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33600000-6 ®apmaneBTruHa npoaykuia (Jlikapcebki 3aco0m A1 JTiKyBaHHA
AiTeid, XBOPUX HA KOATYJIONATIl, 6 JIOTIB)

1. OOrpyHTYBAaHHSI TeXHIYHHX Ta SAKICHHUX XAPAKTEePHCTHK MpeaMeTa
3aKYHIBJI**:

Jlor 1 - 33621000-9 Jlikapcbki 3aco0Ou [Isi JIIKyBaHHsS 3aXBOPIOBaHb KpPOBI M OprafiB
KpoBoTBopeHHs - Dakrop koarymsuii kposi moaunu VIII, miasmosuit (Coagulation factor VIII),
500 MO, awmm., ¢a., mmp. - 425000 MO;

ot 2 - 33621000-9 Jlikapceki 3aco0u JUisl JIIKyBaHHS 3aXBOPIOBaHb KpOBI M oOpraHiB
KpoBOTBOpeHHs - DakTop koarymsii kposi moauHu VIII, mnasmoswuii (Coagulation factor VIII),
1000 MO, awmr., ¢u., mmp. - 1724000 MO;

mot 3 - 33621000-9 Jlikapcbki 3acoOu i JIIKyBaHHS 3aXBOPIOBaHb KPOBI ¥ OpraHiB
KpoBOoTBOpeHHs - Dakrop koarynsauii kposi moauau VIII ta dakrop Binnebpanaa moaunu (Von
Willebrand factor and coagulation factor VIII in combination), 500 MO, awmm., ¢ur., mmp. - 224500
MO;

mot 4 - 33621000-9 Jlikapcbki 3acoOu i JIIKyBaHHS 3aXBOPIOBaHb KPOBI ¥ OpraHiB
KpoBOTBOpeHHs - akrop koarymsanii kposi [X, mnasmosuii (Coagulation factor IX), 500 MO, am.,
b, mmp. - 77500 MO;

aot 5 - 33621000-9 Jlikapchki 3aco0M JUisl JIIKyBaHHS 3aXBOPIOBaHb KpOBI M OpraHiB
KpoBoTBOpeHHs - Eminmuzyma0 (Emicizumab), 60 mr, amm., ¢, mmp. - 7680 mr;

gotT 6 - 33621000-9 Jlikapchki 3aco0M JUIsl JIIKYBaHHS 3aXBOPIOBaHb KpOBI M opraHiB
KkpoBoTBOpeHHs - Eminuzymab (Emicizumab), 105 mr, amm., ¢u., mmp. - 2730 mr.

Crneyianvui 6umozu:

no joty Ne 3: cmiBBigHOmeHHs (akropa koarynsumii kposi moaunu VIII mo dakrtopa
Binnebpanaa moaunu Mae ctanoBuTH He MeHie 1,0:0,75; npenapaTr mOBUHEH MaTH MOKa3aHHS JUIs
JiKyBaHHS XBopoOu BinneOpanaa Bcix TumiB. s miaATBepAKEHHS BiAMOBIIHOCTI BUMO31 yUYaCHUK
HaJla€ BIAMOBITHUN TapaHTINHUH JIUCT;

no jotiB NeNe 1-6: mpemapar NMOBMHEH MaTd IOKa3aHHS Ta MIATBEPIUKEHUN OCBIJ
3aCTOCYBaHHS y JAiTeH, O0COOJIMBO AITeH paHHBOTO BIKy (HaZaHHS 1HQOpMAIil MPO MO3UTHUBHHM
JIOCBiJ] BUKOPUCTAHHS y XBOPUX JUTAYOrO BIKY — JIOKa3aHa KJiHIYHA e(EeKTHBHICTh Ta Oe3meka y
BUKOPHUCTaHHI y JITe B CBITOBIM MHpakTulli, a caMe: B KpaiHax 3axigHoi €Bponu Ta IliBHIYHO]
Awmepuku abo B Ykpaini y ¢popmarti myOiikarii, CTaTTi B CHEIiai30BaHUX MEJUYHUX BUAAHHSAX).*

* 3a3HaueHa BHMOTa BHUCYBA€ThCS O MpemapaTiB, 10 B CBOIX IHCTPYKLIAX HE MICTATh
BKa31BKY L0710 BUKOPUCTAHHS Y AiTeH, a 0COOIMBO Yy JITel paHHBOTO BIKY.

