OB #E KB

SfM34 4 H 16 A

# O T
% | REggERET | WmATEE R #HFR
FroBll X

EE%{@J%\%E@ 11 *j‘ ]7 /r }]/XEZ;%E
o ARHEE AT

[l a7 AL ZAJKYED PCR B ICB I ARBESHE~v=a 7 /|
W22\ T (JEE)

Bl o oA R ERYE DR IZ OV TIE, BRI W T ERE
(REFN 23 ARYEAREE 205 75) (T, MZAERA T IS 36U T I B R i A B 55 |2 B

T oA (N 33 FEEME 76 5) 2N ETRESKEFHICHET »#E
ZHTLHLOLINTWNWDH EZATT,

Sk, B2 REREAGBELEFEL L TEINTZHFNan oA
AJEYLIE D PCR A F T D R EE AR R 2R E 2 Hilaw )
U A IV AEGUIED PR A FICB T HRBEEHE~ =27 V] ZHIRO LBV
EVFELEDELIEOT, ERICE N TE, BERNICBT2HaaF v (v
ZSEYE DR A LRI LT, B3F LT X HAE BN 2 LET,

X BB BAEIHE DS 0 A LAY PR RS 5
HIFEEHIEER ) WiEHE
(https://www. mhlw. go. jp/content/000769978. pdf)




glj 5 N

FREOOFIAMIINRAREED PCRBREFICEBTAHEESTEIT=_07I/L

BEFBHEEE HEIOFTVMIILAREED PR REFICHANDIFEEHE
HEFEFE] (2020510 A6 B—2021 £3 A 31 B) ITEVWTEHESN=HBEE
BEBRELNBBEEEEATORBREOSNICEY FHE 3OSV IILXPRR
BEFICLIERHENERIE. AIETOEXITMA T, BIEA - AEZRTOEXIZ
ERTLHIENEZON, F- AR TOERICET2BRERROERLER
NHLMNEG Sz, KYZaT7ITHR, COREBREREBFAT. HE a0+
AILA PR BEFORE - FEOHRICEVWTEBEIARNSZLZUTICRRY
2o

1. REETOYBER
1) BEFEEREICBITARE - BEOHER

EREECHEREFICE T 2REREOREDCHERIT., EREPRKIR
ERENFICEYT HERE UT. TEREF] £V 3,) ITLYEDHHEEICAIY
ETNETNERT HIVENH D, COPT, BEEFHEREZERT 5SS
T, UTORIEHEBREIZAEHELTROON TS,

- BEOHRICRLIBETEDEE
- IREEXE - HEDOAER

- NI EEEDRE

- SR EEEAEOZR

- THED =Tk

BERT. BIE. AERDOI DO TOECRZENZNICEVTREEZEDANEFE
EEEO—BEL L THAEMNICREIAENYMEALHY., CholZBTLHE
BERIEILUTODESY,

(BEEZHLEYT 5-HDEBER]

-AERMIOER  RAEOIRYENSY ORFRERET 5, RIKORYE
WBALEISIE RERY FWFIEICET 2BREEXEEADEHEETHIBLET
HY. ARETHNEREBRHRZEFILO. AIETOERIZEITH/NN—a—FE
BZET5, VARFBEOMILICE, REBEDOREZOHFZEE LIREC L

1



[CAlZDEE - BEFLFFEOETOLDEZFERAT I L0, REEMEET
5T T LIBIE - BERAORERAELZTLITY TERITTERT S L. B
BHAIYTTOEE - FREDEAIXEMT S ENEZ 5N 5, RNAHES
HIENE - RHED2 7O R EHEE L -BHAEF1—TAKXOH— YV
FROAERTLEFIRT S EELEHERATHD,

-HETOER  BEBHEaICMFA—LEDORBREEERRET 5. N
glycosyltransferase ®FAICK Y. EIgEH (F>TYaY) OFv1)—
A—N\EBEOEER/MeETRETHY . BIEREDERICEVWTEET S,
-BEBRTOER  BIEBEYOFX v ) —F—/\FRICKSBEBEEROMKIE
[ZIE., ERIEMORBRNDREEHIET S ENEETHY . FICIKEEIEIR
RIGEDF1—TDEZMITSZ EIXAIRELR Y AT 5, £1=. AERT S
At X LEIE - REFFOHETITL. BAD 70 —%—51TI129F %,

