JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmarieBTHYHA ITPOAYKITis
(JIikapcbki 3aco0Ou Jij1s1 JTIKYBaHHS JUXATbHUX PO3J1aJ/iiB HOBOHAPOKCHHX,
1 HaliMeHyBaHHS)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIbKICHI XapaKTepUCTUKHU IpeaMeTa
. . xE
3aKyIiBIIi.

®docdomimiana Ppakiis, sika BuaiaeHa 3 ereHiB cBuHi (Natural phospholipids), 80 mr/ma mo 1,5
MJI, aMit., ¢, mmp. - 321 ox.

Cneyianvna eumoea:.
Jlikapchkuid 3aci0 J03BOJICHMH 1O 3aCTOCYBaHHS y HOBOHApPO/DKEHHX, IO IOBHHHO OyTH
MiATBEPKEHO IHCTPYKIIEIO 3 MEIUYHOTO 3aCTOCYBAHHS JIIKapPCHKOTO 3ac00y.

3acanvni eumoau:

1. Jlikapcbkuil 3aci0 moBuUHEH OyTH 3apeecTpoBaHuUd B YKpaiHi. [[is miaTBepIKeHHS YYaCHHK
HaJa€ 3aBipeHy KOIIII0 PEECTPAIIHOTO TTOCBITYEHHS HA JIIKApChKU 3acid. Y pasi, K0 A0 3aKiHYCHHS
CTPOKY [Iii peecTpaliitHoro moCcBiAUEeHHS Ha JIKAPChKUN 3aCi0 3aIUIIA€ThHCS:

- mermie 90 nHiB - 000B’s3koBe HamaHHs Komii iucta MO3 Ykpainu, abo yrmOBHOBaXEHOTO
oprany, npo (hakT noJaHHs 3asBU PO IEPEPEECTPALLIIO;

- Big 90 OHIB 0 OHOTO POKY - 00OB’SI3KOBE HA/IaHHS TapaHTIMHOTO JHCTa 3asiBHUKA PO TE, 1110
10 MO3 Vkpainu, a0 ymoBHOBaKEHOT'O Oprany, Oyje MoJaHO 3asBY MPO MEPEepPeecTpaLiio y MOPAIKY,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci0 TOBMHEH MaTH I1HCTPYKLIIO [UIs MEIWYHOro 3acTtocyBaHHs. Jlims
HiATBEP/KEHHSI YYACHUKOM HAJA€ThbCs KOMisl IHCTPYKIIT JUIsI MEIMYHOIO 3aCTOCYBAaHHS JIIKapChKOTO
3aco0y.

3. TepMiH NpUAATHOCTI JIKAPCHKOT0 3ac00y Ha MOMEHT IOCTaBKU MMOBUHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHmie 12 MiCAIIB B BCTAaHOBJIEHOTO I1HCTPYKLIED TEPMIHY mpuaaTHOCTI. Jlis
HiATBEP/KEHHs YYaCHUK HaJla€ TapaHTIHHUM JTUCT PO TePMiH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApy MOBUHEH CTAaHOBUTH He Ounbie 10 IHIB 3 1aTH OTPUMAaHHS MUChbMOBOT
3asBKH, aje He mi3Hime 27.12.2024. JIns nigTBepKeHHs YYaCHUK HaJa€ TapaHTiiHUNA JUCT IpO CTPOK
MOCTaBKH TOBapy.

5. Jlikapcbkuii 3aci0 MOBUHEH OYTH BHECEHMM J0 PEECTPY ONTOBO-BIANMYCKHHUX I[iH Ha JIIKAPChKi
3aco0u abo 70 peecTpy BIAOMOCTEH N[00 TPAHUYHHUX OMNTOBO-BIAMYCKHUX IIH Ha JEsAKi JIKAapChKi
3aco0u, IO 3aKyMOBYIOTHCS 3a OIOPKETHI KOIUTH Ta MiJIATaloTh pedepeHTHOMY I[iHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBu KMV Big 02.07.2014 Ne 240 «[lutanHs nekJapyBaHHS 3MiHHM OINTOBO-
BIJIMMYCKHUX IIiH Ha JiKapchki 3acobm» Ta moctaHoBu KMY Big 03.04.2019 Ne 426 «IIpo pedepenTtHe
I[IHOYTBOPEHHSA Ha JesKl JIKapchKi 3aco0u, IO 3aKyNoBYIOThCA 3a OrokeTHI KomrTu». Jlus
HiATBEPKEHHS YYaCHUK HaJla€ KOIII0 BUTATY 3 BiAMOBigHOro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci0 MoBHHEH OyTH BHECEHUM 110 HallioHanbHOro mepesniky OCHOBHUX JIIKApPChKUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 Oepesns 2009 Ne 333 «Jleski nuTaHHS
JIEP’)KaBHOTO DETYJIOBAHHS I[iH Ha JIKApChKl 3aco0M 1 BUPOOM MEIWYHOTO TpHU3HAa4YeHHs». s
HiATBEPKEHHS YYaCHUK HaJla€ KOMito BUTATY 3 HalioHabHOTO nepeniKy OCHOBHHX JIIKapChbKHUX 3ac00iB.

