33600000-6 ®apmaneBTruHa npoaykuia (Jlikapcebki 3aco0m A1 JTiKyBaHHA
AiTeid, XBOPUX HA KOATYJIONATIL, 5 JI0TIB)

1. OOrpyHTYBAHHS TeXHIYHHX TAa SAKICHHX XAPAKTEePHMCTHK MNpeaIMeTa
3AKRYHIBJI**:

Jlor 1 - 33621000-9 Jlikapchki 3aco0u ajisi JIIKyBaHHS 3aXBOpPIOBaHb KpOB1 i OpraHis
KpoBOTBOpeHHs1 - Pakrop koaryisuii kposi jroaunHu VI, mnasmosuit (Coagulation factor VIII),
500 MO, awm., ., mmp. - 350000 MO;

got 2 - 33621000-9 Jlikapcbki 3aco0M Juisl JIIKyBaHHS 3aXBOPIOBaHb KpOBI M OpraHiB
KpoBOTBOpeHHs - DakTop koarymsiii kposi moauHu VIII, mnasmoswuii (Coagulation factor VIII),
1000 MO, awmr., ¢a., mmp. - 600000 MO;

got 3 - 33621000-9 Jlikapceki 3aco0u Ui JIIKYBaHHS 3aXBOPIOBaHb KpOB1 il oprasiB
KpOBOTBOpeHHs - Dakrop koaryssuii kposi moaunu VIII, pekombinantauit  (Coagulation factor
VIII), 500 MO, awm., ¢ur., mmp. - 432000 MO;

ot 4 - 33621000-9 Jlikapcbki 3aco0M JUlsl JIIKyBaHHS 3aXBOPIOBaHb KpOBI M OpraHiB
KpoBOTBOpeHHs - Dakrop koarymsmii kposi jgroaunau VIII ta ¢akrop Bimnebpanna monuan (Von
Willebrand factor and coagulation factor VIII in combination), 500 MO, awmm., ¢m., mmp. - 50000
MO;

aot 5 - 33621000-9 Jlikapcbki 3aco0M JUlsl JIIKyBaHHS 3aXBOPIOBaHb KpOBI M oOpraHiB
KpoBOTBOpeHHs - MakTop koarymsmii kposi [X, mmasmosuii (Coagulation factor IX), 500 MO, awmr.,
¢u., wmp. - 50500 MO.

Cneyianvui sumoeu:

no noty Ne 4: cmiBBigHOmeHHs (akropa koarynsmii kposi moamau VIII mo dakxropa
Binnebpannaa moaunu Mae ctanoBUTH He MeHie 1,0:0,75; mpenapatr moBUHEH MaTH MOKa3aHHS IS
JiKyBaHHS XBOpoOu BimneOpanna Bcix TumiB. st miaTBepyKEHHS BiIOBITHOCTI BUMO31 YYaCHUK
HaJa€ BiMOBIIHUHN TapaHTIMHHUM JIUCT;

no JyotiB NeNe 1-5: mpenapar MOBHHEH MAaTH TIOKAa3aHHS Ta IATBEPKEHUH TOCBIJ
3aCTOCYBaHHS y MAiTeH, 0CcOOJIMBO AiTE€l PaHHBOTO BiKy (HamaHHS iHQOpMAIl MPO MO3UTHUBHHMA
JIOCBiJ] BUKOPUCTAHHS y XBOPUX JUTSAYOTO BIKY — JIOKa3aHa KJIiHIYHA e(DEeKTHBHICTH Ta Oe3meka y
BUKOPHUCTAaHHI y JiTe B CBITOBIM MHpakTuili, a came: B KpaiHax 3axigHoi €Bpomnu Ta [liBHIYHO]
Awmepuku abo B Ykpaini y ¢popmarti myOtikarii, CTaTTi B CHeIialli30BaHUX MEJUYHUX BUAAHHSAX).*

* 3a3HaueHa BHMOTAa BHUCYBA€THCS 10 MpemapaTiB, 10 B CBOIX IHCTPYKIIAX HE MICTATh
BKa31BKY II0ZI0 BUKOPUCTAHHS Yy AiTEH, a 0COOIMBO y JiTel paHHBOTO BIKY.

3azanvHi eumozu:

1. Jlikapchkuii 3aci0 ToBWHEH OyTH 3apeecTpoBaHUi B YkpaiHi. JIJIs miaTBepKEHHS
YYaCHHK HaJa€ 3aBIpeHy KOIIiI0 PEECTPAIiITHOTO MOCBIAYEHHS Ha JIIKapChKHid 3aci0. Y pasi, SKIIOo
710 3aKIHYEHHS CTPOKY Jii peecTpalifHOro MOoCBiJYEeHHS Ha JIIKApChKH 3aci0 3aIuIIaeThCs:

- menire 90 gHIB - 000B’s13K0Be HajaHHA Korii tructa MO3 Ykpainu, a00 yIOBHOBa)KEHOTO
oprany, po (akT moJaHHs 3asBH PO IEPEPEECTPAILILO;

