33600000-6 ®apmaneBTnuHa npoaykuis (Jlikapcebki 3acodm a0
3a0e3neYeHHs] XBOPUX HA NePBUHHUI (BpoakeHuil) imyHnoaedinur, 1
HallMEHYBAHHS)

1. OOIpYHTYBAHHA TEXHIYHMX TAa SAKICHHUX XAPaAKTEePHUCTHK MpeaMera
3aKYHIBJI**:

[aridiTop Cl1 (mogunu) (Cl-inhibitor, plasma derived), 500 MO, amm., ¢u1.,
mmp. - 686 ox.

Cneyianvua eumoea:
[HCTPYKIIist [JIT METUYHOTO 3aCTOCYBAaHHS MAa€ MICTUTH TOKA3aHHS IS
BUKOPHUCTAHHS - CIIAJIKOBUIN aHT1OHEBPOTUYHHI HAOPSIK.

3azanvhi sumozu:

1. Jlikapcekuil 3acid moBUHEH OyTH 3apeecTpoBaHuil B YkpaiHi. [ns
HiATBEP/KEHHS YYaCHUK HAJa€ 3aBIpeHy KO0 PEeeCTpaliifHOro MOCBiAYEHHS Ha
Jikapchbkui 3aci®. Y pasi, SKIIO0 10 3aKIHYEHHS CTPOKY Mii peecTpariifHoro
MOCBITYCHHSI Ha JIIKAPCHKUH 3aCi0 3aJIUIIAETHCS:

- MeHire 90 aHIB - 000B’s13K0Be HajaHHs Korii aucra MO3 Ykpainu, abo
YIOBHOBaXXEHOI'O OpraHy, Npo (GaxT MOoJaHHs 3asBU PO IepepeecTparlio;

- Big 90 IHIB 10 OJHOTO POKY - 00OB’A3KOBE HaJaHHS rapaHTIMHOTO JINCTA
3asBHUKA Tpo Te, mo a0 MO3 VYkpainu, abo yHNOBHOBaXXEHOro oOpraHy, Oyze
TI0JTIAaHO 3asBY MPO MEPEPEECTPAIIIIO0 Y TOPSIAKY, Bu3HadeHoMy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 TOBMHEH MaTH IHCTPYKIIIO JJIS MEIUYHOTO
3aCTOCYBaHHsA. {1 MiATBEPJKEHHSI YYACHUKOM HAJA€ThCS KOsl IHCTPYKLIL IS
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Yy.

3. TepMiH IPUIATHOCTI JIIKAPCHKOTO 3acCO0y HA MOMEHT MOCTaBKHU MOBUHEH
cTaHOBUTH He MeHme 75% ab0o He MeHmie 12 MiIcAMiB Bl BCTAaHOBJIEHOTO
IHCTPYKIIEIO TEpMiHYy mpuAaTHocTi. Jlig MNIATBEPIKEHHS YYacHUK Hajae
rapaHTIHHUN JTUCT PO TEPMiH MIPUIATHOCTI.

4. CTpoK MOCTAaBKHM TOBapy IMOBUHEH CTAaHOBUTH He Ounbie 10 mHIB 3 gaTu
OTpUMaHHS MUCHMOBOI 3asBKH, ajie He mi3Hime 29.12.2023. Jlng miaTBepKeHHs
YYaCHHK HaJa€ TapaHTIMHUHN JIUCT PO CTPOK MOCTABKU TOBAPY.

5. Jlikapcekuii 3aci0 TOBMHEH OyTH BHECEHHUM JI0 PEECTPY OITOBO-
BIIMTYyCKHUX IIIH Ha JIKapChKi 3aco0u abo 10 peecTpy BIJOMOCTEH IIOJ0
TPaHUYHUX ONTOBO-BIANMYCKHMUX IIH Ha JEsKl JIKapcbki 3acolu, 10
3aKyMOBYIOTbCS 3a OIO/KETHI KOIITHU Ta MUUIATalOTh  pedepeHTHOMY
IHOYTBOPEHHIO, B pamMKax BUKOHaHHA noctaHoBu KMV Big 02.07.2014 Ne 240
«IIutaHHs nekyiapyBaHHS 3MIHM ONTOBO-BIAMYCKHMX I[IH HA JIKapChKi 3aco0n» Ta
nocranoBu KMV Big 03.04.2019 Ne 426 «IIpo pedepeHTHE ILIHOYTBOPEHHS Ha
JesKl JIKapchKi 3acoOM, IO 3aKyMOBYIOThCS 3a OIOJDKETHI KomTwy. s
MIATBEP/’KEHHS. YYaCHUK HaJa€ KOMI BUTATY 3 BIANOBIAHOro Hakazy MO3
Ykpainu.



6. Jlikapchkuii 3aci® moBuHeH OyTH BHECEHUM 10 HalloHanbHOTO mepeniKy
OCHOBHHX JIIKAPChKHX 3ac00iB, B paMKax BHKOHaHHS moctanoBu KMV Bim 25
oepesns 2009 Ne 333 «Jlesiki muTaHHS AEPKABHOTO PETYIIOBAHHS I[1H HA JIIKAPChKI
3aco0u 1 BUPOOM MEAMYHOTO MPU3HAYEHHs». J[7Is MiATBEpKEHHS YYaCHUK HaJae
KOMito BUTATY 3 HallloHanbHOTO mepeniKy OCHOBHHX JIIKAPChKUX 3aCO01B.

VY pasi BIACYTHOCTI JIKapchbkoro 3acoOy B HamioHanbHOMY mepesniky
OCHOBHMX JIIKapChKHUX 3aC001B YYaCHHMK HAJA€ KOIII BUCHOBKY YIOBHOBA)KEHOIO
OpraHy 3 JIep»KaBHOi OIIIHKA MEJAUYHUX TEXHOJOTM Ha 3anpornOHOBAHUM
JiKapchbKUi 3acid, MPOBEIEHOro BIAMOBIMHO 10 Bumor Ilopsiaky mnpoBeneHHs
Jep>KaBHOI OI[IHKM MEIMYHHUX TEXHOJIOT1H, 3aTBEpIKeHOro moctanoBoro KMV Bij
23 rpynns 2020 Ne 1300 «IIpo 3atBepmkennst Ilopsiaky npoBenaeHHs AepKaBHOT
OLIIHKHA MEIUYHUX TEXHOJOT1I.

7. OOOB’A3KOBE HaJaHHSI YYaCHUKOM OpUTiHAJTY TapaHTIHHOTO JIKCTA,
HajaHoro  Oe3mocepeHh0  BUPOOHWUKOM  ab0  HOTO  YIMOBHOBAKEHUM
MPEICTaBHUKOM B YKpaiHi (SKIIO YYaCHUK HE € BUPOOHUKOM TOBApY), SKHM
MiATBEP/KYE MOXKIIUBICTH TOCTaBKH TOBapy, IO € MPEAMETOM 3aKyIiBii, Y
HEOOX1IHIN KUTBKOCTI, SIKOCTI Ta Y TEPMiHH, BU3HAYEH] JOKYMEHTAIII€I0.

8. 3ampomnoHOBaHMI TOBap MOBUHEH OyTH SAKICHUM. [l MiATBEpIKEHHS
NoCTa4aJlbHUK Hajae cepTUu(ikaT BIAMOBIIHOCTI, SKUWA BUAAHUW BIANOBITHUM
opraHoM 3 ceprudikailii, aKkpeIUTOBAHUM HAI[IOHAJLHUM OpPraHoM YKpaiHu 3
aKpeauTallii, 1 AKui NiATBEPAXKY€E BCTAHOBJIEHI BUMOTH JI0 TOBApPIB, POOIT 1 MOCITYT
Ta (4M) OO’€KTIB, uUepe3 sKI peai3yloThCsl MOCIYIH, SKIIO Ie MepeadadyeHo
3aKOHOJIABCTBOM YKpainu. B pasi, sikiio 1e He nependayeHo 3aKOHOJIaBCTBOM
VYkpainu, He0OX1THO HaJIaTHU BIAMOBITHUM JIUCT-PO3’ ICHCHHS.

9. YyacHHK MOBHHEH HaJaTH 3aMoBHEHY (POpMY TEHIEPHOI MPOIO3HUIIii 3a
MIMUCOM  KEpIBHMKAa a00 YIMOBHOBAKEHOTO TMpEJCTaBHUKA IIANPUEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKoo (y pa3i HassBHOCTI).

@®opMa TeHIePHOI NPONO3UILil

(Ha3Ba mpOIeTypH 3aKYITiBIIi)

Ne nory/ | HatimenyBaHHS IpeaMeTy TopriBenpHa Ha3Ba Bupo6nuk, kpaina OnuHUTA KimpkicTs,
3/m 3aKyIiBIi/TOBapy TOBapy BUMIipY Ol
(mocama ocodwu, 1o mixnucye Gopmy) (ILLB.)
(mignuc) M. I1.*

* BuMmora MIOA0 TEYaTKH HE CTOCYEThCS yYYACHHKIB, SKi 3IMCHIOIOTH MisIBHICTH 0€3 MeYaTKH 3TiTHO 3
YHHHUM 3aKOHOJIQBCTBOM.

** YV pa3i HasSBHOCTI B TEXHIUHIH YaCTWHI TMOCWJIAHHS Ha KOHKPETHY TOPTiBEIbHY MapKy 4u ¢ipmy,
JDKEPEeIIo OXOPKEHHS a00 BUPOOHMKA — YUTATH 3 BUPA30M «ab0 eKBiBAICHTY.




2. Po3mip 010:KeTHOr0 NPH3HAYEHHS 32 KOIUTOPHMCOM a00 o4YiKyBaHa
BAPTICTh NpeAMeTAa 3aKYIiBJIi:

11 219 934,74 rpu (OpuHAANAT, MUIBHOHIB ABICTI JIEB’SITHAIUATH THCSIY
JIEB’ATCOT TPUIIATh YOTUPH TpUBHI 74 xomiiikn), 3 [1/IB.