3acanvui gumoau:

1. Jlikapcbkuil 3acid moBuHEH OyTu 3apeecTpoBaHMil B YkpaiHi. [ns miaTBepKeHHs
YYacCHHMK HaJla€ 3aBIpeHy KOIIiI0 PEeCTPAIiiiHOro MOCBIAYEHHS Ha JIKapCchKHii 3acib. Y pasi, SKIIO
710 3aKIHYCHHSI CTPOKY M1l peeCcTpaIiiiHOro MOCBITYEHHS Ha JIIKAPCHKHM 3aC10 3aUIIaeThCs:

- mexuie 90 aHiB - 060B’s13k0Be HajaHHsA Komii tucta MO3 Ykpainu, ab0 yrOBHOBa)KEHOTO
oprasy, npo (GaxT NoJaHHs 3asBU PO IepepeecTpariito;
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- Bi1 90 1HIB 10 OJJHOTO POKY - 00OB’SI3KOBE Ha/IaHHs rapaHTIMHOTO JIMCTA 3assBHUKA PO TE,
o 10 MO3 Ykpaiau, abo ynmoBHOBaXEHOTO OpraHy, OyJe MoJaHo 3asBY MPO MEPEPeecTpariio y
nopsaKy, BusHaueHomy MO3 VkpaiHu.

2. Jlikapcpkuii 3aci0 MOBMHEH MAaTH IHCTPYKLIIO IS MEAMYHOrO 3acTocyBaHHS. J[is
HiATBEP/DKEHHS YYaCHUKOM HAJa€ThCs KOIMis 1HCTPYKWIl JUIi MEIUYHOTO 3aCTOCYBaHHS
J1KapChKOTro 3aco0y.

3. TepMmiH npUAATHOCTI JIIKAPCHKOTO 3ac00y Ha MOMEHT IOCTaBKH IMOBUHEH CTAaHOBUTH HE
MeH1ie 75% a0o He MeHIe 12 MICSIIB BiJl BCTAHOBJIEHOTO 1HCTPYKIIEIO TEPMIHY NpUAATHOCTI. J{is
HiATBEPKEHHS YYaCHUK HAJIa€ TapaHTIHHUIA JIUCT PO TEPMiH MPUAATHOCTI.

4. CTpoK MOCTaBKM TOBapy MOBWHEH CTAaHOBUTH He Ounbine 10 MHIB 3 HaTh OTPUMAHHSA
NMCbMOBOT 3asBKH, aye He mizHime 27.12.2024. J{ns niaTBepAKeHHs yYaCHUK HaJa€ TapaHTiiHUMA
JIMCT TIPO CTPOK TIOCTaBKH TOBapy.

5. Jlikapcbkuil 3aci0 MOBMHEH OyTH BHECEHHM JI0 PEECTPY ONTOBO-BIANMYCKHUX I[IH Ha
JKapchKi 3aco00uM ad0 10 peecTpy BIIOMOCTEH MO0 TPAHWMYHUX ONTOBO-BIAMYCKHUX IIH HA JEAK]
JIKapChKi 3aco0M, IO 3aKyNMOBYIOTbCS 3a OIOJDKETHI KOMITH Ta MiUIATaloTh pedepeHTHOMY
IIHOYTBOPEHHIO, B paMkax BuKoHaHHS moctanoBu KMY Big 02.07.2014 Ne 240 «Ilutanus
JIeKJIapyBaHHs 3MiHM ONTOBO-BIIMYCKHMX IIIH Ha JIKapchKi 3acoOm» Ta mocraHoBu KMV Bix
03.04.2019 No 426 «IIpo pedepeHTHE MIHOYTBOPEHHS Ha JAEsSKi JIKapChKi 3acolu, 1110
3aKyNOBYIOThCSl 3a OIO/DKETHI KowTw». s MiATBEpIKEHHS YYAaCHUK HAJA€ KOMIIO BUTATY 3
Bi/IMOBiTHOTO Hakazy MO3 Ykpainu.

6. Jlikapcekuil 3aci0 moBuHeH OyTH BHeceHMM A0 HaiioHanbHOro mepeniky OCHOBHHMX
JKapCchKUX 3ac00iB, B paMkax BuKoHaHHS moctanoBu KMV Bix 25 6epesnst 2009 Ne 333 «/lesxi
IUTaHHS JIepKaBHOTO PErYJIIOBaHHS IiH Ha JIIKapChKi 3aCO0M 1 BUPOOM MEIMYHOTO NPU3HAYCHHS.
Jlisg miaTBep/KEHHS Y4YacHUK HajJae Komiio BUTATY 3 HaiioHanbHOro mnepeniky OCHOBHHX
JIKapChKUX 3aCO01B.

