Koo 3a HK 024:2023 — 59119
IHCTPYKUIA HIOJO 3ACTOCYBAHHSA HABOPY PEATEHTIB IJIAA ITIPUTOTYBAHHSA
DOOCDOATHOI'O BY®EPY JUISA PO3BABJIEHHSA TA TIPOMUBAHHA ITPU

3ABAPBJIEHHI BIOITIPEITAPATIB IVD

NPU3HAYEHHA

HaGip nmpusHaueHuil ansi po30aBieHHs 3a0apBIIOBAaviB Ta MPOMHUBAHHSA CTEKOJI 3 MpenaparoM IpU

3a0apBlieHHI TpernapatiB nepudeprudHoi KpoBi, KICTKOBOTO MO3Ky, IHIIMX OlompemnapaTriB B KJIIHIKO-

JIarHOCTUYHUX JIA00PATOPIAX 1 HAYKOBO-AOCIITHUIBKII MPAKTHIIL.
HaGip po3paxoBanuii Ha IPUTOTYBaHHs BIAMOBIIHOI KUIBKOCTI ocdaTHOTO OYydepy :
REF M REF M
HP030.11 20 000 HP030.12 200 000

30epiranns Habopy - mpu Temmepatypi Bia mmoc 2 °C o mwiroc 25 °C.

["apanTiitHUI TEpMiH PUIATHOCTI HAOOPY - 24 MicCAIIl BiJ] THS BUTOTOBJICHHS.

Hab6ip npuzHaueHuil 11 3aCTOCYBaHHS in Vitro TUTbKY KBaJli(hiKOBaHUM Ja00pAaTOPHUM IEPCOHAIOM.

rNPUHUUIT METOLY

s pozbaBneHHst 3abapBiioBauiB 3a PomaHoBchkuM, 3a Jleiimimanom, 3a Maii-I'pionBanbaom, 3a
HoxToMm Ta iH. 11 OTpUMaHHS OUIbII CTAOUTHHO BIATBOPIOBAHUX PE3YJIbTaTiB 3a0apBIICHHS Ta MPOMHUBAHHS
CTEKOJ 3 3a0apBJIICHUMH IpernapaTaMy 3a PaxyHOK HEWTpaJbHOI peakiii MpOMHUBAIOYOTO PO3YMHY, TaK 5K
pe3yabTaTy 3abapBiICHHS 3aJIeKaTh Bij BenuuuHHM KucioTHocTi (pH). Jlyxue pH miacwiroe cuHiid, a BMICT
KHUCIIOTH - YePBOHUU BiJITIHKH.

CKIIA4 HABOPY

HP030.11 -1 ¢pnakon 3 (100 +4) mi1.

HP030.12 - 1 ¢paaxon 3 (1000 + 40) M.
OBJIAOHAHHA
1. Kon6a mipra mictkictio 1000 M1 (3riIHO 3 YUHHUMUA HOPMATHUBHUMH JOKYMEHTAMH ).

NPUIrOTYBAHHS POBO4YOI O PO34YUHY
1. IlpomuBarounii po3uuH — 5 M1 Konuentpary docharHoro 6ydepy neperectu y MipHy K00y MiCTKICTIO
1000 Ms1 Ta TOBECTH O MITKH JUCTHIHLOBAHOIO BOJIOI0. Po3umH cTabinmbHMil 2 Micsis npu 30epiraHHl Tpu
temriepatypi Big mioc 2 °C go mmoc 25 °C y tempsaBi. OTpuMaHWid PO3YMH BUKOPUCTOBYBATH IS
po3BenieHHs 3a0apBiioBaya i IPOMHUBAHHS CTEKOJ.
TTPOBELEHHAS AHATNI3Y
Po3BenenHsi 3abapBiiiOBayiB Ta NPOMHMBAHHS MPOBOAATH Yy BIANOBITHOCTI 3 0OOpPaHOI0 METOIMKOIO

dbapOyBaHHs.

