JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmanieBTruHa MpoaykIlis (Jlikapchki 3ac00M I XBOPUX HA 17[10MATHYHY
TPOMOOIMTONICHIYHY TYPITypY, 4 JIOTH)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIBKICHI XapaKTepUCTUKU IpeaMeTa
. . K%
3aKyIMiBIIi.

Jlor 1 - 33621000-9 Jlikapceki 3acoOW i JIIKyBaHHS 3aXBOPIOBaHb KpOBI U OpraHis
KpOBOTBOpeHHS - Purykcumab (Rituximab), 500 mr, amm., ¢ur., mmp. - 82 ox.;

gor 2 - 33621000-9 Jlikapceki 3aco0W Jig JIIKyBaHHsS 3aXBOPIOBaHb KpOBI W OpraHiB
KpOBOTBOpeHHs - Putykcumab (Rituximab), 100 mr, amir., ¢ur., mmp. - 248 og.;

gor 3 - 33621000-9 Jlikapceki 3acobu i JIKyBaHHsS 3aXBOPIOBaHb KpOBI il opraHiB
KpoBoTBOpeHHs - EnbrpoM6borar (Eltrombopag), 50 mr, Tadm., karc. apaxe - 462 oj.;

gor 4 - 33621000-9 Jlikapceki 3acobu i JIIKyBaHHsS 3aXBOPIOBaHb KpOBI Il opraHiB

KpoBoTBOpeHHS - Enprpombonar (Eltrombopag), 25 mr, Taba., kamnc. agpaxe - 1036 ox.

3acanvni eumozu:

1. Jlikapcbkuii 3aci0 moBuHEH OyTH 3apeecTpoBaHuUi B YkpaiHi. [[is miaTBepmKeHHS YYacCHHK
HaJa€ 3aBipeHy KOIIII0 PEECTPAIITHOTO TTOCBITYEHHS HA JIIKApChKU 3acid. Y pasi, K0 A0 3aKiHYCHHS
CTPOKY [lii peecTpaliitHoro moCcBiAUEHHS Ha JKAPChKUN 3aCi0 3aTHIIAETHCS

- mermie 90 nHiB - 000B’sa3koBe HamaHHs Komii jucra MO3 Ykpainu, abo yrmOBHOBaXEHOTO
oprany, npo (akT noJaHHs 3asBU PO NEPEPEECTPALILIO;

- B 90 AHIB 10 OJIHOTO POKY - 00OB’SI3KOBE HA/JAaHHS TapaHTINMHOIO JKMCTa 3asBHUKA IIPO T€, 110
10 MO3 Vkpainu, a0 ymoBHOBaKE€HOT'O Oprany, Oyje MoJIaHO 3asBY MPO MEPEePeecTpaLiio y MOPAIKY,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci0 TOBHMHEH MaTH IHCTPYKLIIO [UIS MEIWYHOro 3acTtocyBaHHsA. Jlims
MIATBEP/KEHHS] YYaCHUKOM HAJA€TbCA KOIIS 1HCTPYKLI JUIsi MEIMYHOI'O 3aCTOCYBAaHHS JIIKapChKOTO
3aco0y.

3. TepMiH mpuUIAaTHOCTI JIKAPCHKOTO 3aCO0y HA MOMEHT IMOCTAaBKH IMOBUHEH CTAHOBUTHU HE MEHIIIE
75% abo He MeHme 12 MICAIIB BiJl BCTaHOBJIEHOTO IHCTPYKII€ TepMiHy npuaatHocti. Jlis
MIATBEP/KEHHS YYaCHUK HAJla€ TapaHTIMHUN JUCT PO TEPMIH MPUAATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBUHEH CTaHOBHUTHU He Oinbine 10 AHIB 3 1aTH OTPUMaHHS MHUCbMOBOI
3asBKH, ayie He mi3Hime 29.12.2023. Jlng miaTBepKEHHS YYaCHUK HaJa€ TapaHTIHHUN JUCT TIPO CTPOK
MTOCTaBKH TOBApY.

5. Jlikapcbkuii 3aci0 MOBHHEH OYTH BHECEHHMM JI0 PEECTPY ONTOBO-BIANYCKHUX I[iH Ha JIIKAPChKi
3aco0u abo /0 PEeeCTpy BIIOMOCTEH MO0 TPAHUYHUX OMTOBO-BIAMYCKHUX IIH Ha JEsAKl JIIKapChKi
3aco0u, IO 3aKyMOBYIOTHCSA 3a OIOKETHI KOIITH Ta MiAIATaloTh pedepeHTHOMY I[iHOYTBOPEHHIO, B
pamkax BukoHaHHs moctaHoBU KMV Bim 02.07.2014 Ne 240 «IlutaHHs AeKiIapyBaHHS 3MiHU OINTOBO-
BIJIMYCKHUX I[iH Ha JIiKapchKi 3acobu» Ta moctaHoBu KMY Bix 03.04.2019 Ne 426 «IIpo pedepentre
I[IHOYTBOPEHHA Ha JesKl JIKapchbKi 3aco0u, IO 3aKyNOBYIOTbCA 3a OJDKeTHI KomTwy. Jlns
MiATBEP/KEHHS YYaCHUK HAJA€ KO0 BUTATY 3 BIANOBIAHOTO Hakasy MO3 Ykpainu.

