OronoweHHa N2 210-KC-21
B0 "100 BIACOTKIB XXUTTA" wykae ekcnepra Ha

Po60TK 3 aHanisy cBiTOBOro puHKy NpoTuTy6epKy/IbO3HMX NpenapariB WoAo0 NoAANbLUOT

MO)XKJIMBOCTI iX peecTpauii B YKpaiHi.

KiHueBuiA TepMiH NoagaHHA NponNo3uLin:
31.10.2021 po 16:00 3a Knesom

21.10.2021

YyacHMKM MalOTbh NogaBaT NPono3muii 3acob6amMmmu eNeKTPOoHHOI NOLITU Ha aapecy:

n.kasyanenko@network.org.ua

MuTaHHA WOAO0 KOHKYPCY NPUAMAOTbCS [O:
29.10.2021 po 16:00 3a Kneeom
B Temi incra Heob6xigHO 3a3HaunTK: NQ KOHKYpCy Ta Ha3By pobit/nocnyr

Onuc pobit/nocnyr

Etan 1. MpoBeaeHHs aHanisy BUpobHMKIB NPOTUTY6EPKYNbO3HUX NpenapaTiB B KpaiHax
SRA (Stringent Regulatory Authorities) Ta BUpobHukiB, siki MatoTb npekBanidikaLii
BOO3. AHani3 Ma€ BKOYaATK, ane He 0OMeXyBaTMUCS HACTYMHUMU MYHKTaMu:

- Ha3Ba BUPOBHMUKa,

- Ha3Ba npenapary,

- MibKHapo/lHa HenaTeHTOBaHa Ha3Ba Jlikapcbkoro 3acoby (MHH),

- A03yBaHHS,

- peecTpauis B YKpaiHi.

®opMyBaHHS aHaNITUYHOI AOBIAKK

TepMmiH
BUKOHaHHS
14 kaneHaapHUX
[OHi Yy nepiopg,
01.11.2021-
31.01.2022

Etan 2. MpoBeaeHHs aHanisy CBITOBOro pyHKY BUPOOHUKIB AUTAUMNX HOpM
NpoTUTYBEpPKYNbO3HMX MpenapaTiB. AHani3 MaEe BKIOYaTH, ane He 06MexyBaTUCS
HaCTyNHUMM MYHKTAMU:

- Ha3Ba BUPOBHMUKa,

- Ha3Ba npenapary,

- MHH,

- NO3YBaHH4,

- HasiBHICTb NpekBanidikauii BOO3 abo BMpobHMLTBA B KpaiHax SRA,

- peecTpauis B YKpaiHi.

®opMyBaHHS aHaNiTUYHOI AOBIAKK

14 kaneHaapHUX
[OHi Yy nepiopg,
01.11.2021-
31.01.2022

Etan 3. MpoBeaeHHs aHani3y CBITOBOrO pMHKY BUPOBHMKIB KnodasnMmiHy,
pudaneHTuHy, 6efakBiniHy, AenaMaHigy. AHani3 Ma€ BKIKOYATK, ane He obMexyBaTuncs
HaCTYMHUMKN NyHKTaMMK:

- Ha3Ba BUPOBHMKa,

- Ha3Ba Npenapary,

- MHH,

- 03yBaHHS,

- HasBHICTb nNpekBanigdikauii BOO3 abo BMpobHMUTBa B KpaiHax SRA,

- peecTpauis B YKpaiHi.

(®opMyBaHHS aHaNiTUYHOI AOBIAKK

14 kaneHaapHUX
AOHi Y nepioa
01.11.2021-
31.01.2022




*Mepenik pobiT/nocnyr He € OCTaTOYHMM Ta MOXE 3MiHIOBATUCL (AOMOBHIOBATUCS) NPOTAroM Aii yroau.

OpieHTOBHA KiNbKICTb rOAMH 3anJIaHOBaHa A1 BUKOHAHHSA po6iT
a6o HapgaHHSA nocnyr: Ao 300 roauH 3arasiom

3arasibHni TepMiH JOroBopy:

noyaTok: 01.11.2021
KiHeub: 31.01.2022

Bumoru o kaHpmaaTie MipTBeppxyroua
AOKYMEeHTaLis

[ocsia cknagaHHs aHaniTMYHKMX MaTepianiB Ta popMyBaHHSI peKOMeHZalili pestome, Npuknaam
3a HanpsiIMKoM "nikapcbki 3acobu"” (Big 1 poky)

Buwa megnyHa abo dapmaueBTuyHa abo ekoHoMiuHa abo opuanyHa AVNJIoM
ocBiTa.
BonogiHHs aHrMifcbKO MOBOIO Ha piBHI He Hkye Intermediate pesiomMe

*HeBignoBigHiCTb 3a3Ha4eHMM BUMOraM Npu3BoAMTb A0 aBTOMATMYHOI AnckBanidikaii

KpuTepii oLiHkun Bara MipTBepmxyoui

KpUTEpito | [AOKYyMEeHTH
BapTictb pobiT, rpH. (6e3 NAB) 40% LiHOoBa Npono3uuis
[Jocsia poboTu (OUIHIOETLCA AOCBIA kaHAMAATA 3 TOUKM 30py NoTped 60% pesiome, npuknagu

NPOEKTY)

Ansa yyacrti y KOHKypCi MatoTb 6yTH nogaHi HACTYNHi AOKYMEHTMU:
1. 3anosBHeHa ¢hopma ripono3nyii, o € gogarkom 1 40 OrosIoLIEeHHS.

2. 1. PeecTpauyiiiHi JOKYMEHTH:



ang toPMan4HMX OCIb

- Konis CeigouTBa Npo Aep>XaBHY pPeEeCTpauito topuanyHoi ocobn abo BMnucku 3 eAMHOIO AepXXxaBHOro
PEECTPY IOpUANYHMX OCib Ta i3nyHMX OCi6-NigNprEMLB;

- Konisa Ceigourtsa nnatHuka MAB (3a ymoBu peectpauii nnatHukoM MAB) abo CeigouTtsa npo cnnaty
€AMHOro noaaTtky abo BMTSAMM 3 peecTpiB niaTHMKIB MAB Ta nnaTHWKIB €AMHOIO NOAATKY.

- Konist CTaTyTy i BUTAry 3 NpOTOKOY MPO NPU3HAYeHHs KepiBHMKa

ang oon

- Konis CeigouTBa npo gepxasBHy peectpauito @Ol abo Bunnckn 3 €4MHOro Aep>KaBHOMO PeECTpy
IopuANYHKX 0Cib Ta isndHMX ocib-nignpremuis;

- Konisa Ceigourtsa nnatHuka MAB (3a ymoBu peectpauii nnatHukom MAB) abo CeigouTtsa npo cnaaty
€anHoro noaatky (Tinbku 3-Ta rpyna) abo BUTArM 3 peecTpiB naaTHuKiB MNAB Ta nnaTHWKIB €AMHOMO
nogatky (Tinbku 3-Ts rpyna).

AN OI3NYHUX OCIB - Konig nacnopTy Ta iHAMBIAYaNnbHOro NogaTkoBoro HoMepy

2. JokyMeHTH, Lo NigTBEepAXXYIOTb BigMOBIAHICTG BUMOraMm:
pestoMe, NpuUKIaau

anniaoM

®opma N21 (BanaHc) Ta ®opmMa N22 (3BiT Npo thiHAHCOBI pe3ynbTaTh) 32 OCTaHHIN 3BiTHIN Nepioa (TiNbkK
ANs IOPUANYHKX 0Cib).

JopaTtkok 2. 3anoBHeHa dopma "[aHi Wwoao onnaty Nocnyr BUKOHaBUsa pobiT/HagaBada nocnyr" (ans
KOHCY/TbTaHTIB)

[opaTok 3. [letansiuis po3paxyHKy BapTOCTi roanHu (Ans KOHCYNbTaHTIB, 3@ NoTpebu)

YMoBM cniBnpaui.
MarepianbHe 3ab6e3ne4eHHs:
OuikyeTbCS, WO BCi BUTpATH, NOB'A3aHi i3 HagaHHAM nocnyr abo BMKOHaHAM pobiT, Hagasay nocnyr abo
BMKOHaBELIb POBIT 3AIMCHIOE 3@ BIACHWUI paxyHOK.
Ymosu onnaru:

ONg POBIT ABO NOCNYT KOHCYJIbTAHTIB: Onnata nocnyr abo pobiT 3AiiCHIOETbCS eTanaMu: nicns
BMKOHaHHS! KOXXHOMO eTany, Ta NiAnNMcaHHS akTy Npo HaaaHHs nocnyr abo BUKOHaHHS pobiT.

lMoerannxe nocra4yaHHs TOBapiB, HagaHHSA NMOC/Tyr, BAKOHAHHS PobiT (AKLO 3aCTOCOBYETHCA):
3aCTOCOBYETLCS

Aoszsin onnarn 4B 3a npoexrom:

HI. ToBapu abo nocnyru 3BinbHAOTECA Big MAB BignosiaHo Ao MoctaHoBa KMY N2284 Big 17 ksiTHa 2013
pOKYy «J[lesiKi NUTaHHS BBE3EHHSI HA MUTHY TEPUTOPItO YKpaiHM TOBapiB i MOCTaYaHHS Ha MUTHIA TepuTopii
YKpaiHu ToBapiB Ta HagaHHS NOC/YT, WO ONa4vyloTbCs 3@ paxyHOK rpaHTiB (CybrpaHTiB) MnobanbHoro
doHay ana 6opoTtbbu i3 CHIloM, Ty6epKynb030M Ta Manspielo B YKpaiHi». ICHyloue 3akoHOAaBCTBO
6e3nepellKoaHO A03BOJISIE OTpMMaTK 3BiNbHEHHS Bia MNAB topnaMyHnM ocobaM, B T.4. nnaTtHukam MAB,
IHCTPYKLUiA AOAAETLCS.

®dikcoBaHa BapricTb TOBapy, pobiTr abo nociayr:



v

10.
11.

BapTictb TOBapy, pobiT abo nocnyr He Moxxe 6yTn 3MiHEHa NPOTAroM TepMiHy Aii 4oroBopy

lMopsigok 3BiTyBaHHA:
3BiTye 6e3nocepenHbO KePiBHMKY Biadiny aaBokauii

THWi Bumorn:
Etanu MoxyTb 6yTV BUKOHAHI Y AOBINIbHOMY MOPSIAKY

MpaBuna nogayi LiHOBMX NPONo3unuin
LlinHoBa npono3uuin:
[o ouiHIOBaHHA [ONYCKAOTLCA LHOBI Npono3uuii, siKi BiANOBiAal0OTb BUMOraM OrosIOLIEHHS.
BianoBiganbHiCTb 32 AOCTOBIPHICTb HaZAHOI iHchOpMalLlii B CBOII LiHOBI/ NPOMNO3MLii HECE YUYaCHUK.
CTpoK fii LiHOBOI NPono3uuil MOBUHEH CTaHOBUTW He MeHwwe 30 KaneHaapHUX AHIB.
Konii poKyMeHTiB:
HapgaHi konii JokyMeHTiB MatoTb 6yTn po36ipaMBuMmM Ta SKICHUMM.
Mopaua UWiHOBOI Npono3uuii:
LliHoBa npono3uLis He NpUMMAETbLCS, Y pasi, SKLLO BOHA HaAiMwWIa Micns CnmMBy KiHLEBOTO TEPMiHY
NPUUMaHHS LiHOBMX NPONo3unuin.
BO "100 BIACOTKIB XXUTTSA" He 3060B’A3aHe NpuiiMaTi HaKpaLly 32 LiHO MPOoro3uLilo Yn 6yab-aKy i3
OTpUMaHUX Npono3uuin. o MOMeHTY nianMcaHHs Aorosopy npo 3akynieno 60 "100 BIACOTKIB XUTTH"
He Hece »OAHMX 3060B'A3aHb MO BiAHOLIEHHIO A0 YYACHWKIB 3aKyniBfi abo NOTEHUINHUX yYaCHMKIB
3aKkynisni.
B0 "100 BIACOTKIB XUTTA" 3anunwae 3a coboto npaBo BiaXMAnTK LIHOBI MpOMNo3uLii BCiX Y4aCHWKIB.
Y4yacHMKM NOBMHHI BKa3yBaTW y CBOIX MPOMNO3MLiSIX MOBHY BapTiCTb PO6IT YM MOCAYr BKIKOYAOUM NogaTku y

pasi aKwo ue TOB abo GO (SKwo Taka MOXMBICTb NnepeadbayeHa orosoweHHAM), Ta 6yab-sKi 4OAATKOBI
BUTpaTK, HeobxigHi ans 3abesanedeHHss HagaHHs nocnyr abo BUKOHAHHS pobiT.

BO "100 BIACOTKIB XUTTA" 3anuwae 3a coboto npaBo 3acTocyBaTu NpoLeaypy peayKuioHy.

YuacTb Y KOHKYpPCi MOB'A3aHMX 0cCib abo » 3MOBa y4aCHUKIB 3a60POHSETLCS. Y pa3i BUSBNIEHHS TaKMX
(dakTiB, pe3ynbTaT KOHKypcy b6yae BiaMiHeHO abo Aorosip 3 BignosigHMMM ocobamu/opraHizauismm 6yae
[LOCTPOKOBO pO3ipBaHO B OAHOCTOPOHHBLOMY MOPSAKY 3 MOBEPHEHHSM BCbOr0 OTPMMAHOMO 3a A40r0BOPOM Ta
BiLKoAYBaHHAM 36uTKiB 3aBaaHmnx 6O "100 BIACOTKIB XXUTTA".

Bu3HaueHHs nepeMoXKusa

Bu3HaueHHs1 nepeMoxLus BiabyBaTMMETbLCS NPOTAroM 7-14 kaneHaapHUX AHiB Nicns KiHLEBOro TEPMiHy
MoAaHHS LiiHOBMX NPOMo3uLii. Y pasi HeobxigHOCTi AaHU TepMiH Moxke 6yTK NOAOBXEHO, abo CKOPOUYEHO.

MepeMoxueM byae BU3HAUEHUI yYaCHMK, UMsi MPOMO3uLis BiANOBIAAE BUMOraM OrO/OLLEHHS Ta OTPUMAE
HaBMLLMI 6an BiANOBIAHO KPUTEPIIB OLLIHKMN.

6O "100 BICOTKIB XUTTA" 3anuwae 3a coboo npaBo BMMaraTu Big y4acHMKIB KOHKYPCY A0AATKOBI
MaTepianu abo iHpopMaLito, Lo NiATBEPAXKYE BiAMNOBIAHICTL BUMOraM OroJIOLLEHHS.

KoHTakTHa ocob6a:
Hensa KacaHenko
068 535 50 26
n.kasyanenko@network.org.ua