1. Konnearpar ¢ocdarHoro Oydepy

3ACTEPEXEHHA

Heo0ximHe 3acTOCyBaHHS CHEIIaTbHOTO 3aXUCHOTO OAATY 1 pyKaBUUOK. HeoOXi1HO yHUKATH MonagaHHs
MIKpOOpraHi3MiB B OTOUyIOYe cepefoBuIle. Tpebda peTenbHO TOTPUMYBATHUCS CHEIIabHUX IHCTPYKIH Ta
TEXHIKH OE3IEKH.

YTUn3ALUIA

Bci 3pa3ku 1151 aHamizy BBa)KarOTh 3a MaTepian, KU Moxke OyTH 1H()IKOBaHUM, 1 pa30M 3 MOXJIHBUMU
3QITMIIIKAMU PEaKTHUBIB MIAJSATAa€ 3HUIEHHIO BiIIOBIIHO /10 3aTBEPKCHUX BHYTPIITHHOIIKAPHSIHUX MTPABHIL

[TarrepoBy ymakoBKy 3/1aliTe B MaKyJIaTypy, BUIIOJIOCKaHY Tapy - B COPTOBAHE CMITTS.

TNMPUMITKA
00’eM po004Y0ro p3YMHY MOKHA MACIITAOYBATH, BUXOASIUH 3 MOCTiiiHOT0 CNiBBiIHOILIEHHS :
Konuentpart gocharnoro 0ydepy : Jucmunvosana 6ooa =5 : 995

o8 HBn «®@iniciT-JiarnocTnka»,
@LICIT VYxpaina, 49051 m. Aninpo, Byn. Kamranosa, 32

Ten./daxe: (056) 747-47-76, 747-45-34
Ten.:(093) 573-75-35, (067) 535-15-73, (095) 168-36-54

E-mail: filicit@ukr.net  http://www.felicit.com.ua

BupoOHuK 3anumiae 3a co0010 MpaBo BHOCUTHU 3MiHHU 0€3 IonepeaHbOoro nosigoMieHHs. JJata octanuboi nepesipku 16.01.2024

|Ha60p14 MTOBUHHI TPAHCTIOPTYBATUCS TIpH TeMrieparypi Bix + 2 °C mo + 25 °C yciMa BHIaMU KPATOTO TpaHCTIOPTY. JIOMyCKaEThCsl TPAHCTIOPTYBAHHS MpH TeMmepatypi 1o + 25°C 1o 3-o0x nib.


http://www.felicit.com.ua/

[Ipomonyemo 1o Baroi yBaru acopTUMEHT MTPOIYKITii, IO BUITYCKAETHCS HAMU
HOBUWHKMU 2019-2023

Habopu peakTHBiB Ta peareHTiB:

- 7Sl KOHTPOJIIO SIKOCTI MepencTepHiIi3aliiiHOro OYMIICHHS Ta BHUSBICHHA NMPUXOBAaHOI KPOBi y OiojmoriuHoMy
matepiani “IIK A3OIIIPAM CKPHH?” ta “lIIK TOJII/{IH CKPUH".

- JUI1 BH3HAYCHHS MNPOTPOMOIHOBOrO dYacy IIIa3MH Ta BH3HAUEHHS KOHIICHTpamii ¢iOpuHoreny (HaOip
“OLUIOIVIACTHH”).

- JIJIS1 BAKOPUCTAHHS B SIKOCT1 JOIIOMIXKHOTO pPEeareHTy s poOOTH 3 pearcHTaMH Ha OCHOBI HETIOBHUX aHTHUTLI IIPH
BU3HAYEHHI T'PYNH KPOBi, IPU BU3HAUCHHI pe3yc-(pakTopy, CKpUHIHTY aHTUTIN 1 MpoOi Ha iHJMBIIyaJbHY CyMiCHICTb
metosioMm kourmotuHaii (“KEJTATHHY PO34YHH 10 %”).

