Jonartok 2
110 TEHJEPHOI JOKyMEHTAIlli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTUYHA TPOAYKIIIS
(JTikapcbki 3aco0M 17151 MALIEHTIB 13 3aXBOPIOBAaHHSAMU HUPOK, | HaliMEHYBaHHS )

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

Erenkansueruy (Etelcalcetide), 2,5 mr, amt., ¢ur., mmp. - 73998 ox.

Cneyianvui 6umoeu:

Po3uun s iH'ex1ii, mpo3opuii, 6e30apBHUM.

1 amm., ¢, mwnp. MICTUTH 2,5 Mr eTenkansueTuay (y gopmi rigpoxiopuay) B 0,5 mi po3uuny.

Bionogionicmv  cneyianbHum 8umozcam mae NiOMEepo*Cy8amucy, Koni€ro IHCmpyKyii 0
MeOUUHO20 3aCMOCYB8AHHS.

3azanvui gumoau:

1. Jlikapcbkuii 3acid moBuHEH OyTH 3apeecTpoBaHui B YkpaiHi. [lns minTBepIKeHHS y4acHUK
HaJa€e 3aBIpeHy KOTIIO PEECTPAIIMHOTO MOCBITYEHHS Ha JIKapChKUi 3aci0. Y pasi, SKIo 0 3aKiHYCHHS
CTPOKY Jii peecTpaIifHoOro MOCBITYEHHS Ha JIIKAPChKUI 3aci0 3aUIIAETHCS:

- menme 90 gHIB - 000B’s3k0Be HamaHHs Komii jucta MO3 Vkpainu, abo ymOBHOBaKEHOTO
oprany, po (aKT MoJaHHs 3asBH PO TIEPEPEECTPALLIIO;

- Bix 90 AHIB 10 OJTHOTO POKY - 00OB’SI3KOBE HAJIaHHS TApaHTIHHOTO JIMCTA 3asBHUKA MPO TE, 110
10 MO3 Vkpaiaun, ab0 yrmoBHOBa)XEHOTO OpraHy, Oyze MoJaHo 3asBY MPO MEepPEepeecTpaiio y MmopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchkui 3aci0 TIOBUHEH MATH IHCTPYKIIO JUIS MEAUYHOTO 3acTtocyBaHHS. Jyst
MIATBEPPKCHHS YYaCHUKOM HAJA€THCS KOIIS IHCTPYKIII JUIT MEIUYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y.

3. Tepmin npUAATHOCTI JIKAPCHKOTO 3ac00y HA MOMEHT IMOCTAaBKH IOBUHEH CTAHOBUTH HE MCHIIIE
75% abo He wMeHme 12 wicaliB Bil BCTAaHOBJIEHOTO IHCTPYKIIE TepMiHYy NpugaTHocTi. Jlis
MIATBEP/HKCHHS YIaCHUK HaJa€ rapaHTIMHUN JUCT PO TEPMIH MPHUAATHOCTI.

4. CTpok MOCTaBKU TOBapy NOBUHEH CTAHOBUTH He OUIbiie 10 AHIB 3 JaTH OTPUMAaHHS MUCHMOBOL
3asBKH, ane He mizHime 27.12.2024. Jlnst minTBep KEHHs YYaCHUK HaJla€ TapaHTIHHUN JUCT IIPO CTPOK
MIOCTaBKU TOBapy.

5. Jlikapcekuit 3aci0 MOBHMHEH OyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX IiH Ha JIKAPCHKI
3acobu abo 70 peecTpy BimoMocTed IMIOJO TPaHUYHUX ONTOBO-BUAMYCKHUX I[iH Ha JAEAKl JIKapChKi
3aco0M, 10 3aKYMOBYIOThCS 3a OMO/KETHI KOIITH Ta MiUISIraloTh peQepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBu KMV Big 02.07.2014 Ne 240 «IlutanHs AekiapyBaHHS 3MiHH OINTOBO-
BIIYCKHUX I[IH Ha JiKapchKi 3acobu» Tta moctaHoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepenTtHe
IHOYTBOPEHHA Ha JesKl JIKapchbki 3aco0HM, IO 3aKylMOBYIOThCS 3a OOKeTHI komtu». Jlis
MIATBEP/HKCHHS YIaCHUK HAJla€ KOIIiI0 BUTATY 3 BiAnoBinHoro Hakazsy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 moBuHeH OyTH BHECEHUM /10 HallioHaIbHOTO nepetiky OCHOBHHX JIIKapChbKUX
3aco0iB, B paMKax BHUKOHaHHS mnoctaHoBu KMV Big 25 OGepesns 2009 Ne 333 «Jleski nmuTaHHA
JIEpKABHOTO PpETYIIOBaHHS IiH Ha JIKapcbki 3acobu 1 BUPOOM MEIUYHOTO TMpHU3HAYeHHs». Jls
MIATBEP/UKEHHS YYaCHUK HaJa€ KOMito BUTATY 3 HallioHanbHOTO nepesiky OCHOBHHX JIIKAPChbKHX 3aCO0IB.

VY pa3i BiACYTHOCTI Jikapcbkoro 3acoOy B HarioHanbHOMY mnepeniky OCHOBHHX JIIKapChbKHX
3ac00iB, YUaCHHUK HaJa€ KOIiI0 BHCHOBKY YIMOBHOBR)KEHOTO OpraHy 3 JEpXKaBHOI OIIHKH MEIUYHHUX
TEXHOJIOTI Ha 3ampOTNOHOBAHWM JiKapChKUK 3aci®, mpoBeneHOi BiAMOBiAHO a0 BuMOr I[lopsnaky
MPOBEJICHHS JIeP’KaBHOI OLIIHKA MEAMYHUX TEXHOJIOTIH, 3aTBepKeHoro moctaHoBoo KMV Bim 23
rpyaas 2020 Ne 1300 «IIpo 3artBepmxenHs [lopsaxy NpoBeleHHS JepXKaBHOI OLIHKA MEIMYHHX
TEXHOJIOT1i», 110 BKJIIOYala MEpBUHHY Ta ()aXOBY eKCIepTH3U. BUCHOBOK yMOBHOBA)XXKEHOTO OpraHy 3



Jep>KaBHOT OLIIHKM MEIWYHUX TEXHOJIOTH Ha 3allpONIOHOBAHUH JIIKAPChKHU 3aCi0 Ma€ MICTUTH MMO3UTHUBHI
peKOMeHalii.

7. O0OB’s13K0BE HaJIaHHS YYaCHUKOM OpHTiHANy TapaHTIMHOTO JIMCTa, HAJAHOTO Oe3MocepeTHbo
BUPOOHMKOM a00 HOTo YIMOBHOBA)XEHHUM NPEICTaBHUKOM B YKpaiHi (SKIIO0 yYaCHUK HE € BUPOOHHUKOM
TOBapy), SKUN MIATBEP/HKYE MOMIMBICTh MMOCTAaBKU TOBApy, IO € MPEIMETOM 3aKYIMiBIi, Y HEOOXiAHIN
KUTBKOCTI, SIKOCTI Ta y TEPMiHH, BU3HAYCHI JOKYMEHTALIETO.

8. 3ampornoHOBaHMI TOBap MOBMHEH OYyTH SKiCHUM. J[JIs1 MiATBEpKEHHS MOCTAYaIbHUK HA/Iae
cepTudikaT BIINOBIAHOCTI, SKUH BUAAHWUN BIIMOBIIHUM OpraHoM 3 cepTudikalii, aKpeAuTOBAHUM
HAI[IOHATBHUM OpTraHoM YKpaiHu 3 akpeauTaiii, i SIKAil miaTBeppKye BCTAaHOBJICHI BUMOTH JI0 TOBapiB,
pobiT 1 mocayr Ta (uM) OO’€KTiB, Uepe3 SKi peari3ylOThCs TIOCIYrd, SKIIO I mepeadadeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, AKmo me He mependavyeHo 3aKOHOJABCTBOM YKpaiHH, HEOOXigHO
HaJaTy BIIMOBIAHUN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBMHEH HAJaTH 3allOBHEHY (OpMY TEHJEPHOI MPOMO3UIIi 3a MIAMUCOM KEpIBHHUKA
abo yIOBHOBaXXEHOT'O MpEACTaBHMKA MIiANPHEMCTBA, OpraHizallii, yCTAHOBHM Ta 3aBIpeHy IeudaTkoio (y
pa3i HasiBHOCTI).

dopMa TeHAepHOI MPONo3uLii

(Ha3Ba mpoIIeypH 3AKYIIiBII)

Ne nory/ | HalimenyBaHHs npenmera TopriBesnbHa Ha3Ba BupobOHuk, kpaiHa OpuHuns Kinbkicts,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY ol.
(mocazna ocobu, wio mamucye hopmy) (ILLB.)
(miamnuc) M. IL.*

* Bumora MIONO MEYaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IIHCHIOIOTH JISUIBHICTh 0€3 MeYaTKH 3TiHO 3 YHMHHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YACTHHI TOCWJIAHHA Ha KOHKPETHY TOPTiBeJbHY Mapky 4u ¢ipMmy, JHKEpeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHTY.

Kwuis 2024