- Bix 90 THIB 10 OJTHOTO POKY - 000B’SI3KOBE HAJIAaHHS TapaHTIHHOTO JTUCTA 3asBHUKA PO TE,
mo 10 MO3 VYkpainu, abo yrmoBHOBaKEHOTO OpraHy, OyJe IMOJaHo 3asBy MPO MEpepeecTpario y
nopsaKy, BusHaueHomy MO3 Vkpainu.
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2. Jlikapchkuii 3aci0 MOBMHEH MaTH I1HCTPYKLIIO Ui MEIWYHOTO 3acTtocyBaHHs. s
MIATBEP/DKEHHS] YYaCHUKOM HAJA€ThCsl KOMIS 1HCTPYKIIl [ MEAMYHOrO 3acTOCYyBaHHS
JKapChKOTo 3aco0y.

3. TepMiH mpUAATHOCTI JIIKAPCHKOTO 3ac00y Ha MOMEHT MOCTAaBKU MOBHHEH CTAaHOBUTU HE
meHie 75% abo He MeHIe 12 MICsIIB Bil BCTAHOBJIEHOTO IHCTPYKIIEIO TePMiHy IpuAaTHOCTI. J{is
MIATBEPKEHHS YYaCHUK HaJla€ TapaHTIMHUN JUCT PO TEPMiH MPUIATHOCTI.

4. CTpoK NOCTaBKM TOBapy NOBHHEH CTaHOBHTH He Oinmbine 10 QHIB 3 JaTW OTPUMAaHHS
MMCBbMOBOT 3asiBKH, aye He mi3Hime 27.12.2024. J{ns niaATBepPKeHHs yYaCHUK Haja€ rapaHTidiHUN
JMCT TPO CTPOK MOCTABKHU TOBApYy.

5. Jlikapcbkuil 3aci0 MOBHHEH OyTH BHECEHHM JI0 PEECTPY ONTOBO-BIAMYCKHHMX I[IH Ha
JiKapchKi 3acobu abo 0 peecTpy BiIOMOCTEH 100 TPAHHUYHUX OMTOBO-BIAMYCKHUX IIiH Ha JEsAKi
JIKapchKi 3aco0u, HI0 3aKyNOBYIOThCS 3a OIOKETHI KOWITH Ta MIUIAraloTh pedepeHTHOMY
I[IHOYTBOPEHHIO, B pamkax BHKOHaHHS noctaHoBu KMY Big 02.07.2014 Ne 240 «Ilutanus
JeKJIapyBaHHsI 3MIHM OITOBO-BIAIYCKHUX IIIH Ha JIKapchKi 3acobm» Ta moctaHoBu KMV Bin
03.04.2019 Ne 426 «lIpo pedepeHTHe LIHOYTBOPEHHS Ha JesAKi JHKapchbki 3aco0H, IIO
3aKyMOBYIOThCS 3a OIOPKETHI KowTw». J[Is miATBEpIKEHHsS yYaCHUK HAJa€ KOIII0 BUTATY 3
BignoBigHoro Hakasy MO3 Ykpainu.

6. Jlikapcbkuii 3aci6 moBHHEH OyTH BHeceHMM 10 HalioHalbHOTO mHEpeiky OCHOBHUX
JIKapCchKUX 3ac00iB, B paMKax BUKOHaHHA moctaHoBU KMV Bix 25 Gepesns 2009 Ne 333 «/lesiki
NUTaHHS JAEPKABHOTO PETYJIOBAHHS I[1H Ha JIIKApChKI 3aCO0U 1 BUPOOH MEAMYHOTO MPU3HAUYEHHS».
Jis miATBEpIUKEHHS Y4YaCHMK HaJae€ Komito BUTATY 3 HarioHanbHOTO mepeniky OCHOBHUX
J1KapChbKUX 3acO0i1B.

V pasi BiICYTHOCTI JlikapchbKoro 3aco0y B HalioHanbHOMY HepeniKy OCHOBHUX JIIKAPCHKUX
3ac001B, yYaCHUK HaJa€ KOIiI0 BUCHOBKY YIIOBHOBa)XEHOT'O OpraHy 3 JIEp>KaBHOI OIL[IHKA MEIUYHUX
TEXHOJIOTill Ha 3allpONOHOBAHMHU JIKapChbKUi 3aciO, MpoBeneHOi BiAMOBiAHO a0 BUMOr [lopsaky
MIPOBEICHHS JIEPKaBHOT OLIIHKKA MEAUYHUX TEXHOJIOT1H, 3aTBEpKeHOT0 nocTanoBoro KMV Big 23
rpynas 2020 Ne 1300 «IIpo 3arBepmxenHs [lopsaky mpoBeneHHsS AEp)KaBHOI OLIIHKM MEIUYHUX
TEXHOJIOT1i», 1110 BKJII0YaJla IEPBUHHY Ta (axoBy eKCepTU3U. BUCHOBOK yIIOBHOBa)KEHOTO Oprany
3 JIep>KaBHOI OLIIHKM MEJWYHMX TEXHOJIOT1M Ha 3alpOlOHOBAaHUI JiKapChKUi 3aci0 Mae MiCTUTH
NO3UTHBHI peKOMEHAAlll].

