Jonartok 2
710 TeHAEPHOI TOKYMEHTAIIli Ha 3aKYIIBIIIO:
33600000-6 ®apmaneBTUYHA TPOAYKIIS
(I'mokaron (Glucagon), 1 mr - 1192 xomriekTa)

Inpopmaniss mpo HeoOXimHI TEeXHIUHI, SKICHI Ta KUIBKICHI XapaKTepPUCTHUKU MpeaMera
. . k%
3aKyIiBIII.

I'mokaron (Glucagon), 1 mr - 1192 koMIuiekTa.
CrepunbHuil 110(UTI30BaHUN MOPOIIOK IIIOKAaroHy y (jakoHi, B KOMILJIEKTI 3 PO3YMHHUKOM Yy
HITIPHULL

Ocobnusi eumozu:
TpancnopTyBaHHsI TOBapy /10 MICI MOCTaBKHU 3 JOTPUMAHHSM YMOB «XOJIOJOBOTO JIAHIIIOTA.
JIist mATBEpKEHHS YYaCHUK HAJa€ BIAMOBIIHHUMN TrapaHTIHHUM JIUCT.

3azanvhi 6umozu:

1. Jlikapcbkuii 3acid moBHHEH OyTH 3apeecTpoBaHui B YkpaiHi. s miaTBepIKeHHS y4acHUK
HaJa€ 3aBIpeHy KOTII0 PEECTPAIIMHOTO MOCBITYSHHS Ha JIIKapChbKUN 3acid. Y pasi, sSKIo 10 3aKIHUYCHHS
CTPOKY Jii peecTpaIifHOTo MOCBITYEHHS Ha JIIKAPChKUH 3aci0 3aTUIIAEThCS:

- meHme 90 gHIB - 000B’s3k0Be HamaHHs Komii jucta MO3 Vkpainu, ab0o ymOBHOBaKEHOTO
oprasy, mpo ¢axT MOJaHHS 3asBH PO TIEPEPEECTPAITIIO;

- Bix 90 AHIB 10 OJTHOTO POKY - 00OB’SI3KOBE HAJIaHHS TapaHTIHHOTO JIMCTA 3asBHUKA MPO TE, 1110
10 MO3 Vkpaiau, abo yrmoBHOBa)XEHOTO OpraHy, Oyze MoJaHo 3asBY MPO MEepPEepeecTpariio y MmopsaKy,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapchkui 3aci0 TIOBUHEH MATH IHCTPYKIIO JUIS MEAUYHOTO 3acTtocyBaHHS. Jlyst
MIATBEPPKCHHS YYaCHUKOM HAJA€ThCS KOTIS IHCTPYKIII JUIT MEIUYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y.

3. TepmiH mpUIATHOCTI JTIKAPCHKOTO 3ac00y HA MOMEHT IMOCTaBKU MOBUHEH CTAHOBUTH HE MEHILIE
75% abo He wMeHme 12 wicaliB Bil BCTaHOBJIEHOTO IHCTPYKIIE TepMIHYy NpuaaTHOCTL. Jlis
MIATBEP/DKCHHS YYaCHUK HAJla€ TapaHTIMHUN JUCT PO TEPMIH IPUIATHOCTI.

4. CTpok MOCTaBKM TOBapy NOBUHEH CTAHOBUTH He OUIbiie 10 AHIB 3 JaTH OTPUMAaHHS MTUCHMOBOL
3asBKH, ane He mizHime 29.12.2023. i miarBepHKEeHHS YYaCHUK HaJla€ TapaHTIHHUN JUCT IIPO CTPOK
MIOCTaBKHU TOBapy.

5. Jlikapcbkuii 3aci®6 moBHMHEH OyTH BHECEHUM J0 PEECTPY ONMTOBO-BIAMYCKHUX IIIH HA JIIKApChKi
3acobu abo 70 peecTpy BIiIOMOCTEH IIOAO TPaHUYHHUX OINTOBO-BIANYCKHUX I[IH Ha JEAKi JIKapChKi
3aco0M, 110 3aKYMOBYIOTHCS 3a OFO/KETHI KOIITH Ta MUUIAraloTh pedepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHs noctaHoBu KMV Bim 02.07.2014 Ne 240 «IlutanHs nekiapyBaHHS 3MiHH ONTOBO-
BIIYCKHUX I[IH Ha JIIKapchKi 3acobu» Ta mocrtaHoBu KMY Bix 03.04.2019 Ne 426 «IIpo pedepenTtHe
[IHOYTBOPEHHA Ha JesKl JIKapcbki 3aco0HM, M0 3aKylMOBYIOThCS 3a OmKeTHI KomTuy. Jns
MIATBEP/DKEHHS YIaCHUK HAJa€ KO0 BUTATY 3 BignoBinHoro Hakazy MO3 Ykpainu.

6. Jlikapcbkuii 3acid moBuHeH OyTH BHeceHUM /10 HallioHaabHOTO nepesniky OCHOBHMX JIIKapChbKUX
3ac0o0iB, B paMKax BHUKOHaHHS moctaHoBu KMV Big 25 Gepesns 2009 Ne 333 «/leski nuTaHHs
JIEpKABHOTO PETYIIOBAHHS IiH Ha JIKapcbki 3acobu 1 BUPOOM MEOUYHOTO TMpHU3HAYeHHsD». Jls
MIATBEP/UKEHHS YYaCHUK HaJa€ KOMito BUTATY 3 HalioHanbHOTO nepeniky OCHOBHMX JIIKapChKHUX 3aC00IB.

VY pa3i BIACYTHOCTI JiKapcbkoro 3aco0y B HaiioHanbHOMY mepeliky OCHOBHHX JIKapChKHUX
3ac00IB yYacHHK HaJa€ KOIiI0 BHCHOBKY YIIOBHOBa)XEHOTO OpPraHy 3 JIEp>KaBHOI OI[IHKH MEIUYHHUX
TEXHOJIOTI Ha 3ampoNOHOBAHMUN JIKApChKUI 3acid, MPOBEACHOTrO BIiAMOBIAHO 10 BUMOT [lopsaky
MPOBEJICHHS JIeP’KaBHOI OLIHKA MEAMYHUX TEXHOJOTIH, 3aTBepaKeHoro mnocranoBoro KMY Big 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsaxy NpoBeIeHHs JepKaBHOI OLIHKKM MEIUYHUX
TEXHOJIOT 1.



7. O0O0B’s13K0BE HAJTaHHS YYACHUKOM OPHUTIHATYy TapaHTIMHOTO JIUCTA, HAJAHOTO Oe3MocepeaHbO
BUPOOHHMKOM a00 HOTO YMOBHOBA)XEHUM MPEACTAaBHUKOM B YKpaiHi (SKIIO YyJYaCHHK HE € BUPOOHHKOM
TOBApy), SKUN MIATBEPHKYE MOMIIMBICTH MOCTAaBKU TOBApy, L0 € MPEAMETOM 3aKYIMiBIi, Y HEOOXiAHIN
KUIBKOCTI, SIKOCTI Ta y TepMiHH, BU3HAYCHI JOKYMEHTAII€TO.

8. 3amponoHoBaHM TOBap MOBHHEH OYyTH AKiCHUM. JlJIsl MiATBEpKEHHS MOCTAYaJbHUK HAJla€
cepTudikaT BIINOBINHOCTI, SKWUH BWAAHUH BINOBITHMUM OpraHoM 3 cepTHdikamii, akpeIuTOBaAHUM
HAI[IOHATBHUM OpPraHoM YKpaiHu 3 aKpeauTallii, i sSIKUil miaTBepaKye BCTAaHOBIICHI BUMOTH JI0 TOBapiB,
pobiT 1 mociayr Ta (4u) OO0’€KTiB, Uepe3 SKi peari3ylOThCs IOCIYTH, SKIIO 1€ IependadyeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, Akmo me He nepeadadeHo 3aKOHOJABCTBOM YKpaiHH, HEoOXigHO
HA/IaTH BiAMIOBITHUI TUCT-PO3’ ICHEHHS.

9. Y4acHUK MOBHHEH HAJaTH 3allOBHEHY (POpMY TEHIEpPHOI MPOIO3UIIi 3a MiIMUCOM KepiBHHKA
abo yIMOBHOBaXXEHOTO MpeACTaBHHUKA MIANPUEMCTBA, OpraHizallii, yCTAHOBU Ta 3aBIpeHy Me4yaTKoio (y
pa3i HasiBHOCTI).

dopMa TeHAepHOI MPONo3uLii

(Ha3Ba mpoIeIypH 3aKyIiBIIi)

Ne nory/ | HailimenyBaHHs npenMera TopriBesnbHa Ha3Ba BupobOHuk, kpaiHa OpuHuns Kinbkicts,
3/m 3aKyIiBJIi/TOBapy TOBapy BUMIpY ol.
(mocazxa ocobu, wio miamucye hopmy) (ILLB.)
(miamnuc) M. IL.*

* Bumora MIONO MEYaTKH HE CTOCYEThCS YYACHHUKIB, SIKI 3/IIHCHIOIOTH JISUIBHICTh 0€3 MeYaTKH 3TiHO 3 YHHHHUM
3aKOHOJABCTBOM.

** YV pasi HasBHOCTI B TEXHIYHIA YAaCTHHI TOCWJIAHHA Ha KOHKPETHY TOPTiBeJbHY Mapky 4u (ipMmy, HKEpeno
MOXO/KEHHsI 200 BUPOOHHMKA — YUTATH 3 BUPA30M «ab0 eKBIBAJICHTY.

Kwuis 2023



