33600000-6 ®apmaneBTHYHA MPOAYKIList
(JlikapcbKi 3aco00H 1JI NALEHTIB i3 3aXBOPIOBAHHSIMY HUPOK,
1 HaliMeHYBaHHA)

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

Erenxamenerun (Etelcalcetide), 2,5 mr, amm., ¢u., mmp. - 73998 ogx.

CneuyianbHi 6umoau:

Po3uun ang in'ekuiil, npo3zopuii, 6e30apBHUI.

1 amm., ¢u., mmp. MicTuTh 2,5 Mr eTenkanbietuny (y Gopmi rigpoxmopuny) B 0,5
MJI PO3YHHY.

Bionosionicme  cneyianonum  6umoeam mae  niomeepoHCy8amucst  KONIEH
IHCMPYKYIT 07151 MEOUYHO20 3ACTNOCYBAHHS.

3azanvui gumozu:

1. Jlikapcekmii 3aci® TOBMHEH OyTH 3apeecTpoBaHuid B Ykpaini. Jlus
MIATBEPKEHHS YYaCHUK HAJa€ 3aBIpEHY KOIII0 PEECTPALlIMHOTO TOCBIAYEHHS Ha
JiKapchKHii 3aci0. Y pasi, KO0 0 3aKIHUEHHS CTPOKY JIii peecTpaliitHoro mocBiiueHHs
Ha JIIKapChKUH 3aci0 3aUIIaeThCs:

- meame 90 mHIB - 000B’s3Kk0Be HamaHHsS komii jucta MO3 VYkpainm, a6o
YIOBHOBa)KEHOT'O OpraHy, Mpo (paxT MoJIaHHA 3asBU PO MEPEePeecTparliio;

- Bim 90 mHIB 0 OMHOTO POKY - OOOB’SI3KOBE HAJaHHS TapaHTIHHOTO JIMCTa
3asiBHUKA Tpo Te, 1o 10 MO3 Ykpainu, ab0 ymOBHOBa)KEHOTO OpraHy, Oyje MOJaHO
3asBy PO MepepeecTpario y Nopsaaky, BusHaueHomy MO3 Ykpainu.

2. JlikapchKuid 3aci0 MOBUHEH MATH IHCTPYKIIIO JJISI MEIUYHOTO 3aCTOCYBaHHS.
Jnst  miATBEpIDKEHHS YYaCHUKOM HAMAEThCS KOIMIS 1HCTPYKII IS  MEIMYHOTO
3aCTOCYBaHHS JIKapCHKOTO 3aC00y.

3. Tepmin mpuaatHOCTI JiKapchbKoro 3aco0y Ha MOMEHT TOCTaBKH IOBHHEH
CTAaHOBHUTH He MeHIEe 75% abo He MeHmIe 12 MICAIIB BiJl BCTAHOBIICHOTO 1HCTPYKIIIEIO
TepMiHy TpuAaTHOCTI. JlJis MIATBEp/KEHHS YYaCHUK HAJa€ TapaHTIMHHUN JHCT Tpo
TEPMIH IPUIATHOCTI.

4. CTpoK TIOCTaBKM TOBapy MOBHHEH CTaHOBUTH He Outbine 10 AHIB 3 gatu
OTpUMaHHS THMCBMOBOI 3asBKH, ane He mi3Hime 27.12.2024. Jlns miaTBepIKeHHS
YYaCHUK Ha/Ia€ TapaHTIMHUN JTUCT MPO CTPOK MOCTABKU TOBAPY.

5. Jlikapcekuii 3aci0 MOBUHEH OyTH BHECEHHM JIO PEECTPY OMTOBO-BiAIMYCKHHX
IIIH Ha JIKapchKi 3aco0M abo 10 PEeecTpy BIAOMOCTEH IIOA0 TPAaHWYHHX OITOBO-
BIJIMMYCKHUX II1H Ha JIEAK1 JIIKAPChK1 3aCO0U, 1110 3aKyIOBYIOThCS 3a OIO/KETHI KOIITH Ta
HiAAraloTh peepeHTHOMY LIHOYTBOPEHHIO, B paMKaX BUKOHaHHS noctaHoB KMY Bin
02.07.2014 Ne 240 «IlutanHs nekmapyBaHHS 3MIHHM ONTOBO-BIANMYCKHHMX IIIH Ha
Jikapcbki 3acobm» Ta moctaHoBu KMV Big 03.04.2019 Ne 426 «Ilpo pedepentHe
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LIHOYTBOPEHHS Ha JEsKl JIIKapChKi 3aC00M, 110 3aKYMOBYIOTHCS 32 OIO/HKETHI KOIITHY.
JUis migTBEpKeHHS YYAaCHUK HAJa€ KOMiI0 BUTATY 3 BiamoBigHoro Hakazy MO3
Ykpainu.

6. Jlikapcekuii 3aci0 moBuHEH OyTH BHeceHUM a0 HarioHalbHOro nepesniky
OCHOBHUX JIIKapChKUX 3ac00iB, B paMKax BUKOHaHHs moctaHoBu KMY Bin 25 6epesns
2009 No 333 «Jlesiki mUTaHHS JAEPKABHOTO PETYJIIOBAHHS I[IH Ha JIKApChKI 3aco0M 1
BUPOOU MEIUYHOIO NMPU3HAYEHH». J{JIs MIATBEPAKEHHS YYaCHUK HAJa€ KO0 BUTATY 3
HarionanpHoTo nepesniky OCHOBHUX JIKapChbKUX 3aC001B.

