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UA-2021-06-17-007688-c
IaTta ¢popmyBaHH4 3BiTy: 28 numasa 2021

3AKVYTIIBJII VKPAIHU"

abo TepuTOpiaNbHOI rpoMagu

42574629

oyn. 7

ToBapu

IOEP2KABHE IIIOINMPUEMCTBO "MEOWYHI

HOpupuyHa ocoba, sika 3a6e3meuye moTpedu mepKaBu

01601, Ykpaiua, M. Kuis, M. KuiB, Bys. ['py1eBCbKOTO,

0K 021:2015 - 33600000-6 ®apmaueBTAYHA IPOAYKLis

(EHokcamapuH HaTpito 10.000 antu-Xa MO/mm)

IOK 021:2015:33600000-6: ®apmarieBTH4YHAa IPOTYKLis

CJIOBHHUKOM:
Ha3Ba Kog 3rigHo 3 Epgunum | KinekicTs Micue Ctpok
HOMEHKJ/IaTypHO1 3aKyniBeJIbHUM TOBapiB a00 | MOCTAaBKH IOCTAaBKH
MO3HIIil mpeaMeTa CJIOBHHKOM, IIIO oocsr TOBapiB ado TOBapiB,
3aKkymniBii HaHuoOiIbIIe BUKOHaHHS micme BHUKOHAHHSA
BigmoBimaec Ha3Bi PpooiT un BHKOHaHHSI poodiT un
HOMEHKJIaTypHO1 HaJaHHsI poodiT un HaJaHHSI
MO3HIIil mpeaMeTa MOCJIyT HaJaHHS MOCIyT
3aKymniBii nociayr
Enokcanapus Hatpito | OK 021:2015: 1518 oguauIs | YKpaiHa, oo 01 rpymus
10.000 anTH-Xa 33621100-0 — BinmoBimHO Mo 2021
MO/Mmn [TpoTuTpoMOO3Hi 3acobu OOKyMeHTallil
INN: Enoxaparin
Enokcanapus Hatpito | K 021:2015: 127731 VkpaiHa, mo 01 rpymHS
10.000 anTu-Xa 33621100-0 — OOVHUIIS BigmosigmHO HO 2021
MO/mn [TpotuTpoMOO3Hi 3acobu OOKyMeHTallil
INN: Enoxaparin
Bup 3akymiBii: [Ipouenypa
YMoBH o1utaTH:
IMopist | Onuc Tun onnatu | Ilepion, | Tum oHiB | Po3Mip
(mHiB) OILIaTH,
(%)




[H118 OmnaTa 3a mapTiio nocTaBneHoi ITpogyxkirii
TIomist 3a JJoroBOpoM 3[iliCHIOEThCSA IpoTarom 30
(TpupusT) 6QHKIBCHKUX OHIB 3 MOMEHTY
IMigmucaHHS BinIIoBigHOI BUOATKOBOI
HakKIafHOI Ta/abo AKTa mpuUMaHHS
IIPOXYKIII 3a MicIieM ITpu3HadYeHHs,
BU3Ha4yeHUM 1. 2.2. [loroBOpPYy, 3a YMOB
BiCyTHOCTi OyOb-9KUX 3ayBaxKeHb 1O
MPOAYKIIii 3 60Ky 3aMOBHUKA. 3aMOBHUKOM
MOZKe ITPOBOIUTHCH IOTIEPEOHS OIIjIaTa 3
ypaxyBaHHSM II0JI0XKEHb OI0I)KETHOTO
3aKOHOJABCTBA Ta HOPMATUBHO-IIPABOBUX
aKTiB, 1[0 PETYJIOI0Th MUTAHHS
3MiMCHEHHS IOMEPEIHBOl OIIIATH.

[MicnsionaTa

30

BankiBchKi

100

[TaTa ONpHIIOTHEHHSA OT0JIOIIEeHHsI PO 17 gyepBua 2021 18:21

MPOBEIeHHs MPoleayPH 3aKyIiBITi:

KinbKicTh y4aCHHKIB 3aKymiBIIi: 2

HaiiMeHyBaHHS Dina Hina Indopmarist npo HasABHICTH i BignoBigHiCTH yCcTaHOBIEHMM
Y4aCHHKiIB NPOMO3HIiH MPONO3HITiH 3aKOHOJAaBCTBOM BHMOraM JOKYMEHTIB, 1110 HiATBEPIKYIOTH
npouenypu y4acHHKa 10 y4acHHKa BigmoBigHicTh yuacHHKIB KBamidikamiiHuM KpuTepisaM 3rigHo
3akynisii (aisa mo4YaTKy nmicns 3i crarTero 16 3akony Ykpainu “IIpo my0riuHi 3akyniBiai”, Ta
IOPHINYHOL ayKuiony (mina 3aKiHYeHHs HasIBHICTB/BigCYTHICTH 00CTaBHH, YCTAHOB/IEHHUX CTaTTEI0 17
ocodu) ado npono3uiii Ha ayKnioHy ObOro 3aKoHy

npi3Buie, im’s, neperoBopax y

mo 0aTbKoBi (1 | pa3si
¢dizuunoi 0CO0H) 3aCTOCYBaHHSI
neperoBOPHOL
npouexypu
3aKymiBi)




M.Biotech Limited

TeHmepHA IPOMO3UIIis YIaCHUKA He BifIIOBiZae yMOBaM TEXHIYHOI
cnenudikanil Ta iHIIMM BUMOraM IIOA0 IIpeaMeTa 3aKyiBii
TEHZIePHOI JOKyMeHTalil

IIpu posrnsani TergepEuM KomiteToM [T «Men3akymisii YKpainu»
TeHpepHOi npomo3unii M.Biotech Limited BcTaHOBNEHO, 1110 BOHA He
BifilOBiae BUMoOraM TeHAEPHOI IOKYMEHTallii, BUXOASIYH 3
HACTYIHOTO0. Y HOMATKy 2 [0 TEHAEPHOI AOKyMeHTallil HaBeleHO
meperik iHgopMariii, 10 TOXAETHCS YYACHUKOM B CKJIafi HOTO
TeHIepHOI Ipono3utiii (y BurnsAni ¢gaiinis), Ta BUMOTH [0 Hel. 3rigHo 3
mm. 6.2.3. myHKTY 6 po3piny I mogaTKy 2 mo TeHmepHOI JOKyMeHTallil
y49aCHUK y CKJIafli TEHAEPHOI IPONo3ullii Ma€ HafaTH KOIIii0
iHCTPYKLil PO 3acTOCyBaHHS NiKapchKoro 3acoby TA KopoTKoi
XapaKTepUCTHUKH JIIKapChKOT0 3acoby, 0 3aTBepAXKEeHi BiAIOBiqHO
IO HOPMATUBHUX BUMOT KpaiHu 3asBHUKa/BupoOHUKA 3TigHO 3
pe3ybTaTaMy KITiHIiYHUX BUNIPOOYBaHb, BUKJIAfEHi MOBOIO OpUTiHAITY
(moBol0, BinMiHHOIO Bif mepxkaBHoi), a TAKOX nepexnap incTpykmii
IIPO 3aCTOCYBaHHS JIIKapChKOTo 3ac00y Ta KOPOTKOI XapaKTEPUCTUKH
JIiIKapCHKOT0 3acoby mepKaBHOIO (YKpaiHChK0I0) MOBOIO, ABO Komist
iHCTPYKIil IPO 3aCTOCYBAHHS TAKOTO JIIKAPCHKOTO 3aco0y (iHCTpyKIii
IJIT MEOUYHOT'O 3aCTOCYBAHHS TAKOT'0 JIIKAapChKOro 3acoby),
BUKJIafleHa Iep:KaBHO0 MOBOIO; ¥V CKJIafli TeHIePHOI IIPOII03ULil
M.Biotech Limited BimcyTHS KOpOTKa XapaKTepPUCTHUKA JIIKapChKOT0
3aco0y, 1110 3aTBepyKeHa BiAIOBITHO O HOPMaTUBHUX BUMOT KpaiHu
3agBHUKA/BrupoOHUKa 3rifHO 3 pe3ynbTaTaMy KIiHiYHUX
BUIIPOOyBaHB, 110 HE BifOBigae BUMOraM mifmyHKTY 6.2.3. MyHKTY 6
po3miny I momaTKy 2 mo TeHAepHOI JoKyMeHTalil. Pa3oM 3 TUM y
CKIafii TeHmepHoi mpomo3utii M.Biotech Limited Hamano
IIOSICHIOBaIbHUM TUCT Bif 06 nunHsa 2021 poxy mOAO BiACYTHOCTI
KOHKPETHUX BIMOT IIOI0 HaJaHHS KOPOTKOI XapaKTepUCTUKY. 3TiTHO
3 mignyHKTOM 7.1 IyHKTY 7 po3finy I momatky 2 [o TeHmepHol
OOKYMEHTAIlil y9aCHUK Y CKNTafli TEHAEePHOI MPOMO3Hullii TOBUHEH
HaJlaTy KoIlil YUHHUX cepTUdIKaTiB BifNOBITHOCTI yMOB BUDOOHHUIITBA
nmikapchkux 3aco6iB BuMoram GMP Ha BUPOOHWYI MiTbHMUII,
3a3HavyeHi y MaTepianax peecTpaliiHoro JOCkE, SKi €
BifmoBimanmpHUMU 3a BUIyCK (cepTtudikanio) cepii roToBoro
TiKapchKOTo 3acoby, IKUi IO0CTaYaeThCs (Oyme mocTayaTHCs) B
YKpaiHy, BUKJIaIeHUX MOBOIO OpPHUTiHaIy (MOBOIO, BiTMiHHOIO Bif
OmepKaBHOI), Ta iX aBTEHTUYHUY IIepeKIa Ha IepXKaBHY (YKpPaiHChKY)
MoBy, ABO KorIito YUHHOT0 OKYMeHTa, BUAAHOTO JlepKaBHO
cnyx06010 YKpainu 3 nikapchKux 3aco6iB Ta KOHTPOJIO 3a
HAPKOTHKAMH, 1[0 MATBEPAKYE BifMOBIAHICTh YMOB BUPOOHUIITBA
3aIPOIIOHOBAHUX JTiKaPCHKUX 3ac06iB BUMOraM [10 BUPOOHUIITBA
nikapchKux 3aco6iB B YKpaiHi. Y BunapKy, skimo ceptudikaT
BiAMOBiIHOCTi yMOB BUPOOHUIITBA JTiKapchbKux 3aco0iB Bumoram GMP
BHeCeHO 0 6a3u manux EudraGMP a6o enekTponHOTr0 peectpy FDA
CIIA, YyacHUK MOXKe HagaTH PO3APYKiBKY 3 6a3u marux EudraGMP
abo enekTpoHHOTr0 peectpy FDA CIIIA i3 3acBifueHUM MepeKIanoM
Ha yKpaiHChKy MOBY. Ha BUKOHAHHS BHMOT MiAMYHKTY 7.1 TyHKTY 7
po3piny I gomaTky 2 [o TeHHepHOI JOKyMeHTallil ydacHUK HafiaB
JIuct Big US FDA miomo mpoBeneHHs mepeBipky 0e3 migTBepaKeHHS
BiiTOBiMHOCTi BUPOGHUIITBA BUMOTAM HaJleXKHOI BUPOOHUY O]
[IpaKTUKY. BpaxoBylouu BUKIafeHe, BiIOBINHO 0O IYHKTY 2
yacTUHY nepiol ctarTi 31 3aKoHy, 3aMOBHUK BiIXUNIs€ TEHAEPHY
IIPOIO3HUILiI0 i3 3a3HAYEHHSIM apryMeHTallil B eJIEKTPOHHIN cucTeMi
3aKyIIiBesb y pasi, 30KpeMa, AKILIO TeH[epHa IPOIOo3uLlis yYacHUKa
He BigmoBigae ymoBaM TexHi9HOI cnernudikanii Ta iHIIMM BUMOram
IIIOMI0 TIpeMeTa 3aKyIIiB/Ii TeHOePHOI JoKyMeHTalii (ab3al mpyrui
IIYHKTY 2 4YacTHHHU nepiol ctartti 31 3akony).

TOB "OAPMEKC
reyIr

13450811,73
UAH 6e3 I1IB

13 450
811,73 UAH
6e3 I1JIB

Bipmosinae kBanmidikallifHUM KpUTEPisAM, BCTAHOBIIEHUM B TEHIEPHIN
moKyMeHTarii. BincyTHi mifgcraBu [gyis BigMOBH, yCTaHOBIEH CT. 17
3akony Ykpainu "IIpo my6miuHi 3aKymiBmi”

[aTa ONPHITIOTHEHHS MMOBiTOM/ICHHST

PO HaMip YK/JIaCTH JOTOBip:

BigcyTtHsa




IlincTaBH /IS NPUHAHSITTS PillleHHsI PO
HeYKJIaJleHHsI IOT0BOPY PO
3aKymiBJII0, y pa3i AKIIO B pe3yabTaTi
NMPOBEeJEeHHsI KOHKYPEHTHOI IPo1exypu
3aKymiBJIi/crponieHoi 3aKymiBIii He
0yJ10 yKIageHo O0roBip mpo
3aKyIiBIIIO:

[aTa yKjIaJeHHsI JOT0BOPY PO
3aKyIiBIIIO;

CyMma, BU3Ha4YeHa B JOroBOpi npo
3aKymiBiIIo:

HaiiMeHyBaHHsI y9aCHHKQ, 3 AKHM
yKJIaJieHO JIOTrOBip Npo 3aKymmiBIIIO:

Micne3HaxoakKeHHsI y4aCHHUKA, 3 SIKUM
YK/IaJeHO JOrOBip Mpo 3aKyIiBIIIo:

Indopmanis npo cyonigpamauka (y
pa3i 3a/jy4yeHHsI 10 BUKOHAHHS POOiT
a0o0 HajaHHS MOCIIYT):

InmenTudgikarop gorosopy:

3acTrocoBaHi KpuTepii OmiHKHu:

OOIYINEHHS [0 OI[iIHKY MEeHIIe IBOX TEHIEPHUX
MIPOTIO3UIIi

BigcyTHai

BigcyTHai

BigcyTHai

BigcyTHai

BigcyTtasa

BigcyTHin

Lina - 100%