- U1 BU3HAYEHHS KOHLEHTpaliil 3aranbHoro ta/ado mpsmoro Oinipyoiny (“bLIIPYBIH /IMCO”) y cupoBartii
a00 1U1a3Mi KpOBI JIOUHHM 3 HiMeTricyabhokcuaom (IMCO).

- JUT BU3HAYEHHS TIiK0Ii30BaHOr0 remorinobiny (“IJITKOI'EMOIJIOBIH THK™) y KpoBi IO UHH.

- g Bu3HaueHHA cianoBux kucioT (“CIA/IOBI KHC/IOTH”) y OionoriuHux piguHax KOJIOPUMETPUIHUM
METO/IOM.

- st Bu3HaueHHst cedoBrHU (“CEYOBHHA UV”) y 610710T14HHX piivHaX KiHETHYHUM YPEa3HUM METOJIOM.

- Ui BU3HaueHHs1 MetremMorinodiny (“METIEMOIJIOBIH”) y KpoBi TI0AWHHA CHEKTPOHOTOMETPUYHUM METOIOM.

- J71st BU3HAYEHHS KOHIEHTpail [3-TimonpoTeiniB y cupoaTii KpoBi i masmi monuan (“f -JIIHTOIMTPOTEITIH).

- JuTst pexanbiudikalii MUTPATHOI IIa3MU 1 IUTPATHOI KPOBI (“I('A.]Ibll[fl XJIOPHUCTHH 0,025M ).

- U1 BU3HAYCHHS KOHLEHTpalii HUHKY Yy Oionoriunux pigunax (3 5-Br-PAPS) (“IHHHK”).

- U BU3Ha4eHHs % KapOokcuremMornobiny y kposi Joanan(“KAPBOKCHTI'EMOIJIOBIH™).

- 1711 BU3HAYCHHS KOHIICHTPAIlii MOJIOYHOI KUCIOTH (JakTaty) y wia3mi Ta CMP monuau (“JIAKTAT”).

- U1 KITIHIYHOTO aHalli3y CIMHHOMO3KOBOI piguau («CMP CKPHH)»).

- ISl BUKOPUCTAHHS B SIKOCTI JOTOMI)KHOTO KOMIIOHEHTA I MIKPOCKOIIYHUX MeToHiB («Imepcilina onia onn
MIKpOCKORii»).

- JUIS BUKOHAHHS CKPUHIHTY 1 KUTBKICHOTO BU3HAYCHHS aHAJIUTIB Ha JTATCKCHUX CHCTEMAaX:

JUTSL IKICHOT'O 1 HaMiBKUTBKICHOTO Bu3HaUYeHHs aHTU-cTpentoni3zuay O (ACJI-0), pesmaroigHoro dakropy (P®D), C-
peaktuBHOro Oinky (CPb) B cmpoBatmi kpoBi mogwau ("'®@imicit - ACJI-O - narekc"”, "®igicit — P® - natekc",
"®imgicit — CPB - narekc").

- KOHTPOJIbHI MaTepiajiy AJisl OLiHKH BUKOHAHHS TOCTIKEHb OOMiHY PEUOBHH :

"®igicir-CKB", "®imoHopm", "®ino-b®K", '"®inollat", "Kaaiopatop aanoyminy 1000 mr/a",
"Kaaioparopu 6iaky", "Binipy6in-kaaioparop', "MyabTHKAJIOpaTop", "KagiopaTopu kpeaTuniny',
"Kaaioparopu remixpoma', "®igicit-KI'BC"', "KpeaTunin-kauioparop", "Kaaioparopu remoriodiny',

"Kaaioparopu rioko3n'", "Kaniopatopu nianmerremorsiooiny'.

