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CITy>k0u YKpaiHu 3 JIKapChKUX 3aC001B Jlep>xaBHOTO yITpaBJIiHHSA CIIpaBaMU
09 nucmonaoa 2012 p. Lb. /lemuenko 30 orcoemus 2012 p. LII. Cemenie
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IHCTPYKIISA 10 HABOPY PEAKTHUBIB JIJIsl BASHAYEHHS HDL
XOJECTEPUHY (JIIMTOMPOTEIAM BUCOKOI IIJTLHOCTI (JITIBILY)) ¥
CHUPOBATIII I TIJIA3MI KPOBI D

NMPU3HAYEHHA

Ha6ip npuszHavyeHuit 1151 Bu3HaueHHs koHueHTpaiii HDL xonectepuny (1imonpoTeiniB BUCOKOT
mineHOCTI (JITIBII)) y cupoBartmi KpoBi i miia3Mi JIOAMHUA B KITIHIKO-AIarHOCTUYHHX 1 O10XIMIYHHX
nabopaTopisix 1 HAYKOBO-TOCIITHUIKIH MPAKTHUII.

HaGip po3paxoBanuii Ha 66 makpo-, 100 HamiBmikpo- uu 200 mikpoBuzHauenb HDL
XoJjecTepuny (cymapuuii 00'eM poOouoro po3unHy 100 M) 3 ypaxyBaHHAIM XOJIOCTHX Ta
KaIiopyBaabHUX npoo (JinonporeiniB Bucokoi minsHocT (JITIBIL)) (duB. Ipumimky 4).

JlianazoH Bu3HaYaeMUX KoHIEHTpari — Big 0,5 Mmmons/a 10 19,4 MMOIB/II.

Koeiuient Bapianii Bu3sHaueHHS — He Oubiie 5 %.

36epiranns Habopy — npu Temnepartypi Bia mwitoc 2 °C o miroc 16 °C.

["apanTiitHuit TepMiH NPUAATHOCTI HAOOPY — 12 MicAIIiB BiJ] THS BUTOTOBIICHHSI.

Hab6ip npusHaueHuil uisi 3acTOCYyBaHHS im vitro TUIbKM KBadi(iKOBaHMM JabOpaTOpHUM
MIEPCOHATIOM.

NMPUHLNIT METOAY

X1UTOMIKpOHH, JIMONPOTEiAN ayke HUu3bKoi mibHocTi LDL (JITIJHIII) 1 minompoTeinn HU3bKO1
mineHocTi (JIITHIL) ocimaroTe mpum aogaBaHHI 0 JOCTIAHOTO 3paska ¢ochopHOBOIBGPAMOBOI
KHCJIOTH y TPUCYTHOCTI 10HIB MarHito. Ilicins menTpudyryBanHs B CynepHATaHTI 3aJIHUIIAIOTHCS
TUTbKU Jinonpoteinu Bucokoi miumebHOcTI HDL (JITIBIL). Konuentpamis xonectepuny JIIIBII]
BU3HAYAETHCS CH3UMATUYHUM KOJOPUMETPUYHUM METOIOM.

[HTEHCUBHICTH POXKEBO-4EPBOHOTO ab0 Oy3KOBOro 3a0apBlIEHHS PEAaKIiHHOTO PO3UHHY
MPONOPIIiiiHA KOHIIEHTPAIIil XOJIECTepUHY.

CKIIAJ HABOPY
1. Ocamxyrouuii peareHt - 1 ¢pnakon 3 (100 + 2) mu:
- dochopuoBoasdpamona kucaota (0,560 £ 0,028) Mmmons/m;
- xyopua Marsio (30,0 + 1,5) Mmmois/.
Jl1si mpoBeleHHs AaHAJI3y TAaKOK HeoOXiAHMiII HaOIip AJs BHU3HAYEHHS KOHLEHTpauil

3arajJibHOr0  XoJjiecTepuHy, Hanpukiaa, BupoOHunTBa TOB HBII «®imicit-/liarHocTukay
,Xonecrepun ®@” REF HP026.02, HP026.06-10.

