JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 ®apmanieBTruHa mpoaykilis (Jlikapchbki 3acodu a1 3a0€3MeUeHHS XBOPUX Ha
NEepBUHHMM (BpOLKeHUI) iMyHOAePIUT, | HalilMeHyBaHHS)

Indopmartis mpo HeoOXimHI TEXHIYHI, SKICHI Ta KUIBKICHI XapaKTePUCTUKU IpeIMeTa
. . k%
3aKyIMiBJi.

Iuri6irop C1 (mroaunn) (Cl-inhibitor, plasma derived), 500 MO, amr., ¢u1., mmp. - 686 ox.

Cneuianvha sumoza.
[HCTpyKIiss AJIT MEAWYHOTO 3aCTOCYBaHHS Ma€ MICTUTH IOKa3aHHS IS BUKOPUCTAHHS -
CHAJKOBHUI aHT1OHEBPOTHYHUM HAOPSK.

3acanvui eumoau:

1. Jlikapcekuii 3aci0 moBuHEH OyTH 3apeecTpoBaHWil B Ykpaini. J{ns miaTBepyKeHHS y4aCHHUK
HaJa€ 3aBipeHy KOIIiI0 PeECTPaliifHOro MOCBIIYEHHS Ha JIKapchkuil 3aci®. Y pasi, sSKII0 A0 3aKiHYCHHS
CTPOKY Jlii peecTpariitHoro MOCBiTYCHHS Ha JIIKAPChKUN 3aCi0 3aIUIIAEThHCS:

- meHie 90 gHiB - 000B’s3koBe HazaHHsa komii aucta MO3 Vkpainu, abo yHnoBHOBa)KEHOTO
oprany, po (hakT moJaHHs 3asBU PO MEPEPEECTPALIIIO;

- Big 90 QHIB 0 OZHOTO POKY - 000B’SI3KOBE HA/IaHHS rapaHTIMHOIO JKCTa 3asiBHUKA IPO TE, 110
1o MO3 Vkpainu, a0 ymoBHOBa)KEHOTO OpraHy, Oyje MOJaHO 3asBY MPO MEPEPEECTPALiio Y MOPSIKY,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchkuii 3aci0 TOBMHEH MaTH IHCTPYKIIIO [UIS MEIWYHOTO 3acTtocyBaHHs. Jlms
HIATBEPKEHHS] YYaCHUKOM HAJA€ThCs KOMisl IHCTPYKILIT JUIsI MEAMYHOIO 3aCTOCYBAHHS JIIKAPChKOTO
3aco0y.

3. TepMiH npUIaTHOCTI JIKapChKOTro 3aco0y Ha MOMEHT IOCTaBKU MTOBHHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHmie 12 MicsIIB BiJ BCTAaHOBJIEHOTO I1HCTPYKLIED TEPMIHY HpuaaTHOCTI. Jlis
HiATBEP/XKEHHs YYaCHUK HaJla€ TapaHTIHHUM JTUCT PO TEPMiH MPUIATHOCTI.

4. CTpoK MOCTaBKH TOBApy MOBUHEH CTAaHOBUTHU He Oinbie 10 IHIB 3 TaTH OTPUMaHHS MHUChbMOBOT
3adBKH, aje He mi3Hime 29.12.2023. J{ns migTBepKeHHs] YYaCHUK HaJa€ rapaHTiiHUNA JUCT Ipo CTPOK
MOCTaBKU TOBapy.

5. Jlikapcekuii 3aci0 MOBUHEH OYTH BHECEHHM JI0 PEECTPY ONTOBO-BIAMYCKHHUX LIIH HA JIKapChKi
3aco0u abo 70 peecTpy BIJIOMOCTEH MO0 TPAHUYHUX OMTOBO-BIAMYCKHUX IIH Ha JEsAKl JIKapChKi
3aco0u, IO 3aKyMOBYIOTHCS 3a OMO/KETHI KOIITH Ta MiAIATaloTh pedepeHTHOMY I[iHOYTBOPEHHIO, B
pamkax BukoHaHHs moctaHoBU KMV Bin 02.07.2014 No 240 «IluTanHs AekjIapyBaHHS 3MiHH ONTOBO-
BIJIMYCKHUX I[iH Ha JiKapchKi 3acobm» Ta moctaHoBu KMV Big 03.04.2019 Ne 426 «IIpo pedepenTtHe
L[IHOYTBOPEHHA Ha JEsKl JIKapChbKi 3aco0u, IO 3aKylNoOBYIOTbCA 3a OmJOKeTHI Komtwy. s
HiATBEP/KEHHS YYaCHUK HaJa€ KOIiI0 BUTATY 3 BiANoBiAHOro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3aci6 nmoBrUHEH OyTH BHECeHUM J10 HaiioHanbHOTO nepesniky OCHOBHUX JIIKAPChKUX
3aco0iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25 Gepesns 2009 Ne 333 «Jleski nuTaHHS
JIep>KaBHOTO PETyJIOBaHHS I[iH Ha JIKapchKi 3aco0M 1 BHPOOM METUYHOro Mpu3HAYeHHs». [ls
MIATBEP/KEHHS YIaCHUK HAJla€ KOMito BUTATY 3 HallloHanbHOTOo nepesniky OCHOBHUX JIIKapChKHUX 3ac001B.

VY pa3i BIiACYTHOCTI JikapchbKoro 3aco0y B HarioHanbHOMY mepeniky OCHOBHHUX JIIKapChbKUX
3ac00iB y4yaCHMK HaJa€ KOIiI0 BHUCHOBKY YIIOBHOBaXEHOIO OpraHy 3 JEp)KaBHOI OIIIHKM METUYHHUX
TEXHOJIOTI Ha 3alpolOHOBAaHWM JiKapchbKUi 3acid, MPOBEACHOro BiAMOBiAHO 10 BUMOr Ilopsaky
MIPOBEACHHS JICPXKABHOI OIIIHKA MEIUYHUX TEXHOJOTIH, 3aTBep/KEeHOTO TocTaHoBoro KMY Bim 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsaky NpoBeleHHS [EpXKaBHOI OLIHKM METUYHUX
TEXHOJIOT1i.



7. O0O0B’s3K0BE HA/TaHHS YYaCHUKOM OPHUTIHATy TapaHTIMHOTO JIMNCTA, HaJIaHOTO 0e3mocepeHbo
BUPOOHHUKOM a00 HOro yrmOBHOBa)KEHUM MPEACTAaBHUKOM B YKpaiHi (SKIIO YJaCHUK HE € BUPOOHHKOM
TOBapY), SIKUHA MiATBEP/KYE MOXKIIUBICTH IMOCTABKU TOBApy, IO € MPEIMETOM 3aKyIIiBJi, y HEOOXiTHIN
KUTBKOCTI, SIKOCTI Ta Y TEPMiHHU, BU3HAYCHI TOKYMEHTALI€IO.

8. 3anpormoHOBaHWI TOBap MOBHHEH OyTH siKicHUM. LI MiATBEPKEHHS MOCTAYaIbHUK HAllA€
cepTudikaT BIAMOBIAHOCTI, SKWH BUAAHUI BINAMOBIIHUM OpraHoM 3 cepTHdiKallii, aKpeAuTOBAHUM
HalllOHAJTFHUM OPraHoM YKpaiHW 3 akpeauTallii, 1 SKui MiATBEpI)Ky€e BCTAHOBJIEHI BUMOTH JI0 TOBApiB,
pobiT 1 mocayr Ta (um) O0O’€KTIB, dYepe3 sKi peanmi3yloThCs MOCIYrH, SKIO 1€ MepeadayeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, sKIIo Ie He mependadyeHo 3aKOHOJABCTBOM YKpaiHH, HE0OXiTHO
HA/IaTH BiAMOBIAHUHN TUCT-PO3’ ICHEHHS.

9. YdacHHK NOBMHEH HaJaTH 3allOBHEHY (OpMYy TEHIEPHOI MPOIO3UIIIT 3a MiAMUCOM KEepiBHUKA
a00 YNOBHOB@)XEHOTO IpEICTaBHHUKA IIMPUEMCTBA, OpraHisaiii, yCTAaHOBU Ta 3aBipeHy Me4aTrkoro (y
pasi HasIBHOCTI).

®opMa TeHAePHOI NPONO3UILil

(Ha3Ba mpoIIeTypH 3aKYIIiBIIL)

Ne oty/ | HaiiMeHyBaHHS npeIMeTy TopriBenbHa Ha3Ba Bupo6Huk, kpaina OuHUIS KinbKkicTb,
3/m 3aKkymiBii/ToBapy TOBapy BUMIpY onl.
(mocaza ocobu, o nigmmcye hopmy) (ILLB.)
(miamuc) M. IL*

* Bumora miofi0 MeYaTKHd HE CTOCYEThCSA YYACHHKIB, SIKi 3IMCHIOIOTH IiSUTBHICTH O€3 MEYaTKH 3riHO 3 YMHHHM
3aKOHOJABCTBOM.

** Y pa3i HasgBHOCTI B TEXHIYHIi 4YacTHWHI NOCWJIaHHS Ha KOHKPETHY TOPIriBeJbHY MapKy uu (ipMmy, mKepeno
MOXO/KEeHHS 200 BUPOOHHMKA — YUTATH 3 BUPA30M «a00 €KBiBAJICHT».

Kuis 2023