COEN. HEIBIEBGRTORRNECTREOERERRT S LAY
BB 5. BABMEARDNSBER. HRERET HHIC. BEITEL TR
EENTRIEFIELAOTE REENERTORL SBHEFRH D VIR
BE) CEAELELET, #5T 5 EMLELL, BRIROMBLIE, =
EF 190 EBOEFIROEEFEE~ORBLEFHBETH S,

(AR EHILET 5-ODBER]

- BIERI IO R - BERYISE L -BREAEORER (MHITKFEEL LT
PR, MRERBFEIERGE) OREKFERY A SO OBEEL (ERREK
ICBETHBE - REZTOFERMALGLE) ITBET S,

-BETOER  BERETOER (HHVEHKBHE TOEXEEH-2
TOERERGCEICEZA—FHIE. R ar tO—L (B TLeT
SUYICEBBEMEMA TS 0) & DRIFEECKERIEEMED RO
BERDHS,

CNOBHEZRARICHLET Z2BREZEORY HAIZEIT 2 FIBIX. XRIE(IC
TiRZ 7O REED=OD NAITIZEEEE) (CEEE;TH &

2) AEBREERIFOMEXLET

EREFICEYRKREOEECHERICDEGEEAERELLT, JoE
AEBDOEHDOAEREFEE. RERBRTEEOREETZOERFEN
RHENTWS, COEFEIEREFICELVTENENEDONTULSEXH

2



B BROEREDBELL D,

GRIEZEEEE) ICAVTIE. BEEB ZLIC. TERL. TBRERMER.
FAERERVAERE], MREFIE (70—%)] RU TREHHERVHIE
HE)ZBYAD, BV, UTOEBEICDOWNT, AlEeHE Y REZDELEL
[CHELBZLDEDERYAL I ENEFTLL, BTEEEXETIE, BRE
HREZ LI, TERE]L TERKHWEZL. TAEAZRVAERE] TREFIE (7
O—%) I RUTEEHFFERVHERE | 2T L LEEBIT. UTOEIESE,
BREEZDZEECIIDELREEFARELGRY ZBYRAD I ENEFELLY,

HREHEM CRIERE. BIENEES)

BREZRDEESEM

BREMH (BARE. FREHS)

I, #E. FERVHEER

EEHAMRUIZEYNE ORIRA E

BREOEHER

BIEEDFEEIE

EREEZRLE-BRAOIRKRAE

RESEDAERUVHOESE

SEXM &

Nho%x, RERBFONKGIHEECRBILHEELHIH. REHS
ZOmKFAEZ(CIX, BIERT - AIER TOERICETHEREXICOVLWTER
SNTVENI EAZ LS, BIER - AR TO XA TOBEREHILT S
=6, TRIEZEEEE) O THREFIE (70—%) ] IZ[X. EREETHEL
f=BIERT - BAIEZ 7O R EED-FEFIEDRE L TNICEDGERANE
FLLY,

FCRIERREEEE) (121X, REEABOMRSFHEOTM (RYMRESR - &
BE) ICEDCKRBREBRAZEH-HEIFHEORENEL. NBBEEEERICET
HEXFIELEOTRET H L,

HEEFMED S B, IS, REBRROBE (BERM) (X, ZERHLE - BiEHEE
DRELEE270ERIZHEIT55HE. HIEREDRENDLETHD,

3) BREBAROMRFEONM (ZHMEHER - R5D & B/TE

FERYTHIHAENEERARDSEE. REZAKIC. EREEDEHEMET.
REBMICEH LM ZTML . 2ETHRFEZHEALECTER
DIELY (ZEMEHERE) . FRYTIAENRFAREFDESICENTH, BITKR

3



EZCTOEARICHESFTOTENIALETHS BID.,

REBROEE (BEM) 2HELAVGS. HICEEREORAEADAEICH
(T5FEROBHREICEEL. AREMCAEHERORITOERERLGY
55, MREHEICET AAEBEEERIL. BXRO MMEESEOFMICET SR
FEBEEAl ZSEBEINiLy,

J7ILE A LRT-PCRIZE 1T HEMHEFIEDEZE L L T Threshold Cycle (Ct)
EZAVSEE. FEEEERBHABDHERETIE. L DEHRTA—HI—IEE
ED 40 ZAWLTUL A, Ct EIFBEAZEDOHREDALZE LT AR LATEE
EDHAEDOEFIZKYEHTLH LD, REEARBICRHEBRZE DT
MR DM Z T, BHHEDEELLLCLEZTEHLIENEETH
%,

BRERR. SEENE. BEOF@EICH VLTI, 7y A AV SERKRKEAK
DIEF (LRERD T ER, BRAE) ERBFRLZMHER FER EMEMMHEIR.
ERELGEEEZMMER) 28T BRALODHMAEHEICIVEAET ZHEDN
H5. REBFROFEMIL., #ZERHE & 1BIE - R ZHAESE RS MEE L T
BT

HEAOFTIAIILRIEDNA DA LR ELERLTERLDPTLK,. TS5A4<7—-
TO—JHEMMDERICLPRERADETOAREEMNIEREINA TS,
BREEABOMESMEOE CHERALE-RBERIE. V1 ILREERIZELT
BREDITIDHEND D, BREZDIA I VT, BHERADET (HD LI
FE4) DRREMMNTRIE SN DIGE T, fIZ L S EREEETERAE~DOSMIZHE
T5EEERMDOBECOBIREDRKE., AEREORUEXENSEEK
[CDOWTHMBEEETORAEEMEICOVWTHERIEENH - =158 L ELRDH D,
NEREEERE~NIEHRHLSMAERE SN S,

4) NEREERE

PRIZEZED-ECFEEREZERT HI5E. BEEEZFICELY . NEHE
EEEOEREIIZFLELTROOATNS, EERABTELT, oA=L
BIEDHEXT VEICITI. NEBREBTEIE, AR ATLOREMIZELD
FRE (BEM) 2HRAILILTRETHY .. TOBRICHRIAEMICHELERE
H (BEERER) DIEREREECODNT,. HohLHEDTH L, HFFEH (F
HER) L. BEBET—ADELDENHFRTEL5HE BR) ULV,
BEEET 412X, EERAMELTE Y FO—ILZFAEL, TDCLIE
A° Threshold time (Tt) EZAWVS I ENEZ N D,



BAMICIE. BEaY FO—IILOBIEEDCBRN - BROEEFZEET 510,
KRG T REBRICIE, REEBARKICEHHEL-AEEORE (BEY) I
EOCESDZENEERE BIA(X., £33D) 2% FL. BEEARICEER
EOEHDICAEL-EERBMOBRICOVT,. FOEY (Y) LELDRIEE
DEXERNIDE R) #&EM HZIE. #0) 127y LTSS 71L.
EZA—TF 5, *ERMVNEERFNICHIGEEIL. BIEHBRENREMIZELN
TW3ERLT,

BHERZEZNANI-5E. HOAWIEEBERATEHRAEDER (FLY K, &
T hgE) RRONDGEEIE. AEKROREEISERINTULALATEEN
NEZboN, RROERAEFNICEDIDCREFTS, EEELT, AIEXE
(RFEE) PRAERE BEELELGE) OFESHNLGTULSD HAFEETE GEX.
RELERLE), EEIEEFIE. BIEEOFH - BHE (ERy MEELZE). &
AREEATEY THRVDDHEREITS ., EHMIC, FLATKEOOY FE
B ELERIC, EFEBRAKELEILTORaY FO—LEANT, &
TOtR (REORTLEE, RNA i, BT, ZEREIEERE) TEREREL
B L (RIGEAE) ZE=F4—F 5 ENEFLLY,
NEEEEEARICAVTEHAENBEREFAR FIZIL2EAENZS.
G EEEHE 1 EDD) AROLNDIIGEE. WOTHENLZEO-4EE
BFHEOFEMZTLD. BIEEOFH., AIERE, AIREELGEDRRA (L) I
EOIKRENDLETHD, REEARICHEFMEOIEICSVTHEE (BR
) DHERZEZTH>LEBIT. TORLBENIF STV S D, HEHEMER
HREEEBICKYERT I ENEFELLY,

5) ZEDOWHE
EEZFICKY. ECFEEREZERT 546, HEOEBIIHRHFEL L

TROLNTULNS, HIZ, BIES R TLOMREEEE (RUMRESR, B3 &

BREBALEBIZET2EAME EBREODEBEIEETH D,
HEARXBABICIITREAEEN D,

a) MBEIARDAVIVATLA

b) XEEE

b) BIES AT LDMREF DM (ZUMHER LK. RERR. BE (B
). PHERE - SEFEM. BBYE - ARG L)

c) NEHBEEE - S\ EBEEE

d) #8770 XBLUFIE

e) BEERHRATL

f) N"AX VR -T2 AL



g HEA VT U NORENR#ESORERE
h) BEADFRAICEYT 5ME. BHFROTHES
1) BEEER

EXRPREICETENEEN D,
a) B AR ERDRE

b) EiEDE1E

o) AFRE : ERy MR L,
d) BB 1E



2. FEEERERELNIHECEREORROANICE T (B

1. IZRLEBEAIZCEDE, FRTDIETOAEVATLIZONT, &%
BEEQOEFICBVWC. FAEN - BRICE > THVELBREBROEE (FEM)

T EMRERIEE

i - R Y S,

R, NEREEEREDOHERICE D CRHTE (BIEHE. AN OER
EREDEELEDHETRIDTEEICEHYUSE L IR,

x1. RUEDER LMK
RUEDER | ZZAoNDHER RSES
BEOHIER | RHERFAOBRMEFR. | ZLMEHER - REEDEEIC L HRH

HEDORETR

RHRF. SHTFEME.
HIEREDA—ND—1E
EEDERA (Ct40 77 &)

RADHERICEDI (HEREDE
E

RHEBRFETE

4 LR
HEEH L ROET

VAL RELITIS C T E
BERADIEI)YIREHETT
DPERED BT

BARY E
Ly, HE0E R AR
D ERERT
B. RO
iRy

AEREMERZEORLH
RETRE
AEREMERELLT,
e EEE-EE

BEA-AERTOELADOFIEDE
& (RIAIEL. ¥ O R FEOEE,
IBMEERER D B fRAERE. SR DEREC LR
&)

BE (BRME)
~E

NEREEEIZH LT,
arvrO—)LERKMEE
iy
EERR GrREE) 0
IEIEEEBEREDHRT
Tl

FH (EXRv MEE) . BIERE.
AEEER EFERERIE

a2 ~A—LEBEOEY G ER (1
B, BE)
MREFIEICEDCEERAOREE
REICEDCNEFEEEE

HBIEEHMOX ) —F
SAVEE S

fEtEa Y hO—ILEDEBFRIE. B
- U v oA AKX MWK
glycosyltransferase [Z & & &g E
MDHE v ) —F—/\FBEDOEEM
B, b d5EEA0OAE (KRH
BEHMEGFOELGLIBRERHH L
FHMREERE) TOBRE.




AR TOER SR REZROD
fE CTEitE. RA7 0 —D—HRIT
it

B

FEY . AEU A
BAARER (B, 2. &
B). TEv el - K
., BIREEEFORE
. 91ILADBRTEL
n7ara—L

BERYISE L -REEDERE
B (MR REEREE. &K, ffist
EREF (XIEEEE &), BRIKERI S A
20U (BERRATHORE-WESE
VEEDOEZERE L L), A Y
b O—)L & DRIFFIZE P ELIETR
B #R D IR s D FERE




(E# : MaetFEOFTMICEEd % AiEEREA]

1) MEEERE O ETE

BREZEIL, MEFEOFEO-OZEMERS S URIEOTY A U Z/IIL.
BIEFIENER SNF-FA&ICEL TOSINEREFEICDOWNTH YR, RET
LBETFNEGESLELD, BIEFIEOMEEFEICIE, —ARMICHEES, BEE, 447
RERLIUTHRBEZECATEORE (BERMN) . ETFHENIS. THYEZS
OHRWEFEEME. ERME. RERASLUVEERR. BITCHFE. ZSHERE. S
B, RN T+ —TRGEENH D, UTIZ, %ERIEIEELIZ & 5 SARS-CoV-
2BRBICEVWTEELBON S MAEEHMEIC DT WHOIRESEIE, FDA 41 4R
SEIBEIREABHRBPLEB LI,

2) Z L 1EHERR

ZUMHER L L. FENAMNZRTI S EICE>T. FENDERIESNE-RA&E
FEEERICEAYT AERFENH SN TNDILEHETSILEENS, &R
LEHEEOBEMNIE. REEAHBICRHAELLHE - ZEICKDSRE (D)) A%
WY DEEKRAREHI-TCENTEDINE >IN ZFEIT S ETHDH, EFEX
RONRMGORE (MERRARE) 2EATLIERTE. REEARIZ, REED
BEREICKVYBREBMICEH LIRS ZTML . DEGHREFEZERLY
CTRAGLEL (ZEMHER) . T, ESRRDEFOAREHAT SEETL.
BERHOEECECHOBREEZANVDILLEEEDFIREZEET 58, &
LHEREZRD TITORITNIEE LY,

3) REE

RELE (T, BEMAREIRTT A LICE > T, BERBENE S TLS T
EEERIDLEEZVS REERF. WELGLICHEASA TV S ZAMHER S
EESRRDFOARAENBERETHEARMKB SN DA, MBICAEFIEDOERE
EHRERICEHML TS FERMEEN (FEeF ) EREITILELNH L. BREE
DIRFEEBHROERICHS>T, BREEICE L -HRERELBRIEL G TNIEE S
BV REESNE=EZEEFOHAENMNOREZITERSINDISE. BEY S
RN RREOERLICLE >TREZRTTWEWI LZEE LB TNIE G4
LYo
ERRDEFENFIREFRTEHFOAE LERERE. ABFNAXELEEL
BRECEBESINTVSHEEFITH -THRIIL., ThZNDRETOESRZ
AL FNRIEE SR,



4) ¥&MES (Accuracy)

BRESLIE, AIEHKREDEE (EES) LEBE (BEM) 280 EENE
DELD—HDEEVNZEZL S REBREAICE TR, AIEICHRET H%E
B2 & SRBEH ED—HDIEETH D,

BRSO, TEEFENTIMEL . BEMNICIIIZEYE., RZEYE %
FRALTITSVELRHD, =, BHOBRAEE (fl: REERT T, EXT T,
EiR., SEXMMRRSER. BER, 260, F4E) #RVTRENFAEDES. ¢
RTCOBRAETHRESIZTET I2DLELH S, BERBRELBFOLNLES. TOD
RAICE. BEERAFELZFIAIABZHZRAY M) v I X ELTEIRL., BEA
DEEDFFILIAINAEFRINA Y LTHEET B, SHERDOY > TILd 4 XE
20 LT, —EE 5% LU ETEHET 5, IEBEETEAE~DSMELERESZ
ST 5 AETH D,

5 ¥&E (precision)

BE (BEME L. TEOHONEEHDLETRY BRENFIMILZATERERD
BO—EDEEZLND, BEFFMIICIE. R—EERAIZEWNT., A, EE. RE.
BENR—EALEINIEFHICLIRERROBETCHIMITHRE, R—HEH
RIZEWT, A ZE. RE. BRO—BELIEIIRTHELLIZEGICLIBEE
BROBETHAENEERE (PREBEE), EL4 ST, A, EE. HE.
BEQOIRTHAERLGLIEFHICLIBRERREORBRECHIEHBEREELH D,
FEOFEIL. ZBMENSIRES, BETMAICERIAZ T TIL GEH#HD) I
X, EERABELTIEEREALNDH S, o TIL FEH) OBRIZIK, RIE1D2D
FEMERRIR, 1 DB (Bl : 9 2~3xLoD), LUV 1 DOFEEDGHER
K Bl :#95~TxLoD) DLELKELIDDLRILNEENS, EADEMHEIZE
CT. BUGEEEHFRELLETNELZSEL, BEIL, BERE (D) 4L
HAETRE LG ITAIEGZE S,

6) #RHBER (LoD: Limit of detection)

BRHER (LoD) &lF. PHREYENEEM THONEET EHENSIZEN
BMEBETWLASR/NMNE B 2L\ 5, REEX. ABOEFMIREFET. B
HEOJ—2 J70—%2FALTHREZED LD (aF—/ m L) ZRELLZTNIEL
B7ELY, SARS-CoV-2 A HHARAENT-SHEYEN G IVGEIX. BULT LIV Y
ATCTHFERLUMBEEEDANNANERATED, BDEHENS(ATE2—TT1—L AR
IWOIKRIZK > THIFIEE VA WA EFEHATELRWMESIE, /n vitro TEREE
T XA IV AR FIZFEA A FENT= SARS-CoV-2 RNA R L THEH;ED LoD % #E
BIEHIENTED, EEMG LoD X, EELEAMD 2~ BOHERRINES

10



=E 3~S EOREAETHERT 5, HEML LoD AR TE . K YIEHE
77 LoD #EEF . BRI LODEDRTED DK &3 20 EHFRRINZHEE L T,
/N 95% (19 #8/20 18) DRIITHUENMEHE WL EZHAL G TAERE S
By, LoD &, BRAECEITRET DRENH D, B8, LoD FHEHRELD
[CERERBINERE LR ThIEE o0,

7 SHEE (Analytical sensitivity)

PRELIE, AREEICETARKEIL (SHYDOEIL) T 505
TE >t DELTEESINS LITLIX THOFREREIEIXTRRE X . TLoD].
[FER LoDy, Ff=I& THRHRER) LEBMEZL-THEASNS, HEIQTY
A IIWARAEEBREICEAT 5 WHOIREFEE. FDA M F VU ANXEIZEWTORE &
LoD MBtEE S TLVS,

