OBIPYHTYBAHHSI TEXHI‘I_HPIX TA AKICHUX XAPAKTEPUCTHK NPEAMETA
3AKYIIBJIL, PO3MIPY BIOJKETHOT'O ITIPU3HAYEHHS, OUIKYBAHOI BAPTOCTI
: INPEJMETA 3AKYIIIBJII

IIpenmer 3akynisni: Ilpupoani pocdominminu (AK 021:2015 - 33600000-6 - ®apmaneBTHYHA
npoayxkuist ( Natural phospholipids)

Oqixyl;ané BapTicfb: 183040,76 (cTo BiciMIECsAT TP THCSAYi COPOK) TPUBEHE 76 KOII
HatimenyBanns 3amoBHuKa: KHIT «Binnnnpka obnacua kiiniuna gikapus im. MLI. IInporosa
Binnuuskoi obaacuoi Pagmy».

KO €IPIIOY : 02011031

Micue 3Hax6nmenﬂn : 21028, m. B‘iHHHHSI, BYyJL. ITuporosa, 46, Ten. 0432 67-60-87
Inentudixarop 3akymismi: UA-2022-10-10-005272-a

1. O6rpyHTYBaHHS JOUINBHOCTI 3aKyniBJi. B 38’513Ky 3 BuzaineHHuM JlemapraMeHTOM
oxopon# 310poB’st Binaunekoi OIA 250000 (mBicTi 1’ SITAECAT THCSY ) TPUBEHB 110 00IaCHIH
nporpami «ITligTpUMKa Ta pO3BHTOK raly3i OXOpOoHH 30poB’s Binauunuu Ha 2021-2025 poku» 110
HanpamKy «[IpuaOaHHs JTiKapCHKUX 3aC00iB JUIS JTiKyBaHHS JUXAIBHUX PO3NaiB y
HOBOHAPOPKEHUX» . B 3B’513Ky 3 MOTPeOOIO B KHUTTEBO HEOOXITHOMY JIIKapChbKOMy 3aco0i — s
HaJIaHHs Teparii rIMO0KO HeJJOHOLUIEHUM HOBOHAPOKEHUM, BifNoBiHO 1o Hakasy MO3 Vkpainu
No 484 Bin 21.08.2008p. «KiriHiuHmi IPOTOKOJ HAJaHHS TOIIOMOTH HOBOHAPOKEHIH IUTHHI 3
IMXaTGHAME PO3JIaaMuy» Ta 3TiJHO 0 «Y3ro/pKeHuX CBpONeHChKIX PeKOMEHAIliH 010
nikysauus PJIC y HeOHOIIEHMX HOBOHAPOKEHHX, OHOBJIeHa Bepeit 2016 p.» KHIT « BOKJI im.
M.I. ITuporoBay oroyourye 3aKyImiBIO0 OCHOBHOTO JIIKAPCHKOTo 3aco0y JUls JIiIKyBaHHS Ba)KKHX
IUXaIbHUX PO3JIaJliB Y HOBOHAPODKEHUX Ha opieHToBaHy cymy 183040,76 rpH.,

10 opieHTOBHIH LiHi 18304,76 rpH. 3a oxuH (rakoH CycrneHsii A eHA0TpaXeanbHOTro BBEACHHS 3
BMmicToM (ocdomnimimis 80mr/mi, B mo3i 120 Mr B ogHoMy duakowi (1.5Mi), B kimekocTi 10
(I1aKkoHiB, 3 TEPMiHOM IIPUAATHOCTI HE MEHIIE HiX OJIUH PiK.

