBOpeHHs - DakTop koarymnsauii kposi moauau VIII, pexkomOiHaHTHUI
(Coagulation factor VIII), 1000 MO, amm., ¢a., mmp. - 9 168 000 MO;

jot 2 - 33621000-9 Jlikapchki 3aco0u AJis JIIKyBaHHSI 3aXBOPIOBAaHb KPOBI i
OpraHiB KpoBOTBOpeHHs - DakTop Koarymsiii kposi JoauHu X, pekoMOiHAaHTHUN
(Coagulation factor 1X), 1000 MO, amm., ¢., mmmp. - 2 223 600 MO.

Cneyianvui 6umozu:

dopma BUMYCKY (aKTOPIB KOATYJISIT KPOBI — MOPOIIOK J10(1Ti30BaHUMA 115
pPO3YMHEHHSI Ta HACTymHOI 1H(Y3il y ami., (., mmp., pazoM 3 PO3UMHHHKOM 1
3acobamMM IS PO3UMHEHHS Ta BBEIEHHs mnpemnapary. /[l miaTBepaKeHHsS
BIJIMOBITHOCTI BMMO31 yYaCHUK HAJa€ TapaHTIMHUA IUCT Tpo (OpMy BHITYCKY
npenapary.

3arajibH1 BUMOTH:

1. Jlikapcbkuit 3acid moBuHEH OyTH 3apeecTpoBaHuil B Ykpaini. s
MIITBEP/PKCHHsS] YYaCHUK HAJa€ 3aBIPEHY KOII PEECTPALitHOTO TOCBITYEHHS Ha
JiKapchbKUM 3aci0. Y pasi, AKI0 A0 3aKIHUYEGHHsS CTPOKY il peecTparlifiHoro
MTOCBITYCHHSI Ha JIIKAPCHKUH 3aCi0 3aJIUIIA€THCS:

- meHme 90 mHIB - 000B’s3koBe HamaHHs komii yucta MO3 VYkpainu, abo
YIOBHOBA)XEHOT'O Oprany, npo ¢GakT MoJaHHs 3asiBH MPO NEPEPeeCTparliio;

- Bixm 90 nmHIB 70 OJHOTO POKY - 00OB’SI3KOBE HAJaHHS TapaHTIMHOTO JIMCTa
3asiBHUKA TIpo 1€, mo 10 MO3 Ykpainu, abo ynmoBHOBa)XEHOTO opraHy, Oyje moIaHo
3asiBy PO MEpEepeecTpallito y Nopsaky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcpkuil 3aci0 TOBMHEH MaTW I1HCTPYKLIKO I8 MEIUYHOIO
3acTocyBaHHsA. JInsl MIATBEpIKEHHS YYAaCHUKOM HAJIA€ThCA KOMIS 1HCTPYKLIT ISt
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

3. TepmiH mpuAaTHOCTI JIKApChKOrO0 3acO00y HA MOMEHT IOCTaBKU IOBUHEH
CcTaHOBUTH He MeHule 75% abo He MeHme 12 MiICAIB BlJ BCTAHOBJIECHOI'O
IHCTPYKIIIEI0 TepMiHYy TpuaaTHOCTI. Jg MATBEp/KEHHS YYacHUK HaJae
rapaHTIHHUN JTUCT PO TEPMiH IMIPUIATHOCTI.

4. CTpoK MOCTaBKM TOBapy MOBMHEH CTaHOBUTH He Outblie 10 mHIB 3 matu
OTpUMaHHS MHCHMOBOI 3asBKH, ane He misHime 27.12.2024. Jlnsa miarBepmKeHHs
YYaCHHK HaJa€ TapaHTIMHUHN JIUCT PO CTPOK MOCTABKU TOBAPY.
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5. Jlikapcbkuit 3aci6 MOBUHEH OyTH BHECEHUM JI0 PEECTPY OMTOBO-BIAMYCKHHUX
I[IH Ha JIKapChKi 3aco0u abo /10 peecTpy BIAOMOCTEH OO0 TPAHUYHUX OMTOBO-
BIIMMYCKHUX IIIH Ha JEsAK1 JIKapCchKi 3aCO0H, 0 3aKYIOBYIOTHCS 3a 0FOJKETHI KOIITH
Ta TIATAIOTh pedepeHTHOMY I[IHOYTBOPEHHIO, B paMKaX BHKOHAHHS MOCTAHOBU
KMY Big 02.07.2014 Ne 240 «IlutanHs neknapyBaHHS 3MIHM ONTOBO-BIAIMYCKHHUX
IIH Ha JIKapchki 3acobu» Ta mnoctaHoBu KMY Bim 03.04.2019 Neo 426 «lIpo
pedepeHTHEe IIHOYTBOPEHHS Ha JEsIKI JIKApChKi 3aco0M, IO 3aKYIMOBYIOThCA 3a
Oro/KeTHI KomTw». JIns MiATBEpPIKEHHS YYaCHUK HAJa€ KOMIK BUTATY 3
BinoBigHOrO Hakazy MO3 Ykpainu.

6. Jlikapcbkuil 3aci0 MoBMHEH OyTH BHeceHMM 10 HarioHaJbHOrO mepesiky
OCHOBHHUX JIKapChKUX 3ac00iB, B paMKax BHUKOHaHHS moctaHoBu KMYVY Big 25
oepe3ns 2009 Ne 333 «/lesiki muTaHHS J€p)KaBHOTO PETYJIIOBAHHS I[IH HA JIIKAPChKIi
3aco0M 1 BUPOOM MEAWYHOTO MpU3HAYEHHs». [ miaTBEp/pKEHHS YYaCHHK HaJae
Korito BUTATY 3 HaiioHansHOTO TIeperniKy OCHOBHUX JIIKAPChKUX 3aCO01B.

