33600000-6 ®apmaneBTHYHA NPOAYKILisi
(Jlikapchbki 3aco0u 1711 3a0e3nedeHHsI XBOPUX HA PO3CisIHUM CKJIepo3, 1
HallMEHYBAHHS)

1. OOIpYHTYBAHHS TeXHIYHHX Ta SIKICHHX XapaKTepPHCTHK IpeaMeTa
3aKVHIBJI**:

ImyHornoOynin mroguau HopManbHui (Immunoglobulins, normal human,
for intravascular adm.), 10%, 50 mu1, am., ., mmp., wi. - 1700 ox.

3acanvhi sumoau:

1. Jlikapcekuii 3aci® moBMHEH OyTH 3apeecTpoBaHud B Ykpaini. s
MIITBEP/PKEHHsI YUaCHUK HaJla€ 3aBIPEHY KOIIIO PEeCTpaIifHOro MOCBITYEHHS Ha
JiKapchkuil 3aci0. Y pasi, SKIIO A0 3aKIHYEHHS CTPOKY [Iii peecTpariitHoro
MTOCBITYCHHSI Ha JIIKAPCHKUH 3aCi0 3aJIMIIA€ThCS:

- MeHimre 90 gHIB - 000B’s13K0Be HamaHHA Korrii aucta MO3 Ykpainu, a6o
YIOBHOBA)XEHOT'O Oprany, mpo (GakT MoJaHHs 3asBH MPO NEPEPEECTPaIliio;

- Big 90 mHIB 10 OHOTO POKY - 000B’S3KOBE HaJaHHS TapaHTIMHOTO JUCTA
3asiBHUKA mpo Te, mo 10 MO3 VYkpainu, abo YNOBHOBaXXEHOIro OpraHy, Oyje
MOJaHO 3asBY MPO MEpEepPeeECTpallito y nopsaky, Busnauenomy MO3 YVkpainu.

2. Jlikapcbkuii 3aci® TOBMHEH MaTH IHCTPYKILIKO JUISI MEIUYHOTO
3actocyBaHHA. [ MIATBEPIXKEHHS YYACHUKOM HAJA€THhCS KOIMisl IHCTPYKLIT IS
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00Yy.

3. TepMiH npUAATHOCTI JIKAPCHKOrO 3aCO0y Ha MOMEHT MOCTAaBKU MOBUHEH
CTaHOBUTH He MeHme 75% abo He MeHmie 12 MICAMIB Bl BCTAHOBJIEHOTO
IHCTPYKIII€EI0 TepMiHy TpumaTHOcTi. JIIsi miATBEp)KEHHS yYacCHUK HaJae
rapaHTIMHUKN JTUCT PO TEPMIH MPUIATHOCTI.

4. CTpoK MOCTaBKHM TOBapy IMOBUHEH CTAaHOBUTH He Ounbie 10 mHIB 3 gaTu
OTPpUMaHHS IMCHMOBOI 3asBKH, ajie He mi3Hime 29.12.2023. Jlnsa miaTBepKeHHs
YYaCHHK HAJa€ TapaHTIMHUHN JIUCT MIPO CTPOK MOCTABKU TOBAPY.

5. Jlikapcpkuii 3acid TOBHHEH OYTH BHECEHHM JI0 PEECTPY OITOBO-
BIIMMYCKHUX I[IH Ha JIKapChki 3aco0u abo 10 peecTpy BIJOMOCTEH 1100
IPaHUYHUX ONTOBO-BIANMYCKHUX I[IH Ha J€AKl JIKapchKi 3aco0M, MI0
3aKyHOBYIOTbCS 32 OIO/)KETHI  KOIUTH Ta MOIATaIOTh  pedepeHTHOMY
IHOYTBOPEHHIO, B pamMKax BUKOHaHHA noctaHoBu KMV Big 02.07.2014 Ne 240
«IIuTanHs nexiapyBaHHS 3MIHM ONTOBO-BIANMYCKHMX I[IH HA JIIKAPChKi 3acO0M» Ta
noctanoBu KMV Big 03.04.2019 Ne 426 «Ilpo pedepeHTHE IIHOYTBOPEHHS Ha
JesKl JIKapchKi 3acoOM, IO 3aKyMOBYIOTHCS 3a OIOJDKETHI KomTw». s
MIATBEP/KCHHST YYaCHUK HAJa€ KOMIK BUTATY 3 BIANOBIAHOro Hakazy MO3
Ykpainu.

6. Jlikapchkuii 3aci® moBuHeH OyTH BHECEHUM 10 HarlloHambHOTO TepermiKy
OCHOBHHX JIIKAPChKHX 3ac00iB, B paMKax BHKOHaHHS moctanoBu KMV Bim 25
oepesns 2009 Ne 333 «Jlesiki muTaHHS AEPKABHOTO PETYIIOBAHHS IIiH HA JIIKAPChKI
3aco0u 1 BUpOOU MEIMYHOIrO MpU3HAYEHHs». {151 mATBEpKEHHS YYACHUK HAJae
KOII0 BUTATY 3 HallloHanbHOTO nepeiky OCHOBHUX JIIKAPCHKUX 3aC001B.