VY pasi BIACYTHOCTI JiKapchkoro 3acody B HarioHalibHOMY Hepesiiky OCHOBHUX JIIKAPChKUX
3ac001B, yUaCHMK HAJa€ KOIiI0 BUCHOBKY YIIOBHOBa)KEHOI'O OpPraHy 3 JE€p>KaBHOI OL[IHKH MEIUYHUX
TEXHOJIOT1M Ha 3alpONOHOBAaHUM JIIKapChKUM 3acid, mpoBeneHoi BiANOBIAHO 10 BUMOr llopsaky
HPOBE/ICHHS JepXKABHOI OLIHKM MEJMYHUX TEXHOJOT1H, 3aTBepAkeHoro noctanoBoro KMV Bix 23
rpyasst 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsiaky mpoBeleHHS ep>KaBHOI OLIIHKM MEIUYHUX
TEXHOJIOT1i1», 1110 BKJIOYaJla IEPBUHHY Ta ()aXxOBYy €KCIIEpTHU3U. BUCHOBOK yIIOBHOBa)KEHOT'O OpraHy
3 JIEp’KaBHOI OLIHKM MEAMYHUX TEXHOJIOTIM Ha 3ampOoNOHOBAHUU JIIKApChKHUM 3aci0 Mae MICTUTH
MO3UTHBHI peKOMEHAAIIii.

7. OOOB’A3KOBE HaJaHHA YYaCHUKOM OpHUTIHANy TapaHTIMHOTO JIMCTA, HAJIaHOTO
6e3nocepeIHbO BUPOOHMKOM a00 HOro yroBHOBaXKEHUM MPEACTAaBHUKOM B YKpaiHi (SIKIIO YYaCHUK
HE € BUPOOHHMKOM TOBApy), SIKUH MIATBEPIKYE MOXKIMBICTH MOCTAaBKM TOBapy, IO € MPEIMETOM
3aKyMiBIi, y HE0OXiJHIH KUIBKOCTI, IKOCTI Ta y TEPMiHM, BU3HAUEH] JIOKYMEHTAIII€}O.

8. 3amporoHOBaHMI TOBAap MOBHMHEH OyTH SKiCHMM. [l MiATBEpHKEHHS IMOCTaYabHUK
Hajae cepTudikaT BIAMOBIIHOCTI, SKAW BHUAAHUW BIAMOBITHUM OpraHoM 3 cepTudikaiii,
aKpeUTOBAaHUM HAI[IOHAJbHUM OpPraHOM YKpaiHU 3 aKpeauTallii, 1 IKUi MiATBEPKY€E BCTAHOBIIEHI
BUMOTHU JI0 TOBapiB, poOiIT 1 mocayr Ta (un) 00’€KTiB, Yepe3 siKi peanizyloThCs MOCIYTH, SKIIO IIe
nepeadaveHo 3aKOHOJABCTBOM YKpaiHu. B pasi, gkmo 1e He mependadeHo 3aKOHOJIaBCTBOM
VYkpainu, HeoOXiJHO HAAATH BiMOBIAHUIA JTUCT-PO3’ ICHEHHS.

9. VyacHMK NOBHMHEH HaJaTH 3aloBHEHY (OpMy TEHAEpPHOI MPOMO3ULIi 3a MiIUCOM
KepiBHUKA 200 yIMOBHOBa)KEHOTO TMPEICTaBHUKA MIAMPUEMCTBA, OpTraHi3allii, yCTAHOBU Ta 3aBipeHy
nevaTkoro (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 1010 MeYaTKH HE CTOCYEThCS YYaCHHUKIB, SIK1 3MiHCHIOIOTH JIsUTbHICTH O€3 MeYaTKH 3TiHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** 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 O0I0IKETHOr0 NPHU3HAYEHHS 32 KOWITOPUCOM a00 O4YiKyBaHa
BApPTIiCTh NpeIMeTa 3aKYMiBJIi:

18 058 308,90 rpu (BiciMHagusATh MiJIBHOHIB N'SATAECAT BiciM THCAY
TpHUCTa BiciM rpuBenb 90 komniiiok), 3 I1/IB, 30xpema:

aor 1 - 1 695 750,00 rpa (OauH MITBHOH HIICTCOT AEB'STHOCTO M'SITh TUCAY
ciMcoT n'staecaT rpuBeHb 00 Komiiok);

a0t 2 - 6 878 760,00 rpu (Illicth MUIBHOHIB BICIMCOT CIMJIECST BICIM THUCAY
ciMcoT mictaecar rpuBeHb 00 KOMmiiokK);

ot 3 - 1 061 885,00 rpu (OauH MIIBHOH MIICTAECAT OJIHA THUCSYA BICIMCOT
BiciMecAT IM'sITh TpuBeHb 00 KOMIHOK);

70T 4 - 477 400,00 rpu (HoTHpHucTa CiMAECAT CIM THCSY YOTHpHCTa rpuBeHb 00
KOITIHOK);

70T 5 - 5 859 148,80 rpu (II'1Th MiIBIOHIB BICIMCOT M'ITASCAT JEB'SITH TUCSY
CTO COPOK BiciM rpuBeHb 80 KOMINHOK);

aotr 6 - 2 085 365,10 rpu (/[Ba MinpiOHM BIiCIMAECAT M'SITh TUCSY TPUCTA
IIICTAECST IT'SITh TPUBEHB 1() KOMIiHOK).
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