33600000-6 ®apmanesTuHa npoaykuia (Jlikapcebki 3acodu A aiteu,
XBOPHX HA iIIONATHYHY TPOMOOLMTONEHIYHY MypIypy, 1 HalilMeHyBaHHS1)

1. OOrpyHTYBaHHSI TEXHIYHHX Ta AKICHUX XapaKTEPHUCTHK NpeaMeTa
3aKVHIBJI**:

ImynornoOynin mroguau HopManbHuM (Immunoglobulins, normal human,
for intravascular adm.), 10%, 50 mu1, amm., ¢ur., mmp., mwi. - 266 og.

Ocobaugi eumozu:
[HCTpYKIIIS AJIST MEIUYHOTO 3aCTOCYBAaHHS Ma€ MICTUTH MOKa3aHHS s
BUKOPHUCTAHHS - 17[I0NIaTUYHA TPOMOOIIUTONIEHIYHA ITypIypa y JiTEH.

3azanvhi sumozu:

1. Jlikapcekuii 3acid moBMHEH OyTH 3apeecTpoBaHuii B YkpaiHi. [ns
MiTBEP/KCHHS YYaCHUK HAJA€ 3aBIpEeHY KOIII0 PEECTPAIiifHOTO MOCBITUEHHS Ha
JiKapchKuil 3aci0. Y pasi, SKIMO A0 3aKIHYEHHS CTPOKY [ii peecTpariitHoro
NOCBIJYEHHS Ha JIIKAPChbKUH 3ac10 3aJIMIIAETHCA:

- MeHie 90 gHiB - 000B’s13k0Be HajaHHs Kormii aucta MO3 Ykpainu, abo
YIOBHOBa)XEHOT'O OpTaHy, Mpo (GakT MOoJAaHHs 3asiBH PO TEPEePEeCTPaIliio;

- Bi 90 IHIB A0 OJHOTO POKY - OOOB’S3KOBE HaJaHHS rapaHTIMHOTO JINCTA
3asiBHMKA mpo Te, mo g0 MO3 VYkpainu, abo YNMOBHOBa)XEHOIo OpraHy, Oyje
M0JIaHO 3asBY PO MEPEPEECTPALIiI0 Y MOPsiAKY, Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuii 3aci0 TOBMHEH MATH 1HCTPYKIIO IS  MEIUYHOTO
3actocyBaHHA. [l MIATBEPKEHHS YYaCHUKOM HAJA€THCS KOS 1HCTPYKIIT IS
MEJMYHOTO 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y.

3. TepmiH mpuaATHOCTI JIKAPCHKOTO 3aCO0y HA MOMEHT TMOCTAaBKW TTOBUHEH
CTaHOBUTH He MeHme 75% abo He MeHme 12 MiIcAIiB BiJl BCTAaHOBJICHOTO
IHCTPYKITIEI0 TEepMiHYy mpuaatHocTi. [l TiATBEpIKEHHS YYacHUK HaJae
rapaHTIidHUIN JTUCT PO TEPMiH NPUIATHOCTI.

4. CTpoK MOCTAaBKH TOBAapy MOBUHEH CTAaHOBUTHU He Ounbine 10 mHIB 3 AaTu
OTpUMaHHS MUCHMOBOI 3asiBKH, ajie He mi3Hime 29.12.2023. J{ng miaTBepIKeHHs
YYaCHHK HaJa€ TapaHTIHHUHN JIUCT ITPO CTPOK MOCTABKU TOBAPY.

5. Jlikapchkuid 3aci0 TOBHMHEH OyTH BHECEHUM JI0 PEECTPY OITOBO-
BIIMMYCKHUX I[IH Ha JIKapchki 3aco0u abo 10 peecTpy BIJOMOCTEH 11010
IPaHUYHUX ONTOBO-BIANMYCKHMX I[iIH Ha JesAKl JIKapCchKi 3aco0u, 110
3aKyIMOBYIOTbCS 3a OFO/DKETHI KOIITH Ta  MUITalOTh  pedepeHTHOMY
[[IHOYTBOPEHHIO, B pamMKax BuUKOHaHHA noctaHoBu KMV Big 02.07.2014 Ne 240
«IIuTanHs nexiapyBaHHS 3MIHH ONTOBO-BIANMYCKHHX I[IH HA JIKAPCHKI 3acO0M» Ta
noctranoBu KMV Big 03.04.2019 Ne 426 «IIpo pedepeHTHE IIHOYTBOPEHHS Ha
JesKl JIKapChKi 3aco0M, IO 3aKyMOBYIOThCS 3a OMOKETHI KomrTw». s
MiATBEP/KCHHS YYaCHUK HAJa€ KOMII BUTATY 3 BiAmoBigHOro Hakazy MO3
Ykpainu.