OBJIAOQHAHHA
1. ®otomeTrpuune obsagHaHH, 10 3a0e3Meuye BUMIPIOBaHHS ONTHUYHOI miuIbHOCTI Tipu 500 (500-
550) am y miamazoni (0-1,0) ox. omTHYHOT MIUTBHOCTI Ta JOBXUHOK ONTUYHOTO MUISAXY 5 MM a0o0
10 MM (MoxkIMBO BHKOPHCTAHHSI AaBTOMATHYHOr0 aHaJjizaTtopa. IHcTpykmia s
aBTOMATHYHOI'0 AHAJII3aTOPAa BUCWIAETHCH 32 3AMOBJIEHHSAM CIOKNBAy4a).
ABTOMaTH4YHa BoJisTHA O6aHs 00 TepMOCTaT, 110 MIATPUMYIOTh TeMiepartypy mitoc (37 £ 1) °C.
Hentpudyra ans npobipok (Bix 4000 06/xB 1o 5000 06/xB).
[IpoGipku micTkicTio 10 Mt (3riAHO 3 YUHHUMHU HOPMATUBHUMHU JJOKYMEHTAMH).
[Timetku mictkicTio 1; 2; 5 1a 0,05 Ma (ACTY EN ISO 835:2018).

3PA30K AJ151 AHATI3Y
Caixka cupoBartka a6o K> EJTO (1 mr/min) mia3ma kpoBi. ['emoniz nenpumyctumuid. JITTHI
XOJIECTepPUH CTabIbHUMN MTpH TemiiepaTypi Bif miroc 2 °C no mwitoc 8§ °C 7 aHiB.

ol

|Ha60p14 MTOBUHHI TPAHCTIOPTYBATUCS TIpH TeMIieparypi Bix + 2 °C mo + 25 °C yciMa BHIaMU KPATOTO TpaHCTIOPTY. JIOMyCKaEThCsl TPAHCTIOPTYBAHHS MIpH TeMmepatypi 1o + 25°C 1o 3-ox mib.



NPUIrOTYBAHHSA POBO4YUX PO34YUHIB
1. Ocamkyrouuili peareHT TOTOBUH /10 3aCTOCYBaHHS 1 NPUJATHUN [0 TEpMiHY, BKa3aHOTrO Ha
ynakoBIli, npu temmeparypi Bix 1mitoc 2 °C go matoc 8 °C. Tlicias BUKOPUCTaHHS PEAKTUBY IS
ananisy HETAMTHO 3axpuiite hrakos, mo6 yHUKHYTH HOT0 BUMAPIOBAHHS 200 KOHTAMiHALiI.

TMTPOBEOEHHA AHATII3Y
AHaJli3 TpOBOATH Y BIJMOBIIHOCTI 31 CXEMOIO, HaBeAEHOIO B Tabuii 1.
Tabauus 1

Hocnigna npoba Kamgpzlgzana Xomnocra npoba
Binuipsmu B npodipky, m Harmis- HI;.HiB- Hamis-
Makpo| . Mikpo [Maxkpo| . Mikpo[Maxkpo | . Mikpo
MIKpO MIKpO MIKpO
AHAITI3yEMHI PO3YNH 0,75 | 0,50 0,25 - - - - - -
Oca/pKyI0UHi peareHT 1,50 1,00 0,50 - - - - - -

[epemimaru, Burpumaru 10 xe nipu temneparypi Big mitoc 15°C no mmtoc 25 °C, uentpudyrysaru 20 xe
ipu 4000 06/xB. [Ipo3opy HagoCamOBY piIMHY BUKOPHUCTOBYBATH ISl BA3HAUEHHSI KOHIICHTPAIlii
xonectrepuny JIINIBIL. Hi 6 axomy pasi ne donyckamu nonadanus ocady 8 peazeHm 0isl BUSHAYEHHS
KOHuenmpayii xonecmepumny!

