Jonartok 2
710 TeHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBruuna npoaykuis ([IpotuBipycHi 3acobu aiist JiKyBaHHS XBOPUX Ha
xpoHiunuii renatut C, 1 HaliMeHyBaHHS )

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . K%
3aKyIIBIII.

Codocoysip Ta Besmaracip (Sofosbuvir and velpatasvir), 400 mr/100 mr, Tad.., karc.,
apaxe - 36456 on.

3azanvui gumoau:

1. Jlikapcbkuil 3acid moBHHEH OyTH 3apeecTpoBaHui B YkpaiHi. [[ns miaTBepIKeHHS y4acHUK
HaJla€ 3aBIpeHy KOTIIIO PEECTPAIIMHOTO MOCBITYEHHS Ha JIIKapChKUi 3aci0. Y pasi, SKIO 0 3aKiHUYCHHS
CTPOKY Jii peecTpaIiiftHOro MOCBITYEHHS Ha JIKAPChKHM 3aC10 3aTUIIAETHCS:

- menme 90 nHIB — 000B’s3koBe HamaHHs komii aucta MO3 Vkpainu, abo ymOBHOBa)KEHOTO
oprany, po (aKT MoJaHHs 3asBH PO TIEPEPEECTPALLIIO;

- Bix 90 AHIB 10 OAHOTO POKY — 00OOB’SI3KOBE HAJaHHS TapaHTIMHOTO JINCTA 3assBHUKA TIPO TE, IO
10 MO3 Vkpainu, abo ymoBHOBa)KEHOTO Oprany, OyJe MoJlaHO 3asiBy MPO MEepepeecTpaliio y mopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 MOBHMHEH MaTH IHCTPYKIIO Ui MEIUYHOro 3acTrocyBaHHsA. Jlnd
MIATBEP/DKEHHSI YYaCHUKOM HAJAa€ThCs KOS IHCTPYKLII Uil MEIUYHOTO 3aCTOCYBaHHS JIIKapChbKOTO
3aco0y.

3. Tepmin npUAATHOCTI JIKAPCHKOTO 3ac00y HA MOMEHT IMOCTAaBKH MIOBUHEH CTAHOBUTH HE MEHIIIE
75% abo He wMmeHme 12 wMicAliB Bil BCTaHOBJIEHOTO IHCTPYKIIE TepMIHY NpuaaTHocTi. Jlis
MIATBEPPKCHHS YYaCHUK HA/IAa€ TapaHTIHHUN JTUCT MPO TEPMIH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApy IMOBHHEH CTAHOBUTH He Outbiie 10 qHIB 3 JaTH OTPUMAaHHS MUCHbMOBOT
3asBkH, ane He mizHime 29.12.2023. Jnst minTBepKeHHS YYaCHUK HaJla€ TapaHTIMHUN JUCT PO CTPOK
MIOCTaBKU TOBapy.

5. Jlikapcekuit 3aci® MOBHMHEH OyTH BHECEHHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX IIiH Ha JIIKApChKi
3aco0u abo 10 peecTpy BIIOMOCTEH IMIOAO TPAaHUYHHMX OINTOBO-BUIIMYCKHMX IIIH Ha JEsAKi JIIKapChKI
3aco0u, IO 3aKYyMOBYIOTHCS 3a OFO/PKETHI KOIITH Ta MULIATAlOTh pedepeHTHOMY IIHOYTBOPECHHIO, B
paMKax BUKOHAHHS IIOCTaHOBU KMY BIX 02.07.2014
No 240 «IlutanHs nekiapyBaHHS 3MIHM ONTOBO-BIAIYCKHUX I[iH Ha JIIKAPChKI 3aCOOM» Ta MOCTaHOBHU
KMV Big 03.04.2019 Neo 426 «IIpo pedepeHTHE WIHOYTBOPEHHS Ha JeAKi JKapCchKi 3aco0u, IO
3aKyMOBYIOThCSL 3a OIO/DKeTHI KowTu». g MiATBep/KEHHS YYacCHUK HAJa€ KOIMI BUTATY 3
BignoBiaHoro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 MOBUHEH OyTH BHECEHHM J10 HalioHanpHOTo nepesniky OCHOBHHX JIIKAPChKUX
3aco0iB, B pamkKax BHKOHaHHsS moctaHoBu KMY Bim 25 Oepesnss 2009 No 333 «/leski muTaHHS
JIEpKABHOTO PETYIIOBaHHSA LIH Ha JIKapcbki 3aco0u 1 BHUPOOM METUYHOTO Npu3HA4YeHHs». Jlns
MIATBEP/UKEHHS YYaCHUK HaJa€ KOMilo BUTATY 3 HalioHanbHOTO mepesiky OCHOBHHX JIIKAPChbKHX 3aCO0IB.

