JlonaTok 2
710 TeH/ICPHOI IOKYMEHTAIIl1 Ha 3aKYIBIIIO:
33600000-6 ®apmarneBTryHa mpoaykiris (Jlikapcbki 3aco0u 111 XBOPUX Ha
17110aTHYHY TPOMOOITUTONICHIYHY MyPITYPY, 3 JIOTH)

Inpopmariss mpo HEOOXigHI TEXHIUHI, SKICHI Ta KUIbKICHI XapaKTepUCTUKH MpeaMera
3aKymiBmi.

Jlor 1 - 33621000-9 Jlikapceki 3acobu nmisi JiKyBaHHS 3aXBOPIOBaHb KpOBI i OpraHiB
KpoBOTBOpeHHS - EnprpomOomnar (Eltrombopag), 25 mr, Tabi., karc. ngpaxe - 268 ox.;

gotr 2 - 33621000-9 Jlikapceki 3acobu ansi JIKyBaHHS 3aXBOPIOBAHb KPOBI W OpraHiB
KpoBOTBOpeHHS - EnpTpomOomnar (Eltrombopag), 50 mr, Tabu., karmc. apaxe - 294 ox.;

gor 3 - 33621000-9 Jlikapchki 3aco0u I JiKyBaHHS 3aXBOpPIOBaHb KpOBI U Oprasis
KpoBOTBOpeHHs - EnpTpomOomnar (Eltrombopag), 25 mr, Tadu1., kanc. apaxe - 1534 ox.

3acanvui sumocu:

1. Jlikapcbkuii 3aci0 moBuHeH OyTu 3apeecTpoBaHuil B YkpaiHi. Ui NIATBEPIKEHHS YYaCHUK
HaJla€e 3aBipeHy KOITK PEeECTPaIliiHOrO MOCBIAYEHHS Ha JIIKAPChbKUH 3aci0. Y pasi, SKIIo 10 3aKiHUCHHS
CTPOKY il peecTpaliiHOro MOCBITYEHHS Ha JTIKapChKH 3aCi0 3aIMIIAETHCS:

- menme 90 ngHIB - 000B’s3k0Be HamaHHs komii ymcra MO3 VYkpainu, abo yImOBHOBa)XEHOTO
oprany, po (akT MOAAHHS 3asBU MPO MEPEPEECTPALIIO;

- B17 90 1HIB 0 OHOTO POKY - 00OB’SI3KOBE HAaJAaHHS TapaHTIMHOIO JKcTa 3asBHUKA IPO T€, L0
1o MO3 VYkpainu, abo ynmoBHOBaKE€HOr0 opraHy, 0yJe MoJaHo 3asBy MO MepepeecTpaiio y NopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 TOBMHEH MAaTH IHCTPYKIIKO JUII MEIWYHOIro 3acTtocyBaHHsA. Jlis
MiATBEPIPKCHHS YYaCHUKOM HAJA€ThCs KOMis THCTPYKIIi JUIsi MEOUYHOTO 3aCTOCYBAHHS JIKapChKOTO
3aco0y.

3. TepmiH nMpUAATHOCTI JIIKAPCHKOT'0 3aCO0Y HA MOMEHT MTOCTAaBKH MOBUHEH CTAHOBUTU HE MEHIIIE
75% abo He MeHme 12 MicAliB BiJl BCTAaHOBJEHOI'O IHCTPYKIIEI TepMiHy mnpuaaTHocTi. g
NIATBEP)KEHHS YYaCHUK HaJa€ rapaHTIHHUMN JIMCT PO TEPMIH IPUIATHOCTI.

4. CTpok IOCTaBKM TOBapy NOBMHEH CTAaHOBUTH He Oublue 10 AHIB 3 1aTH OTPUMAaHHS IUCbMOBOI
3as8BKH, aje He mi3Hime 27.12.2024. JIns miaTBep/KEeHHs YYacCHUK HaJa€ TapaHTIHHUHA JHCT PO CTPOK
MIOCTaBKH TOBapYy.

5. Jlikapcekuii 3aci0 TOBUHEH OYTH BHECEHHM JI0 PEECTPY ONTOBO-BIANMYCKHHUX IiH Ha JIKapChKi
3acobu abo 10 PEeECTpy BIIOMOCTEH IIOJ0 TPAHUYHUX ONTOBO-BINMYCKHUX I[IH Ha JEAKi JIKapChKi
3aco0H, 110 3aKyNOBYIOTbCS 3a OMOJKETHI KOWITH Ta MUIATal0Th pePEepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHA moctaHoBM KMYVY Big 02.07.2014 Ne 240 «IlutaHHS nekiapyBaHHS 3MiHH OITOBO-
BIJIMYCKHUX IIiH Ha JKapchKi 3acobu» ta mocrtanoBu KMY Bixg 03.04.2019 Ne 426 «IIpo pedepentHE
IIHOYTBOPEHHs Ha JesAKi JIKapCchKi 3acoOM, IO 3aKyNOBYIOTHCS 3a OrpKeTHI KomTu». Jlus
HiATBEpIKCHHS YYaCHUK HAJa€ KOIMII0 BUTATY 3 BiAnoBigHOro Hakazy MO3 Ykpainu.

6. Jlikapcekuii 3aci0 MOBMHEH OyTH BHECEHUM 710 HarlioHanbHOTro Mmepesiky OCHOBHHUX JIIKAPChKUX
3aco0iB, B paMkax BHKOHaHHA mnoctaHoBu KMY Bix 25 Oepe3ns 2009 Ne 333 «/leski nurtaHHA
JIEPXKAaBHOT'O PETYJIIOBaHHsS I[iH Ha JIKApChKi 3aco0M 1 BHPOOM MEAWUYHOrO MpH3HaueHHs». Jlius
HiATBEPKEHHS YUaCHUK HaJa€ KoImio BUTATY 3 HamioHanbHOro nepesniky OCHOBHUX JIIKAPChKUX 3aC00i1B.

VY pasi BiACYTHOCTI JiKapchbkoro 3aco0y B HalioHajapbHOMY Mepeliky OCHOBHHUX JIKapChKHX
3ac00iB, yYaCHHUK HAaJa€ KONl BHCHOBKY YIOBHOB2)XEHOI'O OpraHy 3 JEp)KaBHOI OIIIHKKA MEIHYHUX
TEXHOJIOT1 Ha 3ampoNOHOBAHMN JKAapChbKUHM 3acid, mpoBeneHoi BiAMOBIAHO A0 BuUMoOr Ilopsaky
MPOBENICHHS JEP>KaBHOI OIIHKM MEIWYHUX TEXHOJIOTIH, 3aTBEepIKeHOro mnocraHoBoro KMV Bim 23
rpynas 2020 Ne 1300 «IIpo 3atBepmkeHHs Ilopsiaiky mpoBeneHHs AEpKABHOI OLIHKM MEIWYHHUX
TEXHOJIOT1#», IO BKJIOYaja NEPBUHHY Ta ()aXOBy EKCHEPTH3H. BUCHOBOK YIIOBHOBa)KEHOTO OpraHy 3



JIEPYKaBHOT OI[IHKM MEIUYHUX TEXHOJIOTIH Ha 3alpolOHOBAHUH JIIKAPChKUH 3aci0 Ma€ MiCTUTH TIO3UTHBHI
pexoMeHaaIii.

7. O00B’3K0BE Ha/JaHHS YYaCHHKOM OpHUTI1HANy FapaHTIHHOIO JIMCTA, HAaJJaHOTo Oe3MocepeHbo
BUPOOHUKOM ab0 HOro yrmoBHOBaX€HUM IPEJCTaBHUKOM B YKpaiHi (SKIIO yYaCHUK HE € BUPOOHHKOM
TOBapy), SKUH MiJATBEPHKYE MOKIMBICTh IOCTABKH TOBApy, IO € MPEAMETOM 3aKyHiBJli, Y HEOOXIiIHIH
KUIBKOCTI, IKOCTI Ta Yy TEpMiHHU, BU3HAUCHI JJOKYMEHTAIII€I0.

8. 3amponoHOBaHUU TOBap MOBUHEH OyTH SIKICHUM. [[7s MiATBEepIKEeHHS MOCTAaYalbHUK HaJae
ceptudikaT BIAMOBIAHOCTI, SKUW BHJAHUN BIANOBIAHMM OpraHoM 3 cepTudikallii, aKpeIuTOBaAaHUM
HaI[lOHAJIbHUM OpraHoM YKpaiHM 3 akpeauTalii, 1 SKuil MiATBepIKy€e BCTAHOBJIEHI BUMOTH JJO TOBapiB,
pobit 1 mocayr Ta (uM) O00’€KTIB, uepe3 sIKI peai3yloThCs TMOCIYTH, SKIO0 1€ MepeadadeHo
3aKOHOAABCTBOM YKpaiHu. B pasi, fKmo e He nependaueHo 3aKOHOAABCTBOM YKpaiHM, HEOOXiIHO
HaJIaTH BIAMOBIIHUMN JIUCT-PO3’ ICHEHHS.

9. YyacHUK TMOBUHEH HAJATH 3alloBHEHY (OpMY TEHAEPHOI MPOMO3MIIi 32 IMiIIICOM KEpiBHUKA
ab0 YIOBHOBA)XXEHOI'O MpeACTaBHHUKA MiANPHEMCTBA, OpraHi3allii, YCTAHOBH Ta 3aBipeHy MedaTKoio (y
pa3i HassBHOCTI).

®opMa TeHJAepHOI NPONMO3u il

(Ha3Ba mporeypH 3aKyIIiBIi)

Ne noty/ | HalimenyBanHs peaMeTa TopriBenbHa Ha3Ba BupobHuk, kpaina OnunuIs KinpKicTs,
3/l 3aKyIIiBJIi/TOBapy TOBapy BUMIpY oIl
(mocaza ocodw, 1o mignucye Gopmy) (ILLB.)
(migmuc) M. IL*

* Bumora mo/0 meyaTku HE CTOCYEThCS YYAaCHHKIB, SIKI 3MIHCHIOIOTH MiSTIBHICTD O€3 MEeYaTKH 3TiTHO 3 YHMHHUM
3aKOHO/IAaBCTBOM.

** YV pasi HasABHOCTI B TEXHIYHIM YacCTHHI TMOCHJIAHHS Ha KOHKPETHY TOPTiBENbHY MapKy 49u QipMy, DKepeno
MIOXO/DKEHHS 200 BUPOOHUKA — YMTATH 3 BUPA30M «ab0 €KBIBAIECHTY.

Kwuis 2024