8) N ATHEEM (Analytical specificity)

SHHEMTE, THAYELRERIGEHER LG TNIEAE 5%, SARS-CoV-2
BEBREDBES. TEHEMEICK. Yo T VIBICECETHEDL, BREADOES
B (SEITEFLEBENLGEVOTSEED) BENEEFND,

RERIGIE., EIT—EBHUEFERBBREEDORRANCOREICIRET S ERIF
ITHESHEZZELLGITNELELSHE WV 1 EDTAFTRET SIS A LIS—
ZEIET 5012, SERIET S EAEFELLY,

9) mEf2ME (Robustness)

RETOERITEVTIE. RECHEZOMERNATEY GGG, HAHVIIEES
NI-EREHABLZSNTOGEWNEEREN, RE/NT +—7 2 AOTHERMEIC
TEEGZALARENH D
BREEIZ. FEEEALITREOHLIEREEZEREL. TLHThORELAILE
BT ABENH D, RERBRECEITIREGRICEEESAIZRNTE
LA Z+ZITFHES %

9) BERAI/STA—< >R (Clinical performance)

BRI+ —T VR EE, ERESN-HE BRREOBM. XREFS &
CEREE) ITR-> T, BFEDBRKIKELHET IEERNTONDBITERE. &
BOEEAZWNS , BGFHAEREIZEVWTIE. AIEORE ELEL>TNBERENS
MCEBILIZEYSEDRBLIZDVTOIERHRAB SN, BEYLEFIHEDLRE
BEITHUDITHIENTEDLLEHRRLEDA ) Y FAH S, BHBMIZIEL
T. BREREINT A —< D RIZF. BRHOBKRKEERLIXEANCES T HEEZR/

11



REFHTOER REBICEDC, HFE. DHBRES S UZEBRRLEL S TK
BOAREICEOS(BEUHFAES IUBHTFTAEZEDLENTES,

FREREY/ N T+ — D ADOFHRIC L, MHEFRLT S TORFKEZSH. RED
FEREMNERRICEHSETRRZHAT A -OITHIST SREBITEEHEL
LAFhIEE 50,

AN

) BESBEAREREZBREER. ELRPERRR

SERBEARZ AW EmERIAIRFE SN 2019-nCoV BIZFREAEIZDULT.
https://www. niid. go. jp/niid/images/lab-manual /2019-nCoV-17-current. pdf
2020 &£ 10 A 23 H.

2) EMREEMERIEMN. FE IO A )L RS (COVID-19) IRREFRED
feet 5 3.1 Mg 2021 &£ 3 B 3 M.

3) 2019-nCoV (FHEaOFT VA IIR)BREZESEED BREFRR - WX~ =2
T I

~2020/07/17 BEFrhRk~

https://www. niid. go. jp/niid/images/pathol/pdf/2019-nCoV_200717. pdf

4) 1SO 15189 Medical Ilaboratories — Requirements for quality and
competence, BAXREIHR, 2012

5) BABRKBREZENES. ECTFEEREBEDT=HOD IS0 15189 T4 4V A X
£ PiLEs. ®E. 2009 4F 11 B.

6) EEFEE [EREZED—HEHNET HEREO—BOEITIZHE S EEFEE
BRESOEEICETHIESTDREITIZONTI (FK0FE8AH10AR)
https://www. ajhc. or. jp/siryo/20180810-2. pdf

) BHEAN BRABREORE - BEHERICRIEREZFOHUENDREELER.
Medical Technology BREFIEF) 2018 £ 12 A; 46(13) : 1248-1252.

8) BAKILESEV AV TA4IRPAV NEMEES  E=RIEEICEAT 5/
) 7—3 3 UiEst, ERERIEZE, 40:149, 2011.

9) BARERIEZSIVA N TA4IRVAV MNEMARES TESMEIZE T 5%
HRA S LV EERROFEME, ERRILZE, 35:280, 2006.

10) Instructions for Submission Requirements IVDs Detecting SARS_CoV_2
Nucleic Acid. WHO. PQDx 347 version 2. 23 March 2020

11) Immediately in Effect Guidance for Clinical Laboratories, Commercial
Manufacturers, and Food and Drug Administration Staff. FDA. July 28.
2020.

12) BRRRREEIRE WETHE B IR B €H EX £RHEMR. BERE. 2020.

12