HanocanoBa pianaa 0,40 0,20 0,10 - - - - - -
KaniopyBabHUI pO3UnH

xosnecrepuny(REF_HP026.02.02) - - - 0,04 | 0,02 | 001 - - -
JluctunboBaHa BoJa - - - 0,40 | 0,20 | 0,10 | 0,40 0,20 | 0,10
EH3uMHMI peareHT

(REF HP026.02.01) 4,00 2,00 1,00 14,00 | 2,00 | 71,00 | 4,00 | 2,00 | 7,00

Po3unH y npo0bipiii peTeapHO MepeMIITyIOTh 1 BATPUMYIOThH Y TepMocTati npu ioc 37 °C nmpoTsarom
20 xeé abo 1HKYOyoTh 30 Xx¢ mpu Temmeparypi Bif rmioc 15°C go tutroc 25 °C. BuMipiooTh ONTHYHY
MIUTBHICTE AocigHOT TpoOu (Exoc) 1 kamioOpyBanbHOi podu (Exax) mpoTm xoJioctoi mpoou. OcTtaTouHe
3a0apBIICHHA (PoJiceso-uepeone ado Oy3koee) cTabinbHE MPOTIAroM 60 xeé micis 3akiHUeHHs iHKyOauii 3a
YMOBH 3aro0iraHHs BiJl yJIYYSHHS TIPSIMOTO COHSIYHOTO CBITJIA.

doromMeTpyBaHHS - TUB. po3ait «O0IaTHAHHSD)

PO3PAXYHOK

Benyts 3a ¢popmymoro (1):

FE
C = —2<x1,551 mmomp/m, ne (1

C - KOHIIEHTpAIllisl XOJIECTEPUHY Y AOCIIIHINA MpoO1, MMOJIB/JI;
Ejoc - OITHYHA MUTBEHICTH JOCIiAHOT MPOOH, OJI. ONITUYHOI MIITFHOCTI,
Exax - ONTHYHA IITBHICT KaTiOpyBambHOI TPOOH, OJ1. ONTUYHOT IIJTBHOCTI;

1,551 — 3HayeHHs KOHIIEHTpallii KamiOpaTtopy 3 ypaxyBaHHSAM pO3BeJeHb KaiiOpaTopa 3
KoHIeHTpartiero (5,17 £ 0,10) MMOJIB/T BITHOCHO CUPOBATKH, MMOJIB/JI.
NMEPEPAXYHOK OQUWHULb

Mr/100 ma x 0,02585 = MmMoJIL/0

KOHTPOIJ1b SAKOCTI

JUJIss KOHTPOJII0 X0y PEeaKIlii i mpoIeaypu BUMIPIOBAHHS PEKOMEHIYEThCSI BUKOPHCTOBYBATH
KOHTPOJIbHI CHUPOBATKHU 13 3HAYEHHAMHM, BU3HAYCHUMH JaHUM MeTtojoM. Hampuknazn: “®inoHopm”
a6o ,,dinollat” (Vkpaina).

Skmo 3HAYEHHS KOHTPOJIO BHUXONATH 32 MEXKI BCTAHOBJICHOTO Jialma3oHy, IMEpeBipTe
oOJagHaHHS, PEAKTUBH Ta MOXJINBI TEXHIYHI POOIEMH.

Koxna mabGopaTopis TOBUHHA BCTAHOBHUTH BJIACHY BHYTPIIIIHIO CHCTEMY KOHTPOJIIO SIKOCTI Ta
KOPHUTYIOYI 1111, SIKIIIO KOHTPOJIb HE BIAMOBIIA€ TOMyCTUMUM HOPMaM.
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IHTEP®EPEHL|ISA
Jlimemis (Tpurainepuau 10 10 1/71) HE BITMBA€E HA pe3yJbTaT BU3HaAUYeHHS. [ 'emori3 (remMorio0iH
Buile 5 r/1), 6uipy6in Bumie 100 mr/i.
Ha xinm BHU3HAUeHHS TaKOX MOXYTh BIUIMBATH JESIKlI JIKA 1 pPEYOBUHU (HAIPUKIAI:
auemaminogpen, N-auemunyicmein (NAC), memamizon npugoodsams K 00epiucanHio hanbuiueo
3anucenux pesyniomamie) .