7. OOOB’A3KOBE HaJaHHS YYAaCHUKOM OpHUTIIHATy TapaHTiHHOrO JIMCTa, HAaJaHOTrO
6e3nocepeIHbO BUPOOHMKOM a00 MOro yrOoBHOBaXXEHHUM MPEACTaBHUKOM B YKpaiHi (SKIO YYaCHUK
HE € BUPOOHMKOM TOBapy), KM MIATBEPIKYE MOKJIMBICTH IMOCTABKH TOBApY, L0 € MPEAMETOM
3aKyMiBII, y HEOOX1AHIHM KUIBKOCTI, IKOCTI Ta y TEPMIHU, BU3HAUYEHI JOKYMEHTALIEIO.

8. 3ampornoHOBaHMI TOBap MOBMHEH OyTH SKICHMM. /Iy MiATBEp/UKEHHS MOCTadalbHUK
Hajae cepTUudikaT BIAMOBIIHOCTI, SKWW BHUJAHUN BIANOBIIHUM OpraHoM 3 cepTudikaiii,
aKpeIUTOBAaHUM HAlLlIOHAJLHUM OPraHOM YKpaiHU 3 akpeauTalii, 1 SK1i MiTBepKy€e BCTAaHOBJIECHI
BUMOTHU JI0 TOBapiB, poOIT 1 mociyr Ta (un) o0’ €KTIB, Yepe3 sIKi peai3yloThCs MOCIYTH, SKIIO 1€
nepea0ayeHo 3aKOHOJABCTBOM YKpaiHM. B pasi, gkmo e He mnependayeHo 3aKOHOAaBCTBOM
VYkpainu, He0OX1JHO HAaAAaTH BIIMOBIAHUM JTUCT-PO3’ ICHEHHS.

9. YuacHMK TNOBMHEH HaJaTH 3aloBHEHY (OpMy TEHIEpHOi MpPOHo3uLii 3a MiAMUCOM
KepiBHHKa a00 yIIOBHOBAXEHOTO MPEICTaBHUKA MiAMPUEMCTBA, OpraHi3allii, ycTaHOBU Ta 3aBipeHY
nevaTkoro (y pa3i HasBHOCTI).

dopma TeH1epHOI MPOMO3u il

(Ha3Ba MpoIeAypH 3aKYIIiBIIi)
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Ne mory/ | HaiiMeHnyBaHHS penMeTa TopriBenpHa Ha3Ba Bupobnuk, OnuHuTA KimpkicTs,
3/m 3aKyIIiBJIi/TOBapy TOBapy KpaiHa BUMIpY Ol
(mocama ocob6wu, mo manucye hopmy) (ILLB.)
(trirmc) M. I1.*

* Bumora mo1o me4aTky He CTOCY€EThCS YIaCHUKIB, SIKi 3AIMCHIOIOTH MisIbHICTH 0€3 IMeYaTKy 3TiTHO 3 YUHHUM
3aKOHOJABCTBOM.

** Y pasi HaIBHOCTI B TEXHIYHIM YaCTHHI MMOCHIAHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (ipMy, IKEpesio
MOXO/KEHHS 200 BUPOOHMKA — YUTATH 3 BUPA30M «a00 €KBIBAICHTY.

2. Po3mip 0OrOAXkeTHOr0 NPU3HAYEHHH 32 KOWITOPHMCOM a00 O4iKyBaHA
BaPTIiCTh NpeiMeTa 3aKyNiBJIi:

34 931 150,00 rpu (TpuansaTh YOTUPU MITBHOHA JCB'ATCOT TPHUIALATH OJHA
Tucsia cto m'araecsat rpueHs 00 komiiiok), 3 I1/IB, 30xkpema:

jot 1 - 8 435 000,00 rpH (BiciM MUIBHOHIB YOTHPUCTA TPUALATH I'STh TUCIY
rpuBeHb 00 KOMINHOK);

aot 2 - 14 460 000,00 rpa (HoTupHaaAUATh MIIBHOHIB YOTHUPUCTA IIICTAECAT
TUucsAY rpuBeHb 00 Komiiiok);

ot 3 - 10 411 200,00 rpu ([ecats MiIbHOHIB YOTUPUCTA OJUHALSTH TUCIY
nBicTi rpuBeHb 00 KOMIHOK);

aotr 4 - 670 500,00 rpu (Illictcor cimumecsaT TUCAY T'ATCOT TrpuBeHb 00
KOITHOK);

aot 5 - 954 450,00 rpu ([eB'ATCOT M'ATHECAT YOTUPH THUCAYl UYOTHUPUCTA
n'staecsaT rpuBeHb 00 KOMHOK).
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