VY pasi BIACYTHOCTI JiKapchbkoro 3aco0y B HaiioHanbHOMY mepesiky OCHOBHMX JIIKApChKHUX
3ac00iB, Y4aCHUK HAJa€ KOIMII0 BHCHOBKY YIMOBHOB2)XCHOTO OpPraHy 3 JEp)KaBHOI OIIIHKM MEIMYHHX
TEXHOJIOTI Ha 3aMpONOHOBAHHWM JIIKAPCHKUM 3aci0, TpoOBeIEHO1 BiANMOBiAHO 10 BUMOT [lopsiaky
MPOBEJICHHS JIEPKaBHOI OI[IHKM MEIMYHUX TEXHOJIOTiH, 3aTBepIKeHOro mocranoBoro KMV Bim 23
rpyaast 2020 Ne 1300 «IIpo 3arBepmxenHsi [lopsaky mnpoBefeHHS IepKaBHOI OINIHKKM METUYHHUX
TEXHOJIOTii», 10 BKJOYaja MEPBUHHY Ta (PaxoBy eKcrepTu3n. BHCHOBOK YIMOBHOBa)XXEHOTO OpraHy 3



Jep>KaBHOT OL[IHKKA MEIWYHUX TEXHOJIOTIH Ha 3aIPOIIOHOBAHUI JIIKAPCHKUIA 3aci0 Ma€ MiCTUTH MO3UTHBHI
peKOMeH1atii.

7. O60B’s13K0BE HAaJaHHS YYaCHUKOM OPHTiHANy TapaHTIMHOTO JIMCTa, HAJaHOTO Oe3MocepeIHbO
BUPOOHHMKOM a00 HOro YIOBHOB)KEHUM TPEACTAaBHUKOM B YKpaiHi (SKIIO yYaCHUK HE € BHPOOHUKOM
TOBapy), SAKUH MIATBEPIKYE MOMIIMBICTH MOCTABKU TOBApY, IO € MPEIMETOM 3aKyIiBIi, Y HEOOXiIHiH
KUTIBKOCTI, SIKOCTI Ta y TEPMiHU, BU3HAYCHI JJOKYMEHTAIIIETO.

8. 3anpomoHOBaHUI TOBap MOBHHEH OyTH siKicHUM. /Ui MiATBEpIKEHHS MOCTAYaJbHUK HAJa€
ceprudikaT BIANOBITHOCTI, SKWA BUIAHWUN BIAMOBIIHUM OpPTraHOM 3 cepTHdIKallii, aKpeIUuTOBAHUM
HAI[IOHAIBHUM OpPraHoM YKpaiHW 3 aKkpeauTamii, i IKWi MiITBEp/Kye BCTAHOBJICHI BUMOTH 10 TOBAapiB,
pobiT 1 mocayr Ta (uM) OO’€KTIB, dYepe3 sKI peani3yloTbCs TOCIYyTH, SKIIO 1€ IepeadadeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, sKmio 1e He mepeadadyeHo 3aKOHOJABCTBOM YKpaiHW, HEOOXiJTHO
HAJIaT BiMOBIIHUHN TUCT-PO3’ ICHEHHSI.

9. Y4yacHMK NOBHMHEH HaJaTH 3alOBHEHY (HOpMy TEHIEpHOI MPOIMO3UIIi] 3a MiANUCOM KepiBHUKA
abo yNMOBHOBAXXEHOTO MpEACTaBHUKA MiAMPUEMCTBA, OpraHisailii, yCTAHOBU Ta 3aBIpeHy IedaTko (y
pasi HasIBHOCTI).

dopma TeH1epHOI NPono3uuii

(Ha3Ba mporerypu 3aKyIiBii)

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

* BuMmora OO MEYaTKH HE CTOCYEThCS YYaCHHKIB, SKi 3MIHCHIOIOTH IisSUTBHICTH 0€3 MEYaTKH 3TiAHO 3 YHHHUM
3aKOHOJABCTBOM.

** V pa3i HasBHOCTI B TEXHIUHIN YaCTHHI NOCWJIAHHS Ha KOHKPETHY TOPTIBEIBHY MapKy 4d (ipMy, HKepelo
MTOXOJKEHHS a00 BUPOOHUKA — YUTATH 3 BUPA30M «a00 CKBIBAICHTY.

Kuis 2024