VY pa3si BiACYyTHOCTI JikapchKoro 3aco0y B HaiionansHOMY mepesniky OCHOBHUX
JIKapChbKUX 3ac00iB, YYaCHUK HaJa€ KOMIIO0 BHUCHOBKY YIOBHOBQ)XEHOTO OpraHy 3
JIEp>KaBHOI OIIHKA MEAMYHHMX TEXHOJIOTIH Ha 3alpOTOHOBAHMMA JIKApCHKHM 3acio,
IPOBENCHOI BIANOBIAHO 10 BuUMOr llopsaky mnpoBeaeHHS JEp:KaBHOI OLIHKH
MEJIMYHUX TEXHOJOT1H, 3aTBepkeHoro noctaHoBoto KMV Big 23 rpynus 2020 Ne
1300 «IIpo 3arBepmkeHHsa Ilopsaky NpoBeNEHHS NEPKaBHOI OLIHKM MEIMYHUX
TEXHOJIOTIi», M0 BKJIIOYaJia TEpPBUHHY Ta (axoBy ekcnepTu3u. BuUCHOBOK
YIOBHOB)XCHOTO OpraHy 3 Jep)KaBHOI OIIIHKM MEAWYHHMX TEXHOJIOTiM Ha
3aIPOIIOHOBAHUH JTIKAPCHKU 3aC10 Ma€ MICTUTH TTO3UTUBHI PEKOMEHAAITIi.

7. OOOB’sA3KOBE HAaJlaHHSd YYaCHUKOM OpHUTIHaJIy TapaHTIHOro JHCTA,
HaJaHOTo 06e3MmocepeIHbO0 BUPOOHUKOM a00 MOro YIIOBHOBa)KEHUM MPEICTABHUKOM B
VYkpaiHi (SKIIO y4aCHUK HE € BUPOOHUKOM TOBApY), SIKUW MIATBEPIKYE MOMKIUBICTh
MOCTaBKU TOBApY, IO € MPEAMETOM 3aKyMiBJi, Y HEOOXITHINA KIIBKOCTI, SIKOCTI Ta y
TEpPMiHU, BU3HAUCHI JOKYMEHTAIIEIO.

8. 3amporoHOBaHWW TOBap MOBHHEH OyTH sKICHUM. /[l mimTBeppKeHHS
MOCTavaJbHUK Hamae cepTUdIiKaT BIAMOBIAHOCTI, SKUM BUAAHWN BiANOBITHUM
opraHoM 3 cepru(ikauii, aKpeIUTOBAHMM HALIOHAIbHUM OpPraHOM YKpaiHH 3
aKpeauTali, 1 AKUil MATBEPIKY€E BCTAHOBJIEHI BUMOTH JI0 TOBApIB, pOOIT 1 MOCTYT Ta
(un) 00’ekTiB, uepe3 Kl peali3yloThCsl TMOCIYTd, SKIO0 1€ MnepeadadyeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, skimio 1e He mnependayeHo 3aKOHOJAABCTBOM
VYkpainu, He0O0X1THO HaJIaTHU BIAMOBITHUM JIUCT-PO3’ ICHEHHS.

9. YyacHUK MOBHHEH HaJaTH 3alOBHEHY (OpMy TEHACPHOI MPOIO3UII 3a
MIJIUCOM  KepiBHMKAa ab0  YIMOBHOBaXXEHOTO MpEACTAaBHUKA  IMIJIIPUEMCTBA,
oprasi3arliii, ycTaHOBH Ta 3aBipeHY Me4aTrkoro (y pa3i HassBHOCTI).
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®opma TeH1epHOI NPONMO3ULLil

(Ha3Ba mporexypH 3aKyIIiBIIi)

Ne noty/ | HaiimenyBanus npenmera ToprisesnbHa Ha3Ba Bupo0OHuk, OpuHuns KinbkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy KpaiHa BUMIpY o1l
(mocana ocobw, 1o manucye hpopmy) (ILLB.)
(miamuc) M. IL*

* BuMora mo/10 eYaTK: He CTOCY€EThCS YYACHUKIB, SIKi 31HCHIOIOTH isUIbHICTh 0€3 MEYaTKU 3TiTHO 3 YHHHUM

3aKOHOJaBCTBOM.

** YV pasi HasBHOCTI B TEXHIUHIM YacCTHHI NOCHJIAHHS HA KOHKPETHY TOPTiBEJIbHY MapKy 4 (ipMy, JuKeperio
MTOXO/KEHHS 200 BUPOOHHUKA — YUTATH 3 BUPA30M «a00 €KBIBAICHTY.

2. Po3mip OIOJKeTHOr0 NPHU3HAYEHHH 32 KOIITOPHCOM a00 OYiKYBAHA

BapPTICTh NpPeaMeTa 3aKVIiBJIi:

46 893 792,00 rpu (Copox micTthb MiIBHOHIB BICIMCOT J€B'SIHOCTO TpPH
TUCAYI ciMcoT neB'ssHOCTO ABi rpuBHi 00 komiiiok), 3 I1/IB, 30xpema:
ot 1 - 27 504 000,00 rpu ([BagusaTh ciM MUIBHOHIB M'ATCOT YOTHPHU TUCAYI

rpuBeHb 00 KOMINHOK);

aoT 2 - 19 389 792,00 rpu (/eB'sTHamuaTh MIIBHOHIB TpUCTA BICIMAECST

JEB'SITh TUCAY CIMCOT JIeB'THOCTO /1Bl TpuBH1 00 KOMiHOK).

.= [JOKYMEHT ITC €INK CEA ACKOA ( NIANUCAHO KBANI®IKOBAHUM
. EJIEKTPOHHUM NIANUCOM )
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