VY pa3i BiACYTHOCTI Jikapcbkoro 3acoOy B HallioHalbHOMY mepeniKy OCHOBHHUX JIKapChbKHX
3ac00IB y4yaCHHMK Haja€ KOIMII0 BHCHOBKY YMOBHOB@)XEHOTO OpraHy 3 JepXKaBHOI OLIHKU MEIUYHUX
TEXHOJIOTII Ha 3ampONOHOBAHMHM JKapchbKuUi 3acid / MeauuHUil IMyHOOIONOTiYHMH mpenapar,
MPOBEAECHOr0 BiAMOBITHO 10 BUMOT Ilopsaky mpoBeaeHHsS Jep>KaBHOI OIIHKM MEAMYHHMX TEXHOJOTIH,
3aTtBep/ukeHoro mocraHoBoro KMV Bin 23 rpymus 2020 Ne 1300 «IIpo 3arBepmxenns [lopsaky
MIPOBEICHHS IeP>KAaBHOT OLIIHKY MEIUYHHUX TEXHOJIOT 1.

7. OGOB’s13KOBE Ha/IaHHS YYaCHUKOM OpHTiHANy TapaHTIMHOTO JIMCTa, HaJaHOTO Oe3MocepeTHbo
BUPOOHMKOM a00 HOro YMOBHOBA)XEHUM NPEICTaBHUKOM B YKpaiHi (SKIIO yJaCHUK HE € BUPOOHHUKOM
TOBapy), KUK MIATBEP/HKYE MOMIMBICTH MOCTaBKU TOBApy, L0 € MPEIMETOM 3aKyIMiBIi, Y HEOOXIAHIN
KUIBKOCTI, SIKOCTI Ta y TEPMIHH, BU3HAUCHI JOKYMEHTALIIETO.



8. 3amponoHoBaHM TOBap MOBHMHEH OYyTH SKiCHUM. /[l MiATBEpKEHHS MOCTAYAIbHUK HA/a€e
cepTudikaT BIINOBIAHOCTI, SKUH BUAAHUH BIINOBITHHUM OpraHoM 3 cepTHdikamii, aKpeIuTOBaAHUM
HAI[IOHAIBHUM OpraHoM YKpaiHu 3 akpeauTaiii, i KAl miaTBeppKye BCTAHOBJIEHI BUMOTH JI0 TOBAapiB,
pobiT 1 mocayr Ta (uM) OO’€KTiB, uepe3 SKi peani3ylOThCs TIOCIYrd, SKIIO I mnepeadayeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, skmo 1e He mepeadadeHo 3aKOHOJABCTBOM YKpaiHH, HEOOXiTHO
HA/IaTH BiAMIOBIIHUI TUCT-PO3’ ICHEHHS.

9. Y4acHUK MOBHMHEH HAJaTH 3allOBHEHY (hOpPMY TEHIEPHOI MPOIO3UIIIi 3a MiAMUCOM KepiBHHKA
a00 YIMOBHOBa)XCHOTO TpEACTaBHUKA MiANPUEMCTBA, OpraHizailii, yCTAHOBH Ta 3aBipeHY Me4aTkoio (y
pasi HassBHOCT1).

dopMa TeHAepHOI MPONno3uLii

(Ha3Ba mpoIIeMypH 3aKYIIiBIi)

Ne nory/ | HaiimenyBaHHs npenMera TopriBesnbpHa Ha3Ba Bupo6nuk, kpaina OnuHuns KinbkicTs,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY of.
(mocazna ocobu, 1o miamucye hopmy) (ILLB.)
(migmnuc) M. I1.*

* Bumora MO0 NEYaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IHCHIOIOTH JiSUIBHICTh 0€3 MeYaTKH 3TiHO 3 YMHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YAaCTHHI TNOCWJIAHHA Ha KOHKPETHY TOPriBeJbHY Mapky 4u ¢ipMmy, IDKepeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHTY.

Kwuis 2023