VY pasi BiACYyTHOCTI JiKapchbkoro 3acoOy B HarioHanpbHOMY mepesiky
OCHOBHHX JIIKAPCHKHUX 3aC001B YYaCHHUK HAJA€ KOIIK BUCHOBKY YIOBHOBRKEHOTO
opraHy 3 JepKaBHOI OIHKA MEIUYHUX TEXHOJOTId Ha 3ampONOHOBAHHM
JIKapChKUi 3aci0, MPOBEIECHOTO BIAMOBIAHO 10 BuUMOT [lopsiaky mpoBeneHHS
Jep>KaBHOI OL[IHKM MEIMYHHUX TEXHOJIOT1H, 3aTBEpIKEeHOro noctanoBoro KMV Bijg
23 tpyansa 2020 Ne 1300 «IIpo 3aTBepmxeHHs [lopsaky nmpoBeneHHs IEepKaBHOI
OI[IHKM MEJUYHUX TEXHOJOT1i».

7. OOOB’A3KOBE HaJaHHS YYACHUKOM OpWIiHATy TapaHTIMHOIO JIKCTA,
HaJjaHoro  Oe3mocepeaHbO  BUPOOHMKOM  ab0  HOro  YIMOBHOBAXXEHUM
IPEICTaBHUKOM B YKpaiHi (SKIIO YYaCHUK HE € BUPOOHUKOM TOBApY), SIKHUM
HIATBEP/KYE MOXIIUBICTh IOCTaBKM TOBapy, IO € MPEAMETOM 3aKyIiBIi, Y
HEOOX1/THIM KUJIBKOCTI, IKOCT1 Ta Y TEPMiHH, BU3HAYCH] JOKYMEHTAIIIETO.

8. 3ampomoHOBaHMI TOBAp MOBUHEH OyTH sKiCHUM. [l MiATBEpIKEHHS
nocTadalbHUK Hagae cepTU(dIKAT BIAMOBIIHOCTI, SKUWA BUAAHUN BIANOBITHUM
opraHoMm 3 cepTudikaili, aKpeIUTOBAaHUM HalllOHAJLHUM OpraHoM YKpaiHu 3
aKpeauTaIlii, 1 SKui MiaTBEPAKy€e BCTAHOBJIEHI BUMOTH JI0 TOBApiB, pOOIT 1 OCITyT
Ta (4u) OO’€KTIB, Uepe3 SKi peai3yloThCs IMOCIYTH, SKIIO I mepeadadeHo
3aKOHOJABCTBOM YKpaiHu. B pasi, skmo 1e He mependadeHo 3aKOHOIaBCTBOM
VYkpainu, HeoOX1JHO Ha/JaTH B1ATOBIIHUN JTUCT-PO3’ ICHEHHS.

9. YyacHMK MOBUHEH HAJaTH 3aMOBHEHY (OpMYy TEHIAEPHOI MPOIO3HUIIii 3a
MIJMUCOM KEpiBHUKA a00 yHNOBHOBAXKEHOTO TMPEJCTAaBHUKA IMIIMPUEMCTBA,
oprasizailii, ycTaHOBH Ta 3aBIpeHy Ne4aTKkoro (y pa3i HasBHOCTI).

dopma TeH1epHOI MPONo3u il

(Ha3Ba mpoIIeTypH 3aKyITiBIi)

Ne tory/ | HaiimeHyBaHHS ITpeaMeT TopriBenbHa BupoOHuk, kpaina OuHMLSL KinbkicTs,
y YBAHHS TP y P p p
3/m 3aKyIIiBJIi/TOBapy Ha3Ba TOBapy BUMIpY oll.
(mocaga ocobw, mo manucye hopmy) (IL.LB.)
(mipmmc) M. IL*

* Bumora 1100 MMEYaTKh HE CTOCYEThCS YYACHHKIB, SKi 3MIMCHIOIOTH MisUIBHICTH 0€3 MEeYaTKH 3TiAHO 3
YHHHHUM 32KOHOJJABCTBOM.

** 'V pasi HasBHOCTI B TEXHIYHIM YacTHHI NOCWIAHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (ipmy,
JDKEPEIIo MOXO/KEeHHs a00 BUPOOHMKA — YUTATH 3 BUPAa30M «a00 €KBiBaJICHT».

2. Po3mip 010/JKeTHOI0 NPHU3HAYEHHSI 32 KOLITOPMCOM a00 OUYiKyBaHa
BapTIiCTh NIpeaMeTa 3aKYIiBJIi:
18 074 400,00 rpu (BiciMHagusATh MUIBHOHIB CIMAECIT YOTUPHU TUCSUYl YOTUPHUCTA
rpuBeHb 00 komiiiok), 6e3 IIJIB.