VY pasi BiAICYTHOCTI Jikapchkoro 3aco0y B HamioHambHOMY mepeniky OCHOBHUX
JIKapChKUX 3aco0iB, YYaCHUK HAJla€ KOIII0 BHCHOBKY YIOBHOB2)XEHOTO OpraHy 3
JEp>KaBHOI OI[IHKM MEIMYHUX TEXHOJOT1M Ha 3ampolOHOBAHMM JIIKAPCHKHUI 3acio,
MIPOBENICHOT BIAMOBIAHO 0 BUMOT [lopsiiKy MpoBeACHHS IepKaBHOI OLIHKH MEIMYHUX
TEXHOJIOT1H, 3aTBep/keHoro noctaHoBoro KMV Bim 23 rpyaas 2020 Ne 1300 «IIpo
3arBepkeHHs [lopsiaky mpoBeneHHs Aep:KaBHOI OIIHKK MEIWYHHX TEXHOJIOTiN», IO
BKJIIOYaJia TIEPBUHHY Ta ()aXOBY €KCIEepPTU3U. BHCHOBOK YHMOBHOBa)KEHOTO OpraHy 3
JIEP>KaBHOI OIIIHKM MEIUYHUX TEXHOJOT1d Ha 3alpOlNOHOBAaHUU JIKapChKUM 3acid Mae
MICTUTH MO3UTHUBHI pEKOMEHIAITI].

7. O60B’A3K0BE HA/aHHS YYaCHUKOM OpHUTIHATY TapaHTIHOTO JHCTa, HAJaHOTO
Oe3mocepeIHbO0 BUPOOHUKOM a00 HOTO YIOBHOBRXEHUM TPEICTABHUKOM B YKpaiHi
(SIKIIO0 YYaCHUK HE € BUPOOHHKOM TOBapy), AKUM MIITBEPIXKYE MOMIMUBICTH MOCTaBKU
TOBapy, 110 € MPEeIMETOM 3aKyIMiBiIi, Y HEOOXiAHIM KUIbKOCTI, SIKOCTI Ta y TEpMiHH,
BH3HAYECHI JOKYMCHTAIIIETO.

8. 3amporoHoBaHUIl TOBap MOBHHEH OyTHM AKICHUM. Jlisi MiATBEpIKEHHS
NocTavajIbHUK HaJae cepTudikaT BiAMOBITHOCTI, SKUH BUJAHUHN BiIMOBITHUM OPTaHOM 3
ceprudikaiiii, akpeIUTOBAHUM HalllOHAJTHFHUM OpraHOM YKpaiHU 3 aKpeauTallli, 1 aKui
HiATBEPAXKY€E BCTAHOBJIEHI BUMOTHU JI0 TOBapiB, POOIT 1 Mociyr Ta (4u) 00’€KTIB, Yepes
K1 peajizyloThCsl MOCIYTH, SKIIO i€ MepeadaueHo 3aKOHOAABCTBOM YKpainu. B pasi,
SKITO € HE Tepea0adeHo 3aKOHOMABCTBOM YKpaiHH, HEOOXITHO HAJATH BIATOBITHUMN
JIUCT-PO3’ ICHEHHS.

9. YuacHUK MOBMHEH HAaJaTH 3allOBHEHY (QOpMy TEHIEPHOI MpOMo3ulii 3a
MiMUCOM KEpiBHHKA a00 YIMOBHOBa)XEHOT'O MPEICTABHHUKA IMiANPUEMCTBA, OpraHizaili,
YCTaHOBH Ta 3aBipeHy MevyaTKolo (Y pa3i HasBHOCTI).

®opMa TeHepHOI NPONO3UILil

(Ha3Ba mporneIypH 3aKyIIiBIIi)

Ne noty/ | HaiimenyBanus npenmera ToprisenbHa Ha3Ba BupoOnuk, kpaina OpuHuns KinbkicTs,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY o1l
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(mocaaa ocobw, 110 manucye hopmy) (ILLB.)
(mignuc) M. I1.*

* BuMora mo/10 e4YaTK: He CTOCY€EThCS YYACHUKIB, SIKi 3[1HCHIOIOTH isIbHICTh 0€3 MEYaTKU 3TiTHO 3 YHHHUM
3aKOHOJABCTBOM.

** Y pasi HasBHOCTI B TEXHIYHIM YaCTHHI NOCHJIAHHS HAa KOHKPETHY TOPTiBeJIbHY MapKy 4 (ipMy, JKeperno
MTOXOJKCHHs a00 BUPOOHUKA — YHTATH 3 BUPA30M «a00 CKBIBAICHT.

2. Po3mip OIOUKEeTHOr0 NPHU3HAYEHHH 32 KOIITOPHCOM 2a00 OYiKYBaHA
BAPTICTHh NpeaMeTa 3aKVIiBJIi:

45 932 038,56 rpu (Copok m'aTh MIIBHOHIB JAEB'ATCOT TPUILATH JBI THUCSUI
TPUALSATH BiCIM TpUBEHB 56 komiiiok), 3 IIJIB.
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