6. Jlikapcbkuii 3aci6 moBUHEH OyTH BHECEHUM 110 HaiioHanbHOTo nepesniky OCHOBHUX JIIKAPChKUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 OGepesns 2009 Ne 333 «Jleski nuTaHHS
JIEP’)KaBHOTO PETYNIOBaHHS I[IH Ha JIKapCchKi 3acoOW 1 BUPOOM MEIUUYHOTO Tpu3HAYeHHs». s
HiATBEPKEHHS YYaCHUK HaJla€ KOMiio BUTATY 3 HamioHansHOTO niepeniKky OCHOBHHUX JIIKapChKHUX 3aC00iB.

VYV pasi BIACYTHOCTI JiKapchbkoro 3aco0y B HarioHanpHOMY meperniky OCHOBHHX JIKapChKHX
3ac00iB y4yaCHMK HAaJa€ KOMil0 BUCHOBKY YHNOBHOB)XEHOTO OpPraHy 3 JEp)KaBHOI OI[IHKM MEIUYHUX
TEXHOJIOTIM Ha 3ampoNOHOBAaHWUU JIIKApPChKUW 3aci0, MPOBENEHOro BiAMOBIAHO 10 BUMOT Ilopsaky
MIPOBEJICHHS JIeP’KaBHOI OIIHKH MEIMYHUX TEXHOJIOTIH, 3aTBepkeHoro mocranoBoro KMV Bim 23



rpyaas 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsaky NpoBeNeHHS [EpXKaBHOI OIIHKM MEIUYHUX
TEXHOJIOT1i.

7. O60B’s13K0BE HAJaHHS YYaCHUKOM OPUTIHANy TapaHTIMHOTO JINCTA, HAJaHOTO Oe3MocepeHbO
BUPOOHUKOM ab0 HOro ymoBHOBa)KEHUM IPEACTAaBHUKOM B YKpaiHi (SKIIO yYaCHUK HE € BUPOOHHKOM
TOBApy), SKUN MIATBEPAXKYE MOMIMBICTH MMOCTAaBKUA TOBApYy, L0 € MPEIMETOM 3aKyHiBIi, Y HEOOXiIHii
KUTBKOCTI, SIKOCTI Ta y TEPMiHU, BU3HAYCHI JIOKYMEHTAIIIETO.

8. 3anpomoHoBaHUI TOBap MOBHHEH OyTH sikicHUM. [l MiATBEpKEHHS MOCTAa4YalbHHUK HaJae
ceprudikar BIANOBIIHOCTI, SKWA BUIAHWUW BIANOBIIHUM OpraHoM 3 cepTHdikallii, akpeIuTOBaHUM
HAI[IOHAIBHUM OpraHoM YKpaiHu 3 aKkpeauTalii, 1 sSIKuil miaTBEpKye BCTAHOBJICHI BUMOTH 10 TOBAapiB,
pobiT 1 mocayr Ta (4M) OO’€KTIB, dYepe3 SKi peani3yloTbCs TMOCIYrd, SKIIO I1e IepeadadyeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, sSKmio 1me He mependadeHo 3aKOHOIAABCTBOM YKpaiHU, HEOOXiJTHO
HAJaTH BIAMOBIIHUMI JTUCT-PO3’ ICHEHHS.

9. Y4yacHMK NOBHMHEH HaJaTH 3alOoBHEHY (HOpMy TEHIEpHOI MPOIMO3UIIii 3a MiAMUCOM KepiBHUKA
ab0 yNMOBHOBAXEHOTO IMpEACTAaBHUKA MiANPHUEMCTBA, OpraHizallii, yCTAHOBU Ta 3aBipeHy MeudaTKow (y
pasi HassBHOCT1).

dopma TeH1epPHOI NPOoNo3uuii

(Ha3Ba Mpoueaypy 3aKyHiBIi)

Ne mory/ | HaiimenyBaHHS peaMeTa TopriBenbHa Ha3Ba Bupo6nuk, kpaina OnuHUTA KimpkicTs,
3/m 3aKyIIiBII/TOBapy TOBapy BUMIpY oIl
(mocaza ocobu, o niamcye hopmy) (ILLB.)
(mignmc) M. IL.*

* BuMmora IIONO MEYaTKH HE CTOCYETHCS YYACHHKIB, SIKi 3[IMCHIOIOTH HiSUTBHICTH 0€3 MEYaTKH 3TiAHO 3 YHHHUM
3aKOHOJABCTBOM.

** V pa3i HasBHOCTI B TEXHIUHIN YaCTWHI NMOCWJIAaHHS Ha KOHKDPETHY TOPTIBEIBHY MapKy 4d (ipMy, HKepeno
MOXOJKEHHS a00 BUPOOHUKA — YUTATH 3 BUPAa30M «a00 CKBiBAICHTY.

Kuis 2023