6. Jlikapchkuii 3aci0 noBuHEH OyTH BHECEeHUM 10 HalioHanbHOro mepemiky
OCHOBHHUX JIIKAPCBKUX 3ac0o0iB, B paMKax BUKOHaHHs mnoctaHoBu KMY Big 25
oepesns 2009 Ne 333 «Jlesiki nUTaHHS AEPAKABHOTO PETYIIOBAHHS I[1H Ha JIIKAPCHKI



3aco0u 1 BUPOOM MEAMYHOTO MPU3HAYEHHs». J{7s MiATBEpI)KEHHS YYaCHUK HaJae
KOMit0 BUTATY 3 HaiioHansHOTO TIeperiKy OCHOBHUX JIIKAPChKUX 3aCO01B.

VY pasi BiACyTHOCTI JiKapchbkoro 3acoOy B HarioHanpHOMY mepesiky
OCHOBHHX JIIKAPCHKHUX 3aC00IB YYaCHHUK HAJA€ KOIIK BUCHOBKY YIOBHOBKEHOTO
Oprany 3 Jep)KaBHOI OIIIHKM MEIUYHHMX TEXHOJOTid Ha 3amporOHOBaHHMA
JIKapChKUIl 3aci0, MPOBEIEHOTO BIANMOBIAHO 10 BuMor Ilopsaky mnpoBeneHHs
JIep>KaBHOI OI[IHKM MEIMYHUX TEXHOJIOT1H, 3aTBEepIKeHOro noctanoBoro KMV Bijg
23 tpyansa 2020 Ne 1300 «IIpo 3aTBepmxeHHs [lopsaky nmpoBeneHHs IE€pKaBHOI
OIIHKYA METUIHUX TEXHOJIOT1H».

7. OOOB’A3KOBE HAJAaHHS YYAaCHUKOM OpWTiHAJTy TapaHTIMHOIO JIKCTA,
HajaHoro  Oe3mocepeHhO  BUPOOHMKOM  ab0  HOTO  YNMOBHOBAKEHUM
NPEeICTaBHUKOM B YKpaiHi (SKIIO YYaCHUK HE € BUPOOHUKOM TOBApY), SKHUM
MIATBEP/KYE MOXKIIUBICTH TOCTaBKM TOBapy, IO € MPEAMETOM 3aKyIiBii, Y
HEOOX1HIM KUTBKOCTI, IKOCT1 Ta y TEPMiHH, BU3HAYECH] JOKYMEHTAIII€IO.

8. 3ampomoHOBaHMII TOBap MOBUHEH OyTH sAKiCHUM. [l TiATBEpKEHHS
nocTadalbHUK Hajae cepTU(IKAT BIAMOBIIHOCTI, SKWHA BUAAHUK BIATOBITHUM
OpraHom 3 cepTH]ikallii, aKpeIUTOBAaHUM HAI[IOHAJbHUM OpraHOM YKpaiHH 3
aKpeauTallli, 1 SKui NIATBEPAXKYE BCTAHOBJIEHI BUMOTH JI0 TOBApPIB, pOOIT 1 OCITYyT
Ta (4d) OO’€KTIB, Yepe3 sKI peali3yloThCsl MOCIYTH, SKIIO 1€ MepeadadyeHo
3aKOHOJABCTBOM YKpainu. B pasi, sikimio ne He mepeadadyeHo 3aKOHOJAaBCTBOM
VYkpainu, He0OX1THO HaJlaTH BIAMOBITHUM JIUCT-PO3’ ICHEHHS.

9. YyacHMK MOBHHEH HaJaTH 3alMoOBHEHY (OpMy TEHIEPHOI MPOIO3HUIIii 3a
HiJIUCOM KepiBHMKAa a00 YIMOBHOBAXKEHOI'O TMpEJCTaBHUKA MIANPUEMCTBA,
oprasizaiiii, ycTaHOBH Ta 3aBIpeHY Me4aTrkoro (y pa3i HassBHOCTI).

dopma TeH1epHOI MPONno3uuii

(Ha3Ba MpoLELypHU 3aKyIiBIII)

Ne nory/ | HailiMenyBaHHS peaMeTa ToprisenpHa Bupo6nuk, xpaina OnuHuis KinbkicTs,
y y p p p p
3/m 3aKyIiBJIi/TOBapy Ha3Ba TOBapy BUMIpY ol
(mocama ocodwu, 1o nixnucye Gopmy) (IL.LB.)
(mmimmmc) M. IL*

* Bumora MIof0 MeYaTKh He CTOCYETHhCS yYaCHHKIB, SKi 3iMCHIOIOTH MisIIBHICTH 0€3 MedaTKH 3TiTHO 3
YUHHUM 3aKOHOJIQBCTBOM.

** 'V pasi HasBHOCTI B TEXHIYHIil YaCTHHI NMOCWJIAaHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (ipmy,
JDKEPEIIo MOXO/KEeHHsI a00 BUPOOHHMKA — YUTATH 3 BUPA30M «a00 €KBIiBaJICHT».

2. Po3Mip 0101:KeTHOr0 NPU3HAYEHHS 32 KOIITOPHCOM a00 OYiKyBaHa
BaPTICTDh NIpeJIMeTa 3aKVIiBJIi:
3026 074,52 rpu (Tpu MUTbIOHM ABAIUATH IIICTh TUCSAY CIMAECSAT YOTUPHU IPUBHI
52 komiiikn), 3 IIJIB.




