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KniHiuHa nabopatopHa giarHoctuka (naboparopHa meguumHa) -
MeAWnYHa AiarHOCTUYHA cneuiasibHICTb, WO CKA3aAa€ETbCA i3

- CYKYMHOCTI AoCniaxeHob in vitro 6iomaTepiany ntoamHu 3
BUKOPUCTAHHAM cneunPiyHMX METOAIB,

- 3iCTaB/IEHHA pPe3y/abTaTiB UMX METOAIB 3 KNIHIYHUMN AaHUMMU |

- popmyntoBaHHA 1abOPaTOPHOro BUCHOBKY




KniHiuHa nabopatopHa giarHocTuKa
(nabopatopHa meguuuHa) -
CKNnagoBa CUCTEMM OXOPOHM 340pPOB’A, AKa 3abe3neuye
MeaMnKO-AiarHOCTUYHY AOMOMOTY MauieHTam

Peanisye:
OLLIHKY 3arasibHOro CTaHy 340pO0B’S
AIarHOCTUKY 3aXBOPOBaHb
MOHITOPUHI pe3ynbTaTiB NiKyBaHHA
NPOrHo3yBaHHA nepebiry xBopob Ta AKOCTI KUTTA

OcHOBHUI HOCIU iIHpOpMaU,ii —
biomaTepian NtOAUHN, WO
NOCNIAXKYETbCA 33 NabopaTOpPHUX
YMOB in vitro




OcHOBHiI 3aBgaHHA Ta QYHKLUIT
NTa6opaToOpPHOI CNYXX6MU

JiarHocTuka 3axBoproBaHb

MOHITOPUHI CTaHy 300poB's

KoHTponb 3a AKICTIO MeanyHnX

nocnyr

HaykoBi gocnigXeHHs

HaB4aHHA Ta NigroToBka Kagpis

BusiBneHHA 30yaHUKIB XBOPOO,
BU3HAYEHHSA PiBHA FOPMOHIB,
6inkie, pepMeHTIB Ta iIHWKUX
BIOXIMIYHMX NOKA3HUKIB Y
BionoriYyHnx piguHax.

CnigKyBaHHs 2a 3aMiHaMu B
OpraHi3aMi nauwieHTiB, ouiHka
epeKTUBHOCTI NikyBaHHA,
NpoBeAeHHA CKPUHIHIFOBUX
LOoCnigXeHb.

NepeBipka TOYHOCTU
AiarHOCTUYHKUX Npoueayp,
eheKTUBHOCTI NikyBaHHs,
3abe3neyeHHs 6e3nexkun
nauieHTIB.

Po3po6ka HOBUX MeToAiB
AIarHOCTUKM Ta NIKYBaHHS,
BMBYEHHA MeXaHi3miB
3aXBOPIOBaHb, NOKPaLLEeHHA
epeKTUBHOCTI MeguuHOol
LAONOMOru.

[MiprotoBka
BUCOKOKBanidpikoBaHmux
cneuianicTis 3 nabopaTopHOl
AiarHOCTUKU, YAOCKOHaNeHHsA
3HaHb Ta HaBUYOK MNPaLiBHUKIB
nadopaTopHOi CNyX6u.




Ponb KniHiYHOI NabopaTopHOI AlarHOCTUKM

KninrHa naboparopHa QiarHoCTHKE - UE Halip METOAIB, LW AO3BONATE OUHITH CTAH 300P0B'A NALIEHTa 38 AONOMODN aHaniay Dionor4Hux MaTepianis.

1 PaHHA glarHoCcTHKa 2 MQI-IITOPIIIHF HWBHHHFI
3asnsKd naBopaTopHAM QOCNIIKEHHAM MOXHE BUABMTH 33XBODIOBAHHA Ha PerynApHi naboparopkl aHanian AonoMarakTh OUHIBATH BDEKTHBHICTE
patHix CTagiAX, KoMK NikyBaKHA Binslu eerTHaHe. NPH3HYEHOD NiKYBAHHA T3 BHOCHTH KOPEKTHEH.

3 OnmumizaLis Tepani'r 4 |'|[J0¢|J|.I'IEI-I.THHE yCKnagHeHb
JabopaTtopHi faHi Ao3BONAKTE NABMPaTH ONTUMANLHI METOZM TEpan, 3aByacHe BUABNEHHR MOKITHEMY YCKNAIHEH OIBONRE EXMTH 3aX0i8 ANA

Bpax0BYHHH IHAWBIOYaNsH 0cobNWBOCTI NaLeHTa. Tx 3anoiraxHs.
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* UlopiuyHo B 5778 pepxasBHUX nabopatopiax
YKpaiHN BUKOHYETbCA:

* 6aU3bKO 757 MAH. nabopaTopHUX AocniaKeHb

* 3 HUX: Ha 1 mewkKaHuAa KpaiHu — 16,4
AocniaxeHb,

* Ha 100 BigBiayBaHb B nonikAiHiWi — 93,9,
* Hal ocoby, aka Bnbyna 3 crauioHapy — 34,6



CTpyKTYypa naéopatTopHoOIi
CNTYy)>K6U Ha perioHasibHOMY

PIiBHI

PerioHanbHi naéopaTopHi UWeHTpH

PerioHaneHi natopaTopHi UeHTpK 3a6e3ned4yoTe OiarHOCTHUKY
Ta MOHITOPWHI 3aXBOPHOBaHb B MeXax CBOro periony. BoHw
nignopaakoeaHi perioHanseHoOMY YNpaeniHHKD OXOPOHMK
30opoe'A.

PanoHHI (micbki) naGopartopii

PanoHHi (miceki) naGopaTopii 3ate3ne4yyoTe QiarHOCTHUKY Ta
MOHITOPWMHI 3aXBOPHOBaHE Ha MicUeBOMY piBHI. BoHK
nignopagkoeaHi palnoHHUM (MICBKKMM) yNpasniHHAM OXOPOHK
300poB'A.

Na6opaTtopii MmeguyHMX 3aKnagie

NaGopaTopil MeguyiHKMX 3aknagie (NikapHi, nonikniHikK, gyuTadi
cagw Towo) 3atez3nedyoTh AIarHOCTHUKY Ta MOHITOPWHI
3aXBOPRHBaHE 1A NAUIEHTIB, WO OTRPUMYKOTE NIKYBaHHA VY
UbLOMY 3aknagi.



OpraHi3auinHa CTpyKTypa naboparopHoOi
Cny>om

Opradizayis naBopatopHol cmysbi 3aness s Bl poaMipy Ta TUNY MEQUYHONo 3aKnany.

3aeigyesaud

Kepye poboto natopatopHol cmyakbi, Bignoainae 3a opradizaui Ta KoopoMHauin poGoTi.

NabopaTopHi eigoineHHA

Cnevulanbopandi nigpoaning. wo NposodATE NEBHMA B0 nadopaTopsHid JocnimHeHs (Hanpyenan,
Gioximia, remamononia, mikpobionoris).

NabopaHTK

BHECoHyH0TE NabopaTopsi adaniad nig kepieHMUTEOM NikKapa-nabopaMTa.

Nikapi-nabopaxHmn
IHTEpNPeTyIoTE Pe3yNETATH NabopaTopHKX OoCNTKeHs, HANAKTE KOHCYNBTALIT NKAPAM IHLLIMX
cneuianeHocTeN,



Kagpose 3a6e3ne4yeHHs
NabopaToOpPHOI CNYXK6M

5

Buuwa ocsita

ns poBoTk B nabopaTopHin cny ki
noTpifHa BMLWA OCBITa 33
cneujaneHicTio "NaGopaTtopHa
piarHocTrka" abo "KniHiyHa
nabopaTopHa giarHocTuka"

L3

CepTudikauis

Lns oTpMMaHHA Npaea Ha
BHMKOHaHHA NadopaTopHUX
[oCNigKeHb, NPaLiBHUKKM NOBMHHI
NPONTH cepTUdikauito Ta oTpUMaTH
BIANOBIOHWIA JOKYMEHT.

D

Cneuyianizayia

NaGopaTopHi NPaUiBHUKK MOXYTE
cneuianiayBaTUCh Ha NEBHMX BUOAX
Aochnig#eHb, Hanpuknag, Gioximii,
rematonorii, MmikpoGionorii,

%

MocTilHWIA PO3BUTOK
MpauiBHWKK NaBopaToPHOT CNyKEK
NOBMHHI NOCTIMHO YOOCKOHANKOBATH
CBOI 3HaHHA Ta HABMYKK, NPOXOAAYM
KypCcH NigevLeHHA Keanidikauii.



KniniyHa nabopaTopHa AiarHocTuUkKa
(Clinical laboratory diagnostics )

Cy6aucuunninm:

* KJiHi4YHa HioximiA

* remartonoria

* uuTONOrIA
 nabopaTtopHa reHeTUKa
* 3ara/IbHOKAIHIYHI AOCNiAXKEHHA
* iMyHoONoOriA

* i30ceponoria

* MoONeKynapHa bionoris
e bOakTepionoris

* MapasuTosorii

* Bipyconoria

* TOKCMKONOCTIA

* Koarynosoris




OCHOBHI po3Ainu KniHi4YHoI labopaTopHOI
BIarHOCTUKK

XiMmiKo-MmiKpocKoniuyHe gocnig)XeHHa 6ionoriyHMx marepianis
remaTtonorivyHi AocniaXKeHHA

AOCNiAXKEHHA CUCTEMU reMmOoCTasy

6ioximiuHi gocnigrKeHHsn

MiKpobionoriyHi gocnipKeHHA

IMYHONOriYHI gocniaKeHHSA

AOCNiAYEHHA PeoNoriYHUX BIACTUBOCTEUN KPOBI
LUTOXiMiYHiI AOoCnipXeHHA

NiIKApPCbKUU MOHITOPUHT

imMyHOdepMeHTHUM aHani3

MeToAUN MONEKYNAPHOI AiarHOCTUKU



MpuHLMNK cnevianizauii cy4acHoOl nabopaTopHOI AiarHOCTUYHOI

cnyxom

CysacHa nafiopatopHa piarHocTuka ece Dinble cneljanisyeTses, BinoGpaaoym 3pocTakMy KiNLKICTE QIarHOCT4HKX MeTofie Ta noTpely B BUCOKIA TOYHOCTI Ta HagjiHoCTI

pesynkLTaTie.

Cneujanizauia 3a HanpAMKOM 2 Cneuianisauia 3a meTogamu

CnevjianizoeaHi nafiopaTopil 30cepem#yKTLCA Ha NEBHMX TMNAX OCNIIHEH,
TaKMX AK MONekynApHa QiarHoCTHES, UMTONOMNA, FeHeTU4HI JoCNiTHEHHA.

Cneuianizayis 3a KniHiYHMM HaNpPAMKOM

[Jesx naBopatopil cnewianisyioTECA Ha [iaTHOCTMLY NEBHWX 2AXBOPHIBaHE, TAKWX
A OHKONONIA, HeKLiiAHI xBopobi, 8yToIMYHHI 33XBOPIOBAHHA.

NaBoparopil MoXyTE cNeliani3yeaTucA Ha NEBHNE METoax JOCNIMHEHHA, TAKHK
A iMyHOEPMEHTHHWIA aHani3, XpoMaTorpadpis, dnyopecUeHTHa MiKpoCKonia.

Cneuianizauis 3a nauicHTom

NaBoparopil MoxyTs 30cepepKyBaTHCA HA 0BCNyroRyBaHH nesHol kaTeropil
NALJEHTIE, HANPWENAN, AITed, BAMTHWX KIHOK, OHKONOMMHWX XBOPUX.




[puHLUMNK Ta hopmu LieHTpani3aLll
KNiHiYHMX NabopaTopHMX AOCNIMKEHb

LleHTpaniaauis kniHivHUX nabopaTopHitx AocnimkeHb nepeabdayae KoHconigawio nabopaTopHux pecypeis
ANA NiABULLIEHHA eeKTUBHOCTI, AKOCTI Ta JOCTYNHOCTI AiarHOCTUKY.

36inbLweHHs obcsrie gocnimkeHb

LieHTpaniaalia A03BONSE 3MEHLLMTY BUTPATH
Ha obnagHaHHs Ta nepcoHany, 36inbLuyoum
obcsir JocnimkeHs, Wo pobuTs Ix

AOCTYNHILLIMMM 715 BiNbLUOT KINBKOCTI NALieHTiB.

Ckopo4eHHs Yacy BUKOHaHHS
AocnimkeHb

O6'eaHanHA nabopaTopHuX pecypcie Ao3sonse
edekTUBHILLE BUKOPUCTOBYBATH 0ONaaHaHH:A
Ta NEepCoHan, CKOPOMYIOUM Yac BUKOHAHHS
AoCNiKeHb.

MNokpalyeHHs AKocTi

LienTpanizauiis 3abeanevye KpalLMil KOHTPONL
AKOCTI 3aBAAKW BNPOBAMKEHHIO EOMHUX
CTaHOapTiB Ta BUKOPUCTAHHAM Cy4acHOoro
obnagHaHHs.

36inbLweHHs cneuianizauil

LieHTpaniaaulis fae MOXIMBICTL CTBOPHOBATH
cneLjanizosaHi nabopaTopHi BiAAINEHHS, WO
3abe3aneyye BUCOKY SKICTb Ta TOMHICTL
[LiarHOCTUKM.



CepTtudikayis
npoueaypa, B pe3ynbTaTi AKOI He3aNeXHUW OpraH Aae€
NMMCbMOBE NiATBEPAXKEHHA TOro, WO NPOAYKT, npouec abo
nocayra BiagnNoBiAaOTb NEBHUM BUMOram
NiaTBEPAKYETHLCA, LLLIO naboparopis ANOTPUMYETbLCA
CTaHAApPTIB, NpaBuUA, npoueayp, BUMOT i pernameHTIB
B HAABHOCTI € MMCbMOBI MaTepianu, npoueaypu i AOKYMEHTIB
AkpeauTadis
npoueaypa, B pe3ynbTaTi AKOI aBTOPUTETHUN OpraH odilinHO
NiATBEPAKYE KOMMETEHTHICTb YCTaHOBM abo neBHOI ocobu
NN BUKOHAHHA KOHKPETHUX PobiT
NiaTBEPArKYETHLCA, LLIO naboparopis ANOTPUMYETbLCA
CTaHAaApTIB, NpaBuUA, npoueayp, BUMOT | pernameHTIB




NliueH3yBaHHA

3aCib  pgepKaBHOro  peryatoBaHHA  NPOBAaAXEHHA  BUAIB
rocnoAapcbKoi  AiANbHOCTI, CNpAMOBAaHUM Ha 3abe3neyeHHs
6e3nekn Ta 3aXUCTy EKOHOMIYHUX | COoUianbHUX iHTepecis
AepXaBun, CycnifibCTBa, NpPaB Ta 3aKOHHUX IHTEpecCiB, XUTTA |
310pOB’A  NOAMHKM, €KOoJNOoriYyHOi 6e3nekn Ta  OXOPOHWU
HaBKO/IMLLIHbLOIO NPUPOAHOro cepeaoBMLLA

BianoBigHO Ao noctaHoBn KMY No285 «[lpo 3aTBepArKeHHSA
JTiueH3inHNX YMOB MNpPOBaAXKEHHA rocnoaapCbKoi AifANbHOCTI 3
MmeanyHol NnpakTnku» Bia 02.03.2016 p.




NliyeH3yBaHHA

- [03BiN Ha 30iMCHEHHA AiANbHOCTI

- TPYHTYETbCA Ha AEMOHCTpaALii 3HaHb, NPOdECIMHUX HABUYOK Ta
nocsigy

- aKpeauTauia 3aknagy npoBOAUTLCA NICAA OTPUMAHHA HUM
NiUeH3il Ha NPOoBaAXEHHA rocrnogapCcbKol AiANbLHOCTI 3 MeANYHOI
NPaKTUKMU

JNliyeH3is - npaso cyb’ekTa rocnodaploBaHHA Ha MNPOBAAMKEHHA
BMAY rocnoaapcbKoi AiaNbHOCTIi abo YaCTUHM BMAY rocnoaapcbKoi
AiANBbHOCTI, WO NiANAra€ NiLeH3yBaAHHIO




CyyacHa megMyHa npakTuUKa:

Bumoru po nikaps:

* edeKTUBHA AiarHOCTUKA

* edeKTUBHa Tepanis

*  MiHIMI3auiAa HeraTUBHUX HAaCNIAKiB BTPY4YaHHA
* paLuioHa/IbHICTb

* EeKOHOMIYHICTb

- BUKJ/IIOYHO Ha OCHOBI HaAiUHOI Hpopmauii




OcHoBoo [10Ka30B0Oi meanULMHU € NepeBipKa ePeKTUBHOCTI Ta
b6e3nekn meToamK AiarHOCTUKKU, NPOPiNaKTUKM Ta NiKYBaHHA B
KNIHIYHUX AOCNIAXKEHHAX

«MpaKTUKa AO0Ka30BOI MeaULUHUY» - BAKOPUCTAHHA AAHUX,
OTPUMAHMUX 3 KJIHIYHUX AOCNiAKeHb B NOBCAKAEHHIM pobOTi nikaps

Cucrema GxP
YnpaBniHHa fAKicTio




B cyyacHiit npakTuui BinbLWOCTi KpalH BUKOPUCTOBYIOTECA CTaHAAPTM:

npoBeAeHHA KNiHIYHNX gocniaxeHb - GCP

(Good Clinical Practice, HanexkHa KniHi4YHa npaKTMKa)
BMPOOHMUTBA NiKapCbKKX 3acobis - GMP

(Good Medical Practice, HanexxHa meanyHa npakTMKa)
BUKOHaHHA nabopatopHux gocniaxeHb GLP

(Good Laboratory Practice, HanexHa nabopaTopHa npakTMKa)

NNaHYBAHHA | NPOBEAEHHA KNIHIYHUX AOCAIAXKEeHb, 0OPOOKMU i
aHanNi3y IX pe3ynbTaTiB Yepe3 BUKOPUCTaHHA MIXKHAPOAHUX
ctaHaapTis GSP

(Good statistics Practice — Hane)KHa cTaTUCTUYHA NPaAKTMKA)



GMP (Good Manufacturing Practice, HanexxHa BupobHuua
NPAKTUKA) - Mi*KHAapPOAHUN CTaHAAPT, AKMI BCTAHOB/IHOE BUMOTU A0
BUPOOHULTBA | KOHTPO/IHO AKOCTI NiKapCbKMX 3acobiB Ana noaen i
TBAPWH,

a TAaKOX cneLjiasbHi BUMOTrM A0 BUPOOHMLUTBA aKTUBHUX
dapmaueBTUYHUX CyDCTaHLiM Ta OKpeMUX BUAiIB NiKapCbKnx 3acobis
CtaHaapT GMP peryntoe Ta OLUiHIOE NapameTpym BUPOOHMLTBA Ta
nabopaTopHOi NepeBipKu

GLP (Good Laboratory Practice, HanexxHa nabopaTopHa NpaKkTUKa) -
CMCTEMA AKOCTI, LLLO OXOMNJIKOE OPraHi3auiMHUM Npouec i yMOoBU, Npu
AKUX BUKOHYIOTbCA HEKIHIYHI JOCNiAKEHHA NiKAapCbKUX 3acobiB,
NoB'A3aHMX i3 340pOB’AM Ta eKos0riyHo be3neKoto

GCP (Good Clinical Practice, HanexxHa KniHi4YHa npaKTUKa) -
MiXXHAPOAHMNN ETUYHMI | HAYKOBUWN CTAaHAAPT NNAHYBAHHA Ta
NpoBeAeHHA AOCNiAKEeHb 3@ YYaCTHO NOAMHUN B AKOCTI CyH’EKTa,
TAKOXK AOKYMEHTAaNbHOro 0opOPMIEHHSA Ta HaAaHHA pe3y/bTaTiB
TaKuUX AOCNiAXKeHb



MexaHi3zmom ynpoBaaKeHHA npmHuunis [JoOKa3osol
MeAULUNHN B LUMPOKY KJIHIYHY NPAKTUKY € NPOBEeAEHHHA
CTaHAapTU3auii Megn4HoOI 4ONOMOTN Ta

BNpoBaaXKeHHA GOopMynAapHOI CUCTEMU

HauioHanbHuM piBeHb nepenbayace BNpoBaaKEHHA —

. MiXXHapPOAHUX Ta AEPHKABHUX PEKOMEHOALIN,

. OAWHULb BUMIPIOBAHHA,

* pedepeHTHUX iIHTepBanis,

°*  NOPOroBMUX 3HAYEHb ANA MPUUHATTA PillEHb Ta CTAHAAPTHUX
onepauinHnx Nnpoueayp







