Jonartok 2
110 TEHJEPHOI JOKyMEHTAIlli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTuyna mpoaykilis (Jlikapcbki 3acoOu a1 JTIKyBaHHS
JIOPOCTUX, XBOPUX HA KOAryJionarii, 2 JOTH)

Inpopmanis mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . K%
3aKyIiBIII.

Jlor 1 - 33621000-9 Jlikapcbki 3aco0u it JIIKyBaHHS 3aXBOPIOBaHb KpOBI I OprasiB
KpoBOoTBOpeHHS - Dakrop koarynsiii kpoBi moauan VIII, pekombinantamii (Coagulation factor VIII),
1000 MO, amr., ¢, mmp. - 9 168 000 MO;

nor 2 - 33621000-9 Jlikapceki 3acoOu Juisi JTIKyBaHHS 3aXBOPIOBaHb KpOBI W OpraHiB
KpOBOTBOpeHHs - PakTop Koarysuii kposi Joaunu [X, pexkomOiHanTHuit (Coagulation factor 1X), 1000
MO, am., ., mmmp. - 2 223 600 MO.

Cneyianvui 6umoeu:

dopma BUITYCKY (PaKTOPIB KOATYISIli KPOBI — MOPOIIOK JIIO(GLTI30BaHUMN Il PO3YMHEHHS Ta
HacTymHoT 1HGY31i y amir., ¢uI., mmp., pa3oM 3 PO3UYNHHHUKOM 1 3ac00aMu I pO3UYMHEHHS Ta BBEICHHS
npenapaty. Jias miaTBepKeHHS BIAMNOBITHOCTI BUMO31 YYaCHHMK HAJa€ TapaHTIMHUN JIUCT mpo (opmy
BUITYCKY ITpernapary.

3azanvhi eumozu:

1. Jlikapcekuii 3aci®é MoBUHEH OyTH 3apeecTpoBaHMil B YkpaiHi. JIJis miATBEpKEHHS YYaCHHK
HaJae 3aBIpeHy KO0 PEECTPAIIMHOTO MOCBIMYEHHS Ha JTIKapChKUi 3aci0. Y pasi, SKIO 10 3aKiHYCHHS
CTPOKY Jii peecTpaIiiiHOro MOCBITYEHHS Ha JIKAPChKUI 3aci0 3aUIITAEThCS:

- meHme 90 gHIB - 000B’s3k0Be HamaHHs Komii jucta MO3 Vkpainu, abo ymOBHOBaKEHOTO
oprany, po ¢GakT IMoJaHHs 3asiBU PO TePEPEECTpaIriio;

- Bix 90 AHIB 10 OJTHOTO POKY - 00OB’SI3KOBE HAJIaHHS TapaHTIHHOTO JIMCTA 3asBHUKA MPO TE, 110
10 MO3 VYkpainu, abo ymoBHOBa)KEHOTO Oprany, OyJe MoJIaHO 3asiBY MPO IEepepeecTpaliio y mopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchbkui 3aci0 TIOBUHEH MATH IHCTPYKIIO JUIS MEAUYHOrO 3acTtocyBaHHS. Jlist
MIATBEP/DKCHHSI YYaCHUKOM HAJAa€ThCs KOIMisS IHCTPYKLII [UIsi MEIUYHOTO 3aCTOCYBAaHHS JIIKaPChbKOTO
3aco0y.

3. TepmiH mpUIATHOCTI JIKaPCHKOTO 3ac00y Ha MOMEHT MOCTaBKHM MOBUHEH CTAHOBUTH HE MEHILIE
75% abo He wMeHme 12 wicdliB Bil BCTaHOBJIEHOTO IHCTPYKIIE TEepMiHYy NpuaaTHOCTL. [l
MIATBEP/HKCHHS YIaCHUK HaJa€ TapaHTIiHUN JUCT PO TEPMIH MPHUAATHOCTI.

4. CTpoK MOCTaBKM TOBapy MOBUHEH CTAHOBUTHU He Ouibiie 10 AHIB 3 JaTH OTPUMAaHHS MUCHMOBOL
3asiBKM, ane He mi3Hime 27.12.2024. J{ns niaTBep/PKEHHS YYaCHUK HAJa€ TapaHTIMHUMA JTUCT MPO CTPOK
MIOCTaBKU TOBapYy.

5. Jlikapcbkuii 3aci6 MOBUHEH OyTH BHECEHUM JI0 PEECTPY OMTOBO-BIAMYCKHHUX IIIH HA JIIKapChKi
3acobu abo 10 peecTpy BIAIOMOCTEH MO0 TPAHUYHUX ONTOBO-BIAIMYCKHUX LIH Ha JEsKI JIKapChKi
3aco0u, 10 3aKyMOBYIOTHCS 3a OO/KETHI KOIITH Ta MAIATalTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BuKOHaHHS noctaHoBM KMV Bin 02.07.2014 Ne 240 «[lutaHHs nekjgapyBaHHS 3MIHM ONTOBO-
BIIIYCKHUX I[iH Ha JiKapchKki 3acobm» Ta moctaHoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepenTHE
LIHOYTBOPEHHSI Ha JesKi JIKapcbki 3acoOu, IO 3aKyNOBYIOTbCA 3a OMOJUKETHI KomTu». Jlnd
MIATBEP/KEHHS YYaCHUK HAJa€ KOIIII0 BUTATY 3 BIANOBiAHOTrO Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 moBuHeH OyTH BHECEHUM /10 HallioHaIbHOTO nepetiky OCHOBHHX JIIKapChbKUX
3aco0iB, B paMKax BHKOHaHHS mocTaHoBH KMY Big 25 OGepesns 2009 Ne 333 «Jleski nmuTaHHA
JIEpKABHOTO PpETYIIOBAaHHS IIIH Ha JIKapchbki 3aco0W 1 BUPOOM MEIWYHOTO TMpHU3HAYeHHsD». Jls
MIATBEP/UKEHHS YYaCHUK HaJa€ KOMito BUTATY 3 HallioHanbHOTO nepesiKy OCHOBHUX JIIKAPCHKUX 3aCO0IB.



VY pa3i BigcyTHOCTI Jikapchkoro 3aco0y B HarioHaibHOMY mepeniKy OCHOBHUX JIIKApPChKHX
3ac00iB, YJaCHUK HaJa€ KOIII BHCHOBKY YMOBHOBaXCHOTO OpraHy 3 JEpKaBHOI OI[IHKM MEIMYHHUX
TEXHOJIOTI Ha 3ampOINOHOBAHWHN JIIKApChKUK 3acid, mpoBeaeHoi BigmoBigHo a0 BuMOT [lopsaky
MIPOBEACHHS JIEPXKABHOI OIIHKM MEIMYHHMX TEXHOJIOTiH, 3aTBEepKEHOTo mnocraHoBolo KMY Bin 23
rpymas 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsaky NpoBeOeHHS [EpXKaBHOI OIHKA MEIUYHHUX
TEXHOJIOTIi», 10 BKJIIOYAJIa MEPBUHHY Ta (axoBy eKCIepTH3H. BHCHOBOK YNOBHOBa)XEHOTO OpraHy 3
Jep>KaBHOT OLIHKY MEIWYHHUX TEXHOJIOTH Ha 3allpOTIOHOBAHUH JIIKAPCHKHU 3aci0 Ma€ MICTUTH MMO3UTHUBHI
peKOMEHIaIlii.

7. O0OB’s13KOBE HA/IaHHS YYAaCHUKOM OPHTiHANy TapaHTIMHOTO JIMCTA, HAJAHOTO Oe3MocepeTHbO
BUPOOHMKOM a00 HOTO YNOBHOB2)XCHHUM MPEICTaBHUKOM B YKpaiHi (SKIO0 yYaCHUK HE € BUPOOHHUKOM
TOBApy), SKUH MIATBEPKYE MOKJIMBICTh IOCTaBKH TOBapy, IO € MPEIMETOM 3aKyIiBii, Y HEOoOXiqHiH
KUIBKOCTI, SIKOCT1 Ta y TEpMIHU, BU3HAUEH1 JOKYMEHTALIEIO.

8. 3anpornoHoBaHUI TOBap MOBUHEH OyTH sKICHMM. /[l migTBep/KEHHS NMOCTAyaJbHUK Hasae
ceptu(ikar BIANOBITHOCTI, SKUM BUJAHUM BIIMOBIAHMM OPraHOM 3 cepTHQIKalii, aKpeIuTOBAaHUM
HaI[IOHAJILHUM OpraHoM YKpaiHW 3 akpeauTallii, 1 SKMH MiATBEp/KY€e BCTAHOBJIEHI BUMOTHU J0 TOBApIiB,
pob6ir 1 mocayr Ta (4uM) OO’€KTIB, dYepe3 SKI peali3yloThCA TMOCIYTH, SIKIIO 1€ MepeadadueHo
3aKOHOJABCTBOM YKpaiHu. B pasi, skmo e He mependayeHo 3aKOHOAABCTBOM YKpaiHHM, HEOOX1JIHO
HaJaTH BIMOBITHUHN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBMHEH HAJATH 3alOBHEHY (OpMY TEHAEPHOI MPOMO3MIIIi 3a MIJMUCOM KEpIBHHKA
abo yIMOBHOBaXEHOTO MpEACTaBHHUKA MiANPHEMCTBA, OpraHizallii, yCTAHOBHM Ta 3aBipeHy MeudaTkoio (y
pa3i HasiBHOCTI).

®opMa TeHJAepHOI MPONo3uLil

(Ha3Ba TpOIIEMYPH 3AKYITIBII)

Ne nory/ | HaiimenyBaHHs npenMera TopriBesbHa Ha3Ba Bupo6nuk, kpaina OnuHuIs KinbkicTs,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY ol.
(mocazma ocobu, o mamucye hopmy) (ILLB.)
(miamnuc) M.I1.*

* BuMora momo MeYaTKH HE CTOCYETHCS YJaCHHKIB, SAKi 3MIHCHIOIOTH MisUIBHICTH 0€3 MEYaTKH 3TiTHO 3 YHHHUM
3aKOHOJIaBCTBOM.

** Y pa3i HasABHOCTI B TEXHIYHIA YaCTHHI MMOCHJIAaHHSI HAa KOHKPETHY TOPTiBEIbHY MapKy 4um (ipMy, mKepeno
TTOXOJKEHHS a00 BUPOOHWKA — YUTATH 3 BHPA30M «a00 EKBiBAICHT.

Kwuis 2024



