JlomaTok 2
710 TEHJAEPHOI TOKYMEHTAIlli Ha 3aKyIIiBIIO:
33600000-6 dapmarieBTHYHA ITPOAYKITis
(ITpenapaTu /11 HEBIIKJIAHOT Tepallii TIHIOTIiKeMIN y TiTeH,
XBOPHUX Ha IIYKPOBHUH Aia0eT, 1 HaliMeHyBaHHS)

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

I'moxaron (Glucagon), 1 Mr - 1201 KOMILIEKT.
CrepunbHHN J110Q1I1I30BaHII TOPOUIOK TIIOKAroHy y (UIakoHi, B KOMILIEKTI 3 PO3ZYMHHUKOM Y
HITPHIILI.

Ocobnusi eumozu:
TpaHcriopTyBaHHS TOBapy 10 MiCISl TIOCTABKH 3 JOTPUMAHHSM YMOB «XOJIOJIOBOTO JIAHITIOTa.
Jliia migTBEpKEHHS YYIaCHUK HAJla€ BIAMOBITHUIN rapaHTIHHUIMA JIHCT.

3acanvui gumozu:

1. Jlikapcekuii 3aci0 moBuHEH OyTH 3apeecTpoBaHWil B Ykpaini. s miaTBepKeHHS yY9aCHUK
HaJa€ 3aBipeHy KOIIiI0 PeECTPAIiifHOrO MOCBIIYEHHS Ha JTIKapCchkuil 3acib. Y pasi, K0 A0 3aKiHYCHHS
CTPOKY Jlii peecTpaIiitHoro MOCBiTYEHHS Ha JIIKAPChKUN 3aCi0 3aTHIIA€ThCS:

- meHie 90 gHiB - 000B’s3koBe HamaHHsa komii aucta MO3 Vkpainu, abo ynoBHOBa)KEHOTO
oprany, po (hakT moJaHHs 3asBH PO IEPEPEECTPALLIIO;

- Big 90 QHIB 10 OHOTO POKY - 000B’SI3KOBE HA/IaHHS TrapaHTIMHOIO JHcTa 3asiBHUKA IO Te, 1110
1o MO3 VYkpaiau, ab0 yIOBHOBaXEHOTO Oprany, OyJe IoJIaHO 3asBY MpO MEepepeecTpaliio y Mopsky,
Bu3HaueHoMy MO3 Vkpainu.

2. Jlikapcbkuil 3aci0 TOBHHEH MaTH IHCTPYKLIIO [UIS MEIWYHOro 3acTtocyBaHHs. Jlims
MIATBEP/KEHHS] YYaCHUKOM HAJA€TbCA KOIIS IHCTPYKLI JUIsi MEIUYHOI'O 3aCTOCYBAaHHS JIIKapChbKOTO
3aco0y.

3. TepMiH mpUIaTHOCTI JIKAPCHKOTO 3aCO0Y HA MOMEHT IMOCTABKH MOBUHEH CTAHOBUTH HE MEHIIIE
75% abo He MeHme 12 MicAIiB BiJl BCTAaHOBJIEHOIO IHCTPYKII€O TepMiHy npuaatHocti. Jlis
MIATBEP/KEHHS YYaCHUK HaJla€ TapaHTIMHUN JUCT PO TEPMIH MPUAATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBUHEH CTaHOBUTHU He Oinbiue 10 AHIB 3 1aTH OTPUMaHHS MHCbMOBOI
3asBKH, ajne He mizHime 27.12.2024. JIns migTBepKeHHs YYaCHUK HaJIa€ TapaHTIHHHUNA JHCT PO CTPOK
MIOCTaBKU TOBapy.

5. Jlikapcbkuii 3acib moBUHEH OyTH BHECEHUM J0 PEECTPY ONTOBO-BIAMYCKHUX IIH HA JIIKApChKI
3aco0u abo 110 peecTpy BiIOMOCTEH MO0 TPAaHUYHHUX ONTOBO-BIIMYCKHMUX IIIH Ha JEAKI JIKapChKi
3aco0M, 110 3aKyMOBYIOTbCS 3a OMOJKETHI KOLITH Ta MiAJATaloTh pePEepeHTHOMY I[IHOYTBOPEHHIO, B
pamkax BukoHaHHS moctaHoBd KMV Bix 02.07.2014 Ne 240 «ITutanHs nekiapyBaHHS 3MiHU ONTOBO-
BIJIMMYCKHUX I[iH Ha JIiKapchKki 3acoOm» Ta moctanoBu KMY Big 03.04.2019 Ne 426 «IIpo pedepenTHe
IIHOYTBOPEHHSI Ha JesdKi JiKapchKi 3aco0u, IO 3aKyNoOBYIOTbCA 3a Oro/KeTHI KomTw». Jlnd
MIATBEP/KEHHS YIaCHUK HAJla€ KO0 BUTATY 3 BiAnoBiAHOTO Hakasy MO3 Vkpainu.

