FERICKRLTEIOBFARNES CBHRACEEL,
Fle. BEGHICHEHDILSICRELTENTLIESLY,

KTX07T
EAZEHRAEESR
B IRSEEH &S : 14E1X00004000013

MFRERE MEEHMERRBEARLE XY b

b=/UVL BHCG

202641 A 1ERE (G 1AR)

BERMTER
L ARIT, AT Th 572, ZREBO BT L2 T
Sy,

2. BWIOBRIL, ANEMSM A O AR SCHARIERE bbb TEIE
L. BAHNTHEBT L T &0,

3. ABLA O FEIZ OV T RIEEZ B L £ A,

4. AR LORMEIL, R OBHRERH S b D & L THaIcilE LTH
PoTLIEEW,

5. AR, RAFAIE LTT LT DU D ARG EN T E T, fEENE
STHRMOIZASTZY | B LIeBAIiE, K THaIc iy 3%
DIGBIEZAT, RERDIVE, ERIOFLEZZ T T EIN,

6. ARIEOMMICERL Tk, AE L bbb, KRIEOWRMCHE, AT 5H
EYAT AOBE TR LOBHRGHES 22 72 &0,

WK - BEF (Fv bOHEA)

RS HTFEY (BARKKRK. 250 L/RERKA—RIvD)
FIBHCGE/ 7 u—FAHik (U R) G774 MITE2ERE

—

T

 BEREHNK GRIK. 350 L/GERKBA—FY YD)
TNHYKRATZ 72— (ALP) E#HiBHCGE /7 v —F LHik
(vUR) BEHEHET,
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RERBH—FIVD

> BREHE

PUAES R F <€ -

3. BHCGH¥)ITL—% : 2BEX 1
(6))] OmIU/mL BHCGHx+ VU7 L—% (k. 1.5mL X 1)
(2 1000mIU/mL BHCGHF+¥ VU7 L—%& (K, 1.5mL X 1)

4. HE®K GRIK, 100mLX6, 50mLx%X6)
WL LTAMP PD%2) 244 %7,
THEHOBRE S AT MG bETIHEIZEN,

LB GRME®R. 1000mLx1)

. RBREFERE GRIK. 300mL x4, 80mL x4)
THRAORES AT MBEDETIHEL S,

(o2l

1) 15 CUFORETIF /MLl THET,

#2) AMPPD : 3-(2'-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2-
dioxetane disodium salt / 3-2'-AERT X~ H)4- X hFT-4-(3"— KA
RYNAXRNT 22 N-1,2-DAFF 2 - 2F MU UL

EMERABH

Mg TmEroe MEEHETF K ey (HCG) ORIE

n

W E R

AR 2 AT v 7V o B A w FIRITIESWO AL F IO RS S0 J E k1T
L5807 (27 F) HCG LRI BHCGY V2= haHbiiz
WBHCGEMET HHIETT,

< T7ma ha—); 2AFT v TE—R>

HE - mEOEY b

RABERFIHEE LTV S B HC GIRIKL&IKHIC
EFENDMBHCGIZKDAREEEARINEINET .
PLB HC GHUEDR TS LIHUARE ORI 72 5 0 p LIC IR E 7213
BHCGHv U7 L —440u L3N ESNET, OSHKIE, #i
H#H“37CT1LORMA v Fax—hESnET,

- RIGEBREDR., MAREHFORENTONAES,
RFITREAIZ K> THERD B, FOSEBRESLET, YEIHFHRIE
AL PR OBREN Y RS H, KA shE 4,

RS MBHCGHAZEZN L THAL-BEARPDHRBHCG
&L TIAYKRRT 72 —EZF#R L HC Gk (BR
FBERR) ICEPREESADVEREAFES,

T FATRBUAR 2 5 0 u L EHFURRE BRI T 2R A SN ET, RUGIK
Z37CT1OMMA vFa—FEhEd,

b
|

i BURGEREDR. MAEENTORESITOAET,

RLFIRREAIZ L > THRD I, BUSEABRE S ET, A
PR OBREN R LS, KPR SN ET,

BERG HEE®R200 uLEMFICMAIEHE, 37°CTES
BREEEET,

BEAT7 7 nmlIlERBREFORDOREAELZAELET.
JRICE END AMP P DIE, R ICRBEICRES LieT Al Y
RATZ 7 4 —BOMBNERIC L 3R LET, RIS TS
Nk, BLTCHEA Lo B HC Glta KT 5720, 2zl
ETHZ LR TRBHCGIREDWEEITH Z LN TEET,

Bkt ofs B HC GIREEASