LM BH—1—2%%
8 . 1. 1 5

BT 1226 & 1 &
EEHISE 1226 5 4 &
SFTH12 A 26 H

ISR S
% | PREFTRETRE | B
ool X K

B A @ A E BR R BRR R
JELAE B IR R M B R A TR R
( =~ H 4 ® )

LDTs DFGIRFZEE AR HAGEE B O FLHEEIZ OV T (B E)

Wbt 2P (R HEITE e, UUTREU,) XUIBhERT (LLF TFbi%) &no,) &
O AR AT ST RS (BF0 23 E3EEH 205 5) 15 KO3 F 1 HE 2 ZITEDD [£
DMEATBE S TED DT (LT AEREN%] v ),) BV THRIKREZTT O
Gt OXGEE DFELRIZAR D BEEF I ONW T, TEREZEO 2 BIET 2 EHRO—EOMEITIZ
PF 5 AT BA BIRA D OBAHIZRET 528 B OMEATIC OV T (EAK 30 28 A 10 HHIT =
B3 0810 55 1 BEAZ@E EBURE®RM) XV Z0EZHTEBRLLTWET,

MELBANZEE D& | TV E TP E L O AEMRAEITEIZB W T, 2o BT oMk
BRI OWT, EHMN, EREREOME. AL OLZEMEORRFICET 2EHE (1B
35 ARIEMREEE 145 B) IZESZ M S AR SR 2 ESE S (84 - In Vitro
Diagnostics, LR TTVD) W9 ,) BNIRMHHINTEE L,

— T, MIEREPKLEL SN THWDHICHEALLT, VD BN Lick> T2kt 22
ENTERVWREDFEZRNRELTNDLI LD, H—OMEEIMEERY NU—27HNT
FXER - B - HE CUIERE) SHATZME T, BRIRZW OB RS B o B B E I H
WHN A (354 : Laboratory Developed Tests, VAT [LDTs] &WN9,) OEGEIFIZEEN
RKOBNATWET,

A, BN T AR RE R A G TEHE R A S B A B (R4 ST E RIS SE) TLDT
DOEFRFIEZ AT 7058 (WFEREFE - REZPIEMRRFESRER) 28\, LDTs %
FEEGR CHEH T HBRICE E UWWEBEFEAN (24 VEMERSE) ONG S & B O B RIS D 77 A
B A (LUF TRIAF A L)) OEBOEHI, TOEARNRE 25745
EBVEMLIOT, NEZMETHO L, B8 T OB & O AR AT 2k LAz
lEEETIOBBEANLET,


IYMBK
テキスト ボックス
先ー４
（参考資料４ー１）
８．３．５



PEUIGHES

KHA X Z281F 5 LDTs ORI BT A AN 2E 2 HlizownT

(1) LDTs DEFZRLM NE DRGSOV T

RKITA X ANZEBNT, LDTs 1ZEREMZRER & RERIZ, B—OREEIIMEEFR v
N — 27 NTKET - BI%E - Bl OUIET) SNTMRAE T, BRZEOMB-CHRIE
HOBEREIZHON LN LD EERSN TS (EEHEK IS0 5649: 2024 [LDTs @
THA L, B%, BA, FIHICBIT a7 b e,

T, —HOMFRKRINTZHEK - FEETHERKIND AT ATRVWHD, T7b
L7 mE AO—HORENIEENHEHTH S, &5 WILRIEMER B B35+
(A7 T~V FHABESAMEE &SRR SN TV DEAICIESCRKREHWDS 2 YY) ThD
BEL L, RN OEEFEOMRE E SN TRV, BIFEHMIC B W CRHMl ST
% HFE S (il Bal o eaqk, MEEEH O &) 2 Wit
[ZOWTIEERIN STV D,

(2) RKHA X ADABESTFIZHONT

Jrile s K OMEAERR AT TS 1S3 1T D IR O HE FE DRI AR D FEMES (C Wi, B
FEEREAT LA (FEFn 23 FFJEAE S5 50 5) KR OERARR A AN C B3 D 1B T LA
(MBFN B3 FEEAETH 24 5) ICXVHELTWD &2 A,

LDTs % EWEE T 9 2124 72 > T A 7 R A T T B i A F 3 B il Bh 4
(BT3B PRI EF3E) TLDT ORI 72498 ) (PR REE « K=
TIRK PR TFEEIZ) 1ITBWT LDTs 2 AT 256 0FBEEL L TEE LWL ON
BRO LB RN,

<R >
RBEEIC BT DRI A OWT
JEA GBS BRI RS R (JBE : 03— 3595-2189, PR : 4098)

HAEMRERITEICB T 2 BIEMmAEIZ SV T
JEA S AE 125 By e B PR G R R B — B X =8 (JEE : 03-3595-2194 N
R - 2538, 2539)



LDTs DERIREEICH [T -RAREDREDHERICEATIAAF X

2025 &£ 12 A 25 H
EEFEITHREERESXEHEE
[LDT DEGEREZEIZMIT1-FFZE | FFZE BT

[(ZL&IZ]

T/ LERERAWV:EREEOERILEEDEREBEAT. RAREDRED
BERICZROIEREZFDO—EZRIED 2018 £ 12 B1BHIZEITEINT =, RIEETIE. &
EFEE-ZBEBABREBOERICEVT. ZRFELTROLLDICIE. BEDFHERIC
FRABEEEBDERE. BEEEXZZEDEM. FEXBE-BROERERT. NEHFRES
HOEREBEUDLGHHENZEIFOoNT, BENEORKEBEZT. %*BFF”EEHE
DEZRIIBHEFLLGY  REEDE=ZFRTEF#FELINT-, BLPEDRIKE
[CEVWTEAREE. TORE - HEDOERD-O . EEMA. Eﬁ*ﬂé%ﬁ%@nn_é\
EMMRUVREMOHERFICET HEE (FEHE) (CEDEFFMIN KSR 'c“?h,f’ﬁ(
SEZMTAEZREM (In Vitro Diagnostics: IVD) ZERAT A5 ENRAITHS, —F. &
EFEE-Z2EABREZD L. RIFZECAEEERICHVS—HBOBRRKREIC
HLVT. Laboratory Developed Tests: LDTs D{FEAMNRHLNTLNS',

LAOLEA S, LDTs DERRREZEICE VLTI, IRIF-AFIZEEZSHRERT NEER
N2, KAAFUATIE LDTs DEEREEICOVNT, ROMNETIEREZREL
THRELEDEO. TOHRKREEREL, EEMLLTEMERERERTIEHD
6. B FREE-Z2EAREZIILHET IRAREDREDERICOVLTIHEN
o
E)ARHAFR(E TLDT DERREEIZHE TR IOTPE R R TORAERRIZEILD
ThY. . BRMNZUMEEESD-SHD LDTs DHAINELR(CHERIKRFIZHICET I
RAZOEROFMIZDOLTIL, ILDT OBRKREEICHEIT-HEIFEBRES (HTHEH)
BFIUTEARE (BEHEN)ICEIIMEE ((THFEH 2 [3.LDTs O, mE. RUTE
MEIERTHIEEADHYAICONTORET ) ESEBINTZLY,

VR OB ARIRE., GRS IR R E R 7 &



(=
<LDTs DEE>

EEMIC LDTs (. BE— DB EEFIIREEZERVNT—INTERE-HR-2E
(FEZER) SN-RET.BERZHOMHEMCERMEEOERREICALLGN
53D EFEEEIND (EFEFRL ISO 5649: 2024 TLDTs DTFH A2, BFK. BEA. FIFA
[ZHFBavtETRERRD),

AAAFVRIZHEWT LDTs IERBDERZRALD, RIT. —EDOFEERZEIN
FRE-EBTHERINDIVATLATENWLD ., THHERETO AN —EHDHAE
FRIEFEEIARATHS. HAWEHESHABMABEIGHN (75X FEREE
MNMBLEHINTNSGHEICIMBEORERANSLGE) THHHELL., RATHLE
EBBEOHRRESNTLGELD . BEBMNICEVOTEEIN TS B RIARKE
(MM ESERAOLER. MRESHOEMZE) ZALN-HREREICOVNTIE
Br5Y 9 %,

<LDTs DWHEME>

BETOARAHORE CAREOER. BMERAT AL MRHE) ISRIEREHI Y
BELENTLZIZLEHL T IVD EHEAELL TRERTET D LICRBE ST
BINUTOZEEFoND, CNEDREMENBVRIFRECT /R TERNC
ETHHBEEWDEENBIENS, LDTs DERREENRHON TS,

1. BENER: —HOFVER - HBEOZEHOISIHREIAMIRESHIGRIE
NEESNGIMGEESE

2. B ER: AE-EEOMEBLENLTHE (R -EREREREMEDOFERIC
BOTAKKXFTBREDEKRMEEZR/NBECINZA S EANHELLGE
E)DD IVD PREZEDHENRHLTIEZEE

3. AFEBRBEMER: 2 FEMEORREEDOLOOFEFE-FFAICBLELRIY
INZFUPMENEARERICHY . BFBRE-RKFEICTEL>TLVEL
KR TEDARBEVLELTIEENFETHEEE

4. EHRER FERZEORITLPEMBOEBARIEFICELTIVD HENEFEEIC
BLONY  IRRARAEOHAIKGFEI 2B LENEEE

2 EIEMBORBEIICE VX, FEDBEIETERELA T 5 BH I3 2 16 ORI
BairoBic, 2 DG TERZZHT 270D a3 o= v SIS A - KGRI
BoTWRWEALH 5, T/, FEOBLGTERZET 2 BHITHM R IBEEH-BOE
MHiC7e o T WERSIC B W T, o B HRER RS CipERo o0 a v
NEF VBRI R WGERD B,

Ao



<LDTs MNERRHIFERZHFRINDIEH"> XUTO2TEHI-TBELNDD,
ERRE S EEAFLY
-EFHSEEATL
VD AEFHELGVFELIEAFTELN
EERF(Z VD ELTOEBAFONGVVKRICH D (LEDADDERLE)
BREORFESMREESN TS

(REDMREREL]

<LDTs & IVD DG BEHERTO ARV EEKFIZDEND>

IVD Z&ERFTET H=DICIE. RESBRIZTOVWTHANLBNDEEFEZRITHIHE
NHb, T5Hb, ORERFTEHADLOLELLTOEEAR (MIGICHRET
HEMANDRKRERE. RERIIEFRTEE. T2EEEFERXZEIREND) DER.
QHEGDGE - MEEFDEESE. QA GDEE - MBEEEAKS| (QMS) DEFE~AD
BEMHEICHMNBFEAETHD, —H. LDTs [ZITERIBIICEDCEE - IRFIAFI A TF
HELAW =5, LDTs OERIZELT.IVD LRIEDREXHERT H-ODHIEREE
N ELED, CNIZIE, LDTs IREEICH T L L TOERFHEAE REERE
{KHl, LDTs D @B - HEEF DAL TOIZEN R B EEZEZIOND . RET—HDIEEE
%X ERTOREZEDREALBREVATLORELOHAEHEICIKEL. D
BREIEMOSEICLHITH, R1IZ.IVD & LDTs DREHERTOLRARUER
AHEIZFDENIDOVWT, MBELTOEREAH OBERBEHLRERE - EEEHIC
DT TEEDHT=,

#1.IVD & LDTsDRBHEETOLARUVEBRAFHEZDEHIZ(FESEL

BEHLGYRLIER IVD LDTs (FR4K)
HHEEN RFE-HEFARD | EXOEENEH | REE=DODBZER
(EEAFHD | & FEDORFAEHIC

&Y BRREIE
BREAE-LE | HA0RE -4t | EFEREAEEEF | REEDBCZERK
=4 BEICkDHIER
HE-REEEAR | HE-REEED | EEOEREHH
Hll D@ IE BHELITHROER | 5L

S IVD 27 7 2101+ IV O BLEL IO W TR EE R EREERR O (PMDA)IC X 2 7&GE7HE
. 7 72 OBEICO W TR O B ERFNAKET I X 2385EEE. 7 7 A T o8TIC
DWW TIFELEIGEEH I X 2 HOEAHEGERO MM Thbi 3,

U TEEFRIER K ORI Z I R 2R O BUEE R B E B o EIC BT 2 H



<LDTs [CHETHIFEHERODEEZMN>

IVD 2T, #E- R BEBAKENEESNTLS=H.IVD ZHWNNSIE
T—EDREDHEEDERNAFTES, TNITHL T, LDTs IZHBNTIE, WiE-
MEEEAHEDREIZEDIBENGZNIELI L BERZEROBRMEOMESLT
DEMNSLIEFIBR T H-HIZ, LDTs #EMETIREMHEBEICH VT IVD ORE
[ZMA T, XY+ DA HTHERITLIVENH D, LDTs (FEEZERICEVLVTEEMN
HEFICEELRERFZIRBETIE5EV HI—A. SELEMERAVSELDLHY . &
EORERICITEMICIEEL-EHESLH D, (2. SELGEIM. FRBEAMICKLaY
NS U PHBRZHOIODRELGE L. ARERLGEEZMHIEREE
BT 5E=H.IVD YSRAMICHET S, 2FY.,. FEESNEL-IEEE2EH. T IEHE
HREBEBINEZDZEMEICEZDVRIIIHBHNEWNEEZOND=MH. LDTs I£
DIEKEL IVD ERIFBELLGDISICHUGEEIZH->THREZHERTILELHY.
LDTs OEMEBEICE>TIE. KUSEDEHLAKRDOLND,

(iRE
<LDTs #Eed DEICHm=T NEEH DA >
> FREOERIRLIEEEFEORE
-REOHERICERIEREBLLT. XBREREE I HEM/ERKBETRED
BRiE
GEEFEE-ZEBAREICBVLTIEEMME. BREET5MOBRED
BREHAET S,
> REHMOBERE -REHRICRIBEEE-EROHE
FHERNARIETHRERT M. TFRETEI. VRITIRDAVNICET 58HE
(ISO 22367 MEEERBREBEEADYRIIADAVIDER IIZELF-E DML
FLLY L IVD THEHRSNTWSRELEMD LDTs [TIFELV = BELFE
Lt FERENHD,
MBS - REEEOWE  ZRENTHT IHE
- LRBEOMBE - EATTHE . RREETOETOI S LIZEIHHE
JROIRDAVINHME FEENTET HHHE
> AIEREAERSE
BIEZEEEEICIT. REEARFOBIE M EESTM (R L MR- R
DNTREHT DL,
-LDTs DHBELTODURIIRC AV BEBELELTOREME. REMEICD

S IR DOZWIE IR L2, 2 0ZWiER Y 2 7 SRR X < 15RO IEHE X 234y
HERFICHE Z 2 ERPRKREWEEZOLNDSE H D,

o



WTIEEEXZEICHREGRYREEH T ILENHD
B REEEMICRE T A REXXE I OVWTIEI AT AR ENHD
> HNHFEEEE
BRERNAICIGC-EUGHETENANSBREEEED T HMER
METEMRBEETESIIROIERK
> NEBEEEERAEORR
KPS —RADRBEEELTUTDOESILHELH S,
HEE B VAXFIvy (REEEB TOERM D)
BEXE(BLGAHHERERE) TOLER)
HEE C.ERAMORERE. RIHEEYE. BEITEELE-HHBOAIE
> F=HBE
EZHITFEIE.LDTs OREEZITO ARV EEEKFHZEDEKRLELDIE
Hrm-dEELLT HBES (EEARTD THLIRAXR-REXTAKRDEE
[ZDONWTDIEEMEZEHMNICTHES 5-OITLETH D,
"MEERITOLARUVEEAHZFOEESEOZEH AT, 1SO
15189 F27E . CAP BREZETEL TS,
JROIADAUMZELTIL,ISO 15189 &£ 1SO 22367 SHRICKHEHCHE
A (B 2R ETDARMNEEIND,

<LDTs IZKR&HNHEH >
LDTs IZIE. B EEMZAVIEM#ENSLVERELEEND, CNLITDONTIE
DRI X DAV OBERE - REEH THIEMOMRE -t HE-REEENRK
FDOBEEMICEVWTOEEEORHEMNLGTEOHRSANSEMNMDEEINBETHS,
BRIZH(+5 LDTs & IVD DX vy T #BOHE-DITNEBELLIEREIEH(XR2)%
FeHT=,

6 PERECE L, IVD OISR ICHE W TARAKD b2 WA (HERES) cHEfilL ., £ 7=
RS O —H SR I B 2 BA B EBSREA CFR 3048 A 10 H) IR & iz
T e 2 O LR T IC I D & |

- FRIER (MEOHMW - MR, LDTs & LCoLEM, BIKMERE (Y 05e)
45)

- HIE F5 v 3 X OHIE SR B

PERE GEREME. REEE. AL, obrfeRd:, MEOLBER (F%) %)

HERROHEES CHERLLE, B ORRE)

- SE GEM 0BG
ICDWT, YEEBE T EEEEOY = 794 Mcfid 5 2 &,



=12L.LDTs M5 LTOEELELDIZDOVNTIE, —SNEREFEIIE HEE-
HELLTELZZAGWNLDEEZD,

> LDTs (fZEdm)
IVD YRONDFEIZE T BRI RIEER Class | IZIH M T AEEMFEZERE (RFR) .

EBHEMELI AT LIGE
Bl REMABIEFRE. AL/POINTS5T74— RILEVFE, BERFM. SRS
JVERTGE

T ERIAS BRI X B RAEAT R OMERE, HIE & IR ETT S 2 & T X OREMIROEHENES
I N2 bDEIET,

o o



#x2 HMHECISCLTLDTs IZTROHOLNIZEH

b/l R Akt TIX &)

IVD LDTs(f55) LDTs
¥ERE DREIRIZ
BIEEED |55 =% 5%
AE
witR | sBREOETE
BEBAOE | EFR #L) ] ]
A P — S (MEHE. BESE | S5 (MasME. BESEICHE
'_F%;EE . Fﬁ;;éi;ﬁ [SBETBHHE. URITRS | THBHE, URITATAVHZ
il b e A BT B EHE) BT B HHE)
HBEOTHE | e TIREBE. NED
HEHL)
MREEHE IR (T ARITICDOLY | BB (MBS IR | BB (MHEFEICHTERY
BEEEryE | cEgrgEcEy LR RIS OV TIE | BRER- BRI DL T
= (B UHRRICET A HEELE(ZTH) e JlEnE )
£ PEBDET) XHURXZOAMTEHRE | XHEXZOABLER
wiER | BB @S | SEMHENBESEL | 35 Mt EnBESEN N
B FESIEANE) WIE) )
BHEKGEEF
Rk g s
NEMEE B B A AR ) ) B
EE EH WA LHRBRESEE | SR W EUBEESEN D
TIEEB EBF |
HeRe WAELELY) )
EICEET BIEEA
L)
wisE
| =% =% 7%
seEEem | REM
FEDZHR EE
BHEHR 5% &%
e
B132 (=1L . BEERFA S b B
N e EFEISO 151890 FZ DE=F
E=EBE B, NAS/LEETRILE | SHhES

BERPIRIIRLTAUR)

ISO 15189 ERRREE —mBELHENICHATHEREE]

[(eJENI




SRVLELGRITBELIRE - AHIZF]

SEMEMRARLI=DIE, LDTs ZEERMIZERTSH5A T, XIEREB-ITRESE
HTHD. EPBFOREFNDBEIZDOVNTIE. SEEPBFIZEVLTHEADEE O
MEEHRFATRANDETH D, HAEVRICEEO-BREZDIEMEEZITIENH
kRHFER-BiEEAK. A BBREEEABTOCRMHE - URITR DAV NHELE
TE% J-GENE ENFE=FHE -HEAOBENE THD, F-. FHIIZ JAB IZ&
% 1S0 22367, SHIZIX 1SO 5649 #SHRUI-BERF DEENDLETH D,

(ftH&ER]

1. TLDT DEEREEIZRIT-#% | hEHREE

2. [3. LDTs DOttge. ME. RUREMZHERTHHEHADHYFIZDOLNTORHEET
REE(HEREE - THEN)


KTQUD
楕円