6. Jlikapcbkuii 3aci0 noBuHeH OyTH BHECEHUM /10 HallioHaIbHOTO nepeltiky OCHOBHUX JIIKapChKUX
3aco0iB, B pamkax BHKOHaHHs moctaHoBH KMY Bim 25 Oepesnst 2009 Ne 333 «/lesxi nuTaHHS
JIep’KaBHOTO PETyJIOBaHHS I[iH Ha JIKapchbKi 3aco0M 1 BHPOOM MEIMYHOTO MpU3HAYeHHs». s
MIATBEP/KEHHS YIaCHUK HAJla€ KOMito BUTATY 3 HallloHanpHOTro nepeniky OCHOBHUX JIIKAPCHKHUX 3aC001B.

VY pa3i BiACYTHOCTI Jikapchkoro 3aco0y B HarmioHaibHOMY TNepeniKy OCHOBHHUX JIIKAPCHKUX
3ac00iB, YYaCHHK HAJa€ KOMII0 BHCHOBKY YIOBHOBa)XEHOTO OpraHy 3 JEpKaBHOI OIIHKA METUYHUX
TEXHOJIOTI Ha 3almpONOHOBAHUM JIIKAPCHKUM 3acid, mpoBeaeHoi BiamoBigHO a0 BUMOr [lopsaky
MIPOBEACHHS JICPXKABHOI OIIIHKA MEIUYHMX TEXHOJIOTIH, 3aTBep/KeHoro moctaHoBorw KMYVY Big 23
rpyaas 2020 Ne 1300 «IIpo 3arBepmxenHs Ilopsaxy NpoBeIeHHS NEpXKaBHOI OLIHKH MEIMYHUX



TEXHOJIOTii», 10 BKJOYaja MEPBUHHY Ta (PaxoBy eKcrepTu3n. BHCHOBOK yNMOBHOBa)XEHOTO OpPraHy 3
JIEP>KaBHOI OLIIHKY MEIUYHUX TEXHOJIOTIH Ha 3aIPOIIOHOBAHUMN JIIKAPCHKUH 3aCi0 Ma€e MICTUTH MTO3UTHUBHI
pEeKOMEeH1alii.

7. O0O0B’sI3K0BE HaJlaHHS YYaCHUKOM OPHTIHAIY TapaHTIHHOTO JINCTA, HAJaHOTO Oe3I0CepeTIHBO
BUPOOHHMKOM a00 HOro YHOBHOB2)KEHUM MPEACTaBHUKOM B YKpaiHi (SKIIO YYaCHUK HE € BUPOOHUKOM
TOBapy), SIKUHA MiATBEP/KYE MOXKIIUBICTh IMMOCTaBKH TOBApy, IO € MPEIMETOM 3aKyIIiBJi, y HEOOXiTHIN
KUTBKOCTI, SIKOCTI Ta Y TEPMiHHU, BU3HAUEHI JOKYMEHTAIII€IO0.

8. 3ampornoHOBaHWI TOBap MOBHHEH OyTH sKicHUM. [ MiATBEp/KEHHS MOCTAYaJIbHUK HAlla€e
cepTudikaT BIAMOBIAHOCTI, SKWH BUAAHUI BIAMOBIIHUM OpraHoM 3 cepTHdikalii, aKpeAUTOBAHUM
HalllOHAJLHUM OPTaHOM YKpaiHW 3 akpeauTallii, 1 SKAW MiIATBEpHKYe BCTAHOBJICHI BUMOTH JI0 TOBApiB,
pobiT 1 mocayr Ta (uu) O0O’€KTIB, dYepe3 SsKi peali3ylThCs MOCIYrH, SKIO0 e MepeadayeHo
3aKOHOJIAaBCTBOM YKpaiHu. B pasi, sKmo me He mependaueHo 3aKOHOAABCTBOM YKpaiHH, HEO0OXiTHO
HA/IaTH BiAMOBIAHUHN TUCT-PO3’ ICHEHHS.

9. YdYacHHK TIOBMHEH HaJlaTH 3allOBHEHY (hOpMYy TEHIEPHOI MPOIO3UIIIT 3a MiJANMUCOM KEepiBHUKA
a00 YIOBHOB@)XEHOTO IpEICTaBHHUKA ITIMPUEMCTBA, OpraHi3allii, yCTAaHOBU Ta 3aBipeHy Me4yaTrkoro (y
pasi HasIBHOCTI).

®opMa TeHJePHOI NPONO3UILil

(Ha3Ba mpoLIEAYPH 3aKYITiBIIi)

Ne oty/ | HaiimenyBaHHs npeaMera TopriBenbHa Ha3Ba Bupo6Huk, kpaina OuHUIS KinbkicTs,
3/m 3aKyIiBJi/TOBapy TOBapy BUMIpY oxl.
(mmocaza ocodw, 1o mignucye Gopmy) (ILLB.)
(migmmc) M. IL*

* Bumora 1010 MEYAaTKH HE CTOCYETHhCS YYACHHKIB, SIKI 3MIHCHIOIOTH JiSUIBHICTH 0€3 MEeYaTKH 3TiAHO 3 YHHHUM
3aKOHOJIAaBCTBOM.

** Y pa3i HasBHOCTI B TEXHIUHIl 4acTHHI NMOCWJIaHHS Ha KOHKPETHY TOPriBeJbHY MapKy u4u (ipmy, pKepeno
MOXOJ/KEeHHsI 200 BUPOOHHMKA — YUTATH 3 BUPAa30M «ab0 eKBiBaJICHT».

Kuis 2024