- HabOPH PEAKTHUBIB JJIs KIIHIYHOT O10XIMIT IS ananizamopie 6IOKpUmo20 muny pisHux eupoOHUKIE:

KIHETUYHI METO/JUKHU: "Kpearunin-KIH", "JIJAIr", "JIAI'1", "AaAT-KIH", "ACAT-KIH",
"Jly:xkna dpocharaza JEA", "Jly:xkxna docdaraza AMIT", "a-AminazaKIH", "Xoainecrepaza-KIH", "I'TT-KIH" i

MOHOPEATEHTHI METOJIUKHW (miaxoasitb siKk I _PYYHUX METOAMK, TAK i JUIs _aHAJi3aTopiB
BiIKpuTOro TNy pi3Hux BHpPoOHUKIB: '"Tpuriinepuau-®", "Kaabpuiii ARS", "®ocdop-UV"., "Aaboymin',
"3arajabHuii 0uI0K", "Xogectepud @', "Xoaecrepun-HDL", "T'1oko3a ®@", "Kaniii', "Marniii'", "Hatpiii PH",
"Xaopuau-@", "I'emorao0in', "I'emorao0in-I'X", "CeuoBa kuciora @', "I'mokoza MOHO", "3araabuuii
oinox-YJI".

- Habopu peakTHBiB ISl KNiHIYHOT O10XiMii U1t pyYHHX METOJHK:

"3anizo (3333)", "Cipocnixoiou", "Kanwyiun'", ''3azanvuininiou', "AaAT", "ITT'", "®pykmosza',
"binipyoin', '"®@ocgop', "Kpeamunin', "a-Aminaza", "AcAT", "Ceuosuna-/[", '"Jlyscna gpocchamaza',
"Ceuosuna-y', "Ceuosuna-O®A", "Tumonosa npooa', “binkoei ghpaxuii”, "Xoninecmepaza-AXX"',
"Ceuosa kucaoma'', "Xonecmepun — HDL @', ""Xonecmepun — LDL @".

- HaOOpH pEaKTHUBIB I MIKpPOOIOJOTIYHUX AOCHIKeHb: “3abapenenns 3a I'pamom” (tpu moaudikamii: 3
Kap6osoBum ¢ykcunom 3a Linem, 3 Heittpansaum Yeponum i 3 Cadpaninom), "Kapoonosuii gpyxcun (1% pozuun)",
“Sabapenenns 3a Linem-Hinvcenom”, “Pemuxyno@ap6” (vadip s audepeHuiansHoro 3a6apBieHHS PETUKYIOLUTIB 1
epurpouuTis), “Sadapenrosau 3a Pomanoscokum” (HaOip st qudepeHiiianbHOro 3a0apBiieHHs (GOPMEHHUX €JICMEHTIB
KpoOBi nipu apOyBaHHI NpenapariB nepudepruaHoi KpoBi, KICTKOBOIO MO3KY, IHIIUX Oiompenaparis).

IIpu BUTOTOBJEHHI HAIIOI MPOAYKIii BUKOPUCTOBYIOTHCS BUCOKOAKICHI peakTUBH NpoBiguux ¢ipm, mo
creniagi3yloTbCsl HA BUPOOHUITBI CHPOBHUHY AJIA AiarHOCTHYHMX i aHAJITHYHHUX LiJleil, TAKUX KpaiH Ak ABCTpis,
Benaukoopuranin, Himeuunna, llIBeiinapis, Sinonist (nanpuxnan: MERCK, Sigma - Aldrich).

BupoOHUMK T0TPUMYEThCSI NIPUHIMNY 0e3MepepPBHOI0 PO3BUTKY i 3aJIHIIIA€ 32 00010 MPABO BHOCHTH (0e3

MONEPEIHLOr0 MOBiIOMJIEHHS) 3MiHHU i VIOCKOHAJEHHS B IMMPOAYKIIIO.
TSI OTPUMAHHS TETAJBHIIIOI THOOPMAIII PO NOJINIIEHHS, MOJIU®IKAILII I
CHEHUDIKALII I, AKIIO YV BAC € SIKI-HEBYJIb MUTAHHSL, BY Ib JIACKA, HE COPOMTECS
3BEPTATHUCSHA 10 HAC BE3ITIOCEPEJAHbLO.
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