2. OOrpyHTYBAHHS TEXHIYHUX TA AKICHUX XapaKTEPHUCTHK 3aKYIIBJII. .

TEXHIYHE 3ATAHHSI

«®apmaneBTHYHA NPOAYKIList - koA OCHOBHOr0 C/IOBHHKA HAliOHAJIBLHOI0 KaacudikaTopa
Yxpainu IK 021:201S5 " €xunnii 3akyniseasuuii ciiosauk''— 33600000-6 Natural
phospholipids

PO3J1JI 1: 3AT'AJIBHI BUMOTI'A:

1. YyacHMK BH3HA4Ya€ I[IHM Ha TOBAapW, SKi BiH IPOIOHYE IOCTaBUTH 3a Jlorosopom, 3
ypaxyBaHHSM YCiX CBOIX BHUTpaT Ha JOCTaBKy, CTpaXyBaHHsS TOBapy, IOJATKiB i 3060piB, IO
CILIAYyIOThCs 00 MarOTh OyTH CIUIAY€Hi, yCiX 1HIIUX BUTpAT.

2. VYyacHMK TIOBHHEH 3a0e3leuyBaTH HAJIeXHI YMOBH 30epiraHHs Ta TpPaHCIOPTYBaHH:I
IpenapariB JIKapChKUX: HaJaTH y CKJIAX TEHASPHOI IPONO3MIIl JOKyMEHTH IIPO ITiATBEPIKEHHS
(xomii morosopiB opeHmu aGo 30epiraHHs Ta IIEPEBE3CHHS ab0 IOCIYT IO TPAHCIOPTYBAHHIO)
HasgBHICTh B yYaCHHKA BJIACHHX a00 OpEHJOBAHKX CKJIAJOBHX IPUMIINEHb Ta TPAHCIOPTY I
3a0e3meueHHs YMOB 30epiranHs "X0JI0q0BUH JaHITIor" .

3. ExsiBanenTom (aHaqoroM) JiKapehKoro 3acofy B po3yMiHHI JaHO! TEHIEPHOI JOKyMEHTALIi €



»

nikapchkuit 3aci6 sKicTh, Jil0¥a pedoBHHA IpenaparTy (MiKHApOIHA Ha3Ba), MO3YBaHHS, (Bopma
BHITyCKy, KOHIEHTPAIisl Ta iHI CTaHZapTHi XapakTepHCTHKH TOBApy aGCONIOTHO CIIBIANAIOTEH 3
XapaKTepUCTHKaMH IMperapary, L0 € npeaMeroM 3akymiBimi. CTaHAApTHI XapaKTEpHCTHUKH
CKBIBAICHTY TOBAapy Ha sKui BifOyBacThCA 3aMiHA TOBMHHI BiIMOBiZATH BUMOram JiIOYHX
CTaHJapTiB LIOAO NAHHX TOBapiB. 3alpOIOHOBAHMII MpenapaT MOBHHEH BiMOBINATH BCIM HIDKUE
HaBEJEHUM BUMoOraM Ta OyTH OiomocTymHuM Ta 0iOCKBIBAJIEHTHUM B nopmHsmm 3 JIKapCHKUM
3ac060M, IO € IPEeMETOM 3aKyIIiBIIi. '
VYyacHuK 3000B’s3aHuil 3a0e3neuuTH uocraaxy (/Jocmmcy) nucapcm(yx 3a0061B (3a aapecoro
3aMOBHIKA) . ;

YL

Bumoru 10 yyacHuka:

1. JlucT B HOBiNBHIN GOpMI IIPO HASBHICTH JIiKapCBKOI‘O 3aco0y B HEOOXiIHIH KIJIBKOCTI Ta 3
TEPMiHOM npnnamocn He MeHre 60% Bix 3arajibHOrO TEPMiHy IIPHIATHOCT, alle He
Men1re 12 micsmis.

2. Komis umuHOro ceprudikara anomm{ocm yMOB BHpPOOHHITBA JIKapChKHX 3aco0iB
BMMOTaM HaJIeXHOI BHPOOHHYOI INpakTHKH Ha BHUPOOHWuMi(-1) Mailimanduk(-u), 1e
BUI'OTOBJLIIOTECS (OyQyTh BUIOTOBINICHI) BiIMOBiZHI cepil MPOAYKILi, sKa MOCTAYaETHCS
(6ynme mocravarucs) B YKpaiHy, BHKIAJSHOI'O MOBOKO OpHTiHalIy (MOBOIO, BiIMIHHOIO Bif
JepXKaBHOI) Ta HOro IEepeKiaj Ha AepxaBHy (YKpalHChKy) MOBY.

3. Komnist BUCHOBKY Ha BBE3EHY Cepilo Jixapckxoro 2acofy, BugaHoro JlepiKaBHOIO CIyK6010
YKpaiHu 3 JKapChKUX 3aco0iB Ta KOHTPONIO 3a HApPKOTHKAMH, IO IIiATBEPIXKYE
BiJIMOBiHICTh YMOB BHPOOHMIITBA 3alPONOHOBAHMX JIKAPCHKHX 3acO6iB BHMOTaM IO
BUPOOHMIITBA JIIKAPCHKHX 3ac00iB B YKpaiHi, Ta 3acBiaduye BBe3eHHS B YKpaiHy TOBapy 3
HeOOXiHMM TepMiHOM mpupaaTHOcTi (He MeHme 60% Bix 3araibHOrO TepMiHY
IIPUJIaTHOCTI).

‘Bumoru mopo peecrpanii JiKapchbKoro 3aco0y:

1. Komis gificHOro peecTpaniffiHoro IOCBimuYeHHS Ha HlKapCBKI/IH 3acib, BHIAHOIO
BiJIOBIJHAM YIIOBHOBA)KEHHM OPraHoM B Y KpaiHi. :

Y pasi, KO HAa MOMEHT IIOJAHHS TEHIEPHOI MPOIO3MI{i YYIACHHKOM [0 3aKiHYCHHS

TepMiHy Aii peecTpanlifHOro MoCBiAYEH S Ha JiKapchKuil 3aci6 3amumaeTbes Menme 180

IHIB 1 IIpH IbOMY JHKapchKHi 3aci6 3apeeCTpOBaHnu 3a IPOLEXYPOI0 peecTparlii, sxa

nependayae IPOBEICHHS [IEpepeECTpallii, yqacnpn( IPOLENYPH 3aKyIIiBIli 3000B's13aHUN y

CKJIaJi CBO€T MPOMO3HUIIii HafaTu:

- KOIIIO JIUCTA-IPUHHATTS 3as1BH, II0JAHO] O EHTPATBHOTO OPraHy BUKOHABYOT BIIAH
VYxpainu, mo 3a6e3r1eqye GopmyBaHHS Ta peanizye JipKaBHy HOJITUKY Y cq)epl
OXOPOHH 3zxopoa s, Ha TIPOBEACHHS nepepeecrpaun TaKOro JIKapChKOro 3acofy i3
HASBHICTIO BiIMiTKH 200 iHIIOTO MiATBEPIDKEHHS Bif IBOTO OPraHy PO NIPUNAHSTTSI
TaKoi 3asBH.

2. JlokymMeHTH — cepTH(biKaT SKOCTI, peecTpamifiHe IOCBiJYeHHS, IHCTPYKIis IIpo
3aCTOCYBaHHS mxapcm(oro 3aC00y HANAIOTECS YYaCHHKOM Y CKJIadi TEHIEpHOI
nponoznuu 3acBiUeHi migmEcoM Ta neyatkoro  3asBHHKa/Bupoburka Takoro
JiKapceKoro 3acofy abo YIOBHOB&XEHOTO HHM  IpPE/CTAaBEUKA. [TOBHOBaXEHHS
NpEeICTaBHUKA IIOBHHHO Oy TH IIl,ZITBepII)KeHO y crocib nependadeHuii HOpMaMH YHHHOTO
3aKOHOJIaBCTBA YKpaiHH.



PO3ALJI 2. MEJUKO-TEXHIYHI XAPAKTEPUCTUKHU

MHH HA3Ba Ta Opunuus (bnakoHy

Haiivenm | KUIBKicTh | OpieHTOBaHa Cyma
Toprisennna a * ¢nmakonHiB | BapTicTs 1

XapaKTePHCTHKH BHMipy
.

Natufal 1,5 M cycniensii
phospholipids | micTsaTe 120 mr bn
*

KYPOCYPO® * 10¢ 18304,76 | 183040,76rpu

ab0 eKBiBaJICHT IpH.
Cycnensis mis
€HIO0TPaXEATLHOTO
B BEJICHHS
80Mmr/™mi 1,5 M,

docdomimigaol
dpakuii, sxa
BHJILJICHA 3
JIETE€HIB
cuHi(poractantalf
a) abo
€KBIBAJICHT*

*ExpipanenToM  3rimgo HacramoBu JIIKAPCBKI 3ACOBU. JOCIIDKEHHS
BIOEKBIBAJIEHTHOCTI CT-H MO3Y 42-7.2:2018, 3arBepmkenoi Haxasom MO3 Bix
12.01.2017 Ne 22, BBaXa€ThCs JIIKAPCHKHIA 3aCi0, SIKIIO BiH MICTHTh TY 3K caMy KUJIbKIiCTh
Ti€el s camol Hil04oi pedoBHHH (Iil0YHMX PEYOBHH) B THX JKe Jikapchbkux (opmax Ta
BiJIIIOBiJa€ BUMOTaM OJIHAKOBHX a00 MOPIBHSIHHUX CTaHJapTiB.

BpaxoByroun, MmO 3aMOBHHK 1 YYaCHHKM HE SBISIOTBCS €KCIEpPTaMH B  OLIHII
eKBIBAJIEHTHOCTI JIIKAPCHKUX 3aC00IB - €KBiBAJICHTHICT JIIKapChKUX 3ac001B MOBHHHA OyTH
minTBepKkeHa o(ilifHIM BHCHOBKOM €KCIEPTHOI YCTaHOBH ab0 NEPXKaBHOrO OpraHy, Io
IIOBHOBAXXEHb SIKOTO BXOJJUTH BUIAHHS TaKUX BUCHOBKIB.

3Bakaroud Ha MEIOWYHy IOTpeOy, MEOW4Hi IIOKa3HHKHM Ta IIPaKTHKY 3aCTOCYBaHHS
HEOHATOJIOTaMH BiJUIiJIEHb iHTEHCHBHOI Tepamil HOBOHApOMKEHHMX, JiKapchKHi 3acib, 110
IIPOMIOHY€ETHCS, TOBUHEH BiJIIOBIATH HACTYIIHUM BUMOTaM:

[HCTPYKIis Ul 3aCTOCYBAaHHS JIKAapChKOro 3aco0y He IOBHHHA MiCTUTH IIPOTHIIOKAa3aHb
JUIS 3aCTOCYBaHHS y NeiaTpHYHUX NaLli€eHTIB.

MO>XUIHBICTS BHKODHCTAHHS HEJOHOLICHHM HOBOHAPO/DKEHHM 3 Macolo Tila IIpH
HapomkenHi Bix 500 r. abo recrauiifHuii Bik 0 32 THXKHIB.

[Ipemapar MOBMHEH MaTH IOKa3aHHS UL IIPU3HAYEHHS HEOHOLIEHUM HOBOHAPOKCHHUM 3
IpoQiIaKTUYHOIO Ta JIKyBaJIbHOIO METOIO, 10 OBHHHO GYTH 3a3Ha4eHO B iHCTPYKUii mpo
3aCTOCYBaHHS JIIKapCHKOro 3aco0y (IHCTPYKIUIT JUIs MEIMYHOTO 3aCTOCY BAHHS).

IIpenapaT MOBUHEH BUKOPHUCTOBYBATHCH B TOMY YHCII, MU MEHII iHBa3MBHOTO BBEJICHHS,
o Mae GYTH 3a3HAYEHO B iHCTPYKII JUIs 3aCTOCYBAHHS JIKapchKoro 3acoly (HCTpyKIi
JIUTSL MEMYHOTO 3aCTOCYBAHHS) abo MiATBEPPKEHO B KIIIHIYHMX BHIPOOYBaHHSX (B TaKOMY
BHIIAAKy YYaCHHK Ma€ HaJaTH KO0 3BiTy IpPO NPOBEAECHE KIiHIYHE BUIPOOYBAaHHS,
3aBipeHy HAJIC)KHUM YHHOM).
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5. THcTpykuiss mpo 3acTOCYBaHHS JIKAapchbkoro 3aco0y (IHCTPYKMist ISl MEIUYHOIO
3aCTOCYBaHHSI) IOBHHHA IepenfayaTé# MOXUIMBICTH 30epiraHHs JikapchbKoro 3acoly Impu
temreparypi 2°C mo 8°C 6e3 BIUIMBY Ha SIKICTh Ta 3HMIKEHHS 3arajlbHOrO TEPMiHY
IPUIATHOCTI. ,

6. 3actocyBaHHS JIiIKapchKOro 3acoly 3mificHIOEThCS 3riqHo Haxasy MO3 Bix 21.08.2008 Ne
484, «Ilpo 3arBepmKeHHs KiiHigHOro IIpOTOKOIY HaJaHHS JONOMOTM HOBOHAPOMKEHIiM
IUTHHI 3 JUXaNBHEME po3lajamu» Ta KiTimiueMM mportokonom nikysamms PJIC Ta
VHipikoBaHMM KITiHIYHEM IIPOTOKOJIOM IICPBUHHOI, BTOPHHHOI (CHemianizoBaHOi) Ta
TPETHHHOI(BHCOKOCIIELiaJli30BaHOI) MeQu4HOoi JomoMoru: PecmipaTopHuit mucTpecc-
cuapoM HoBoHapoxeHux (PZIC).

3.00rpYHTYBAHHS PO3MIpY 0I0IKETHOr0 NpU3HAYEHHs. JlenapTaMeHTOM OXOPOHHU 3I0POB’s
Binnunpskoi OJIA 6yno Buaineso 250000 (qBicTi m’sITAECST THCST) TPUBEHB 110 00J1acHi Iporpami
«ITinTprMKa Ta pO3BUTOK rary3i OXOpoHH 30poB’s Binanunay Ha 2021-2025 poku» 110 HANPSIMKY
«IIpunbaHHs TKapCHKUX 3ac00iB JUTA JTiKyBaHHS JUXATbHUX PO3Ta/iB y HOBOHAPODKEHHUX .
BinnosimHo 1o 1iei cymu Oyiia oroyomreHa i 3aKymiBis.

4.06rpyaTyBaHHs 00csariB 3akyniBai. OOCAry BU3HAYEHO BiAIOBIIHO 10 KiIBKOCTI BHITAKIB
IUXaIBHAX PO3JIa/iiB y HOBOHAPODKEHHUX 00paxoBaHoi 3aMOBHHUKOM Ha OCHOBI JaHUX
IIOTIEPEAHBOr0 POKY Ta obcAry (hiHaHCYBaHHS

5. O6rpyHTYBaHHS 09iKyBaHOi BapTocTi. OUikyBaHa BapTiCTh 00paxoBaHa BiIIIOBITHO 10
PEECTPY OIITOBO-BIAIIYCKHUX I{IH HA JIIKAPCBHKI 3ACOBH.

VnoBHOBaxeHa ocoba Ha Baxenpka A.O.
3[iMCHEHHS 3aKyIIiBEIb

KepiBauk OITLL Kyxypy3a LJL.
3as BIHT OIII] Hamixwra T.C.

3aBimyBau BIIB Banax 10.B.
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