PE®EPEHTHI BEJTUYUHMU 2
. . mr/100 M
Bik, pokis Cratp MMOJIB/JT
5-95 nepueHTHIb
K Y: 6-53 0,16-1,37
POB 3 TIyHIOBHHHU xK: 13-56 0,34-1,45
5.9 Y. 38-75 0,98-1,94
xK: 36-73 0,93-1,89
Y. 37-74 0,96-1,91
10-14 xK: 37-70 0,96-1,81
Y. 30-63 0,78-1,63
15-19 xK: 35-74 0.91-1.91
Y. 30-63 0,78-1,63
20-24 xK: 33-79 0,85-2,04
Y. 31-63 0,8-1,63
25-29 xK: 37-83 0.96-2,15
Y. 28-63 0,72-1,63
30-34 xK: 36-77 0.93-1.99
Y. 29-62 0,75-1,6
35-39 xK: 34-82 0.88-2,12
Y: 27-67 0,7-1,73
40-44 XK: 34-88 0,88-2,28
Y: 30-64 0,78-1,66
45-49 XK: 34-87 0,88-2,25
Y: 28-63 0,72-1,63
50-54 XK: 37-92 0,96-2,38
Y: 28-71 0,72-1,84
53-59 X: 37-91 0,96-2,35
Y: 30-74 0,78-1,91
60-64 X: 38-92 0,98-2,38
Y: 30-75 0,78-1,94
63-69 X: 35-96 0,91-2,48
~70 Y: 31-75 0,8-1,94
X: 33-92 0,85-2,38
y CHpOBATIIi, J1a3Mi KpPOBi JIFOMHHU 3
Y0JI0BIKH KIHKH
Hopma: > 1,42 MMOJIB/J > 1,68 MMoJIb/]1
I'pyna pusky: 0,9-1,42 mmoJB/J 1,16-1,68 mmoJIb/J1
ITaToJoris: < 0,9 MMoab/a < 1,16 MMoJab/a

Hani senuuunu opienmogHi, 8ionosiono oo npasun GLP (Haneacnoi Jlabopamopnoi Ilpaxmuxu)
PEKOMEHOYEMbCS GU3HAYUEHHS BNLACHUX HOPMATbHUX BEIUYUH 8 KOJCHIU 1aO0pamopii, XxapakxmepHux
07151 06CMeNCYBAHO20 KOHMUHSEHNY .

AIAFHOCTUYHI XAPAKTEPUCTUKU
1. JIIIBII BimirparoTh BaXJIHUBY pOJIb B €BaKyallli XOJECTEpUHY 3 TKAaHUH 1 TPaHCIOPTYBaHHI B
MIEYIHKY JJIs1 HOTO BUIAJICHHS y BUTJISI )KOBUHUX KUCIIOT.
2. [Nonmxenwnii BMict JIIIBIL - xonectepuHy CBIAYUTH MPO 3aXBOPIOBAHHS aT€POCKIEPO3OM, SKHUU €
OCHOBHOIO TPUYHMHOIO 1H(PAPKT MIOKap/y 1 IHCYJIBTIB.
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3. IcHye nekinpka mOpw4YWH, NOB's3aHMX 13 3HIWKeHHM piBHeM JIIIBII: roctpi abo xpoHiuHi
3aXBOPIOBAHHS TeMATOLUTIB, BHYTPIIIHFOBEHHA TillEepalliMEHTallisd, KpalHId CTyMiHb HEIOiNaHHS,
miabeT, XpoHIYHA  aHemis, MienomnpoiidepaTUBHI  3aXBOproBaHHs, xBopoOa  Tangier,
aHandaninporeiHeMisi, TOCTP1 CTPECH, EAKl JIKH 1 KypiHHS, A-Q-TIIONPOTETHEMIs], HEAOCTATHICTh
koakTopa aunonporeinninazu (Apo C-I1), pizHi ¢popmu rino-o-ninonporeineMii (cmaakosa rimno-
a-ninonporeinemisi, Apo A-I Milano, xBopo6a pub'syoro oka, ciMeiiHa HEIOCTAaTHICTh JEIUTHH-
XOJIECTepUH anunTpancdepasu, cmaakoBa HemocTaTHICTs Apo A-I/C-IIl), pizai dopmu
rineprpuriinepuaemii. Jleski 3aXBOPIOBaHHS CYIPOBOKYIOTHCSI BTOPMHHUM 3HWKCHHSM PiBHS
JITIBII-xomecTpuHa: 1eKOMIEHCOBAHUM ITyKPOBUH J11a0eT, paHHE yPAXKCHHS KOPOHAPHUX apTepii,
renaToICIIOJISIPHI 3aXBOPIOBaHHS, X0JecTa3, HeppoTuunuid cunapom, XITH.

4. T.CraakoBa rinmep-a-minonporeinemis. Jleski 3aXBOPIOBAHHS CYIPOBOMKYIOTbCS BTOPHHHHM
migiiomom piBHsa JIBIIII-xonmectepuHa: TepBUHHUN OUNIApHUA [HMPO3 TEUYIHKH, XPOHIYHUHN
renaTUT, AIKOTOI3M, 1HIII XPOHIYHI IHTOKCHUKAITI].

Kniniuanii giarH03 MOBWHEH BCTAHOBIIOBATHCS HA OCHOBI iHTETrpallii KIHIYHUX 1 Ta00paTOpHUX

TaHUX.

3ACTEPEXHI 3AXo4Qun
1. TIpx po6GOTI BUKOPHUCTOBYBATH T'yMOBI pyKaBHUYKH, 3a00POHEHO ICTH, IIUTH, KYPUTH.
2. Ocamxyrounii peareHT BKitouae GocGopHOBOIb(YPAMOBY KUCIIOTY - iIKy pEYOBHHY.

YTUNI3ALIA
Bcei 3pa3km Ui aHamizy BBaXKalOTh 3a MaTepian, sSKuii Moke OyTu iH(iIKOBaHMIA, 1 pa3oMm 3
MOXXJIMBUMH ~ 3QJIMIIKAMH  PEAKTHBIB IMUIATA€ 3HUIICHHIO BIAMOBITHO O 3aTBEPIKEHUX
BHYTPIIIHBOJIIKAPHSHUX TIPaBUIL.
[TanepoBy ymakoBKy 3/1aiiTe B MaKyJIaTypy, BUIIOJIOCKaHY Tapy - B COPTOBAHE CMITT.

NMPUMITKU

1. BusHaueHHIO 3aBaXar0Th: GTOPHUIH, OKCATIATH, [INTPATH.

2. HamocamoBa pianHa micist HeHTpU(YryBaHHS MOBUHHA OyTH MPO30por0. SIKIIO Hi, TO Mpoly BapTo
po3BecTu (Hi310JIOTIUHUM PO3YMHOM (PO3YHMH XJOpUAy Harpito 150 MMOJB/T) B CHiBBiIHOIICHHI
1 : 11 anani3z mpoBecTy MOBTOpHO. OTpUMaHMil pe3yIbTaT MOMHOXHUTH Ha pO3BEACHHS (2).

3. KaniOpyBaHHS BOJHHM CTaHIAPTOM MOYKE€ BHMKJIMKATH BIIXWICHHS, TOB'I3aHE 3 PO3YMHHHKOM,
0co0JIMBO TpU pOOOTI HA JESKUX THUMAX aHaNI3aToOpiB. Y TaKUX BHUMAAKaX PEKOMEHAYETHCS
MIPOBOJUTH KaiOpyBaHHS 3 BUKOPUCTAHHSIM CTaHIApTy Ha OCHOBI CHPOBATKHU.

4. Po3paxoBaHo npu BUTpAaTi po3uuny pearenry 0.5 mua (Mikpo-), 1.0 ma (HaniBmikpo-), 1,5 mJ
(Makpo-). Burpatry peakTHBiB MOkHa MacmiTa0yBaTH, BUINOBIIHO /10 00'€eMy Ha/J0Caa0BOi
pianHy (HeoOXIiIHOI I aHATi3Y), BUXOASAYH 3 NOCTIHHOIO CNiBBI/IHOIICHHS:

Ocaooicyrouuti peacenm : Ananisyemuti pozyun =2 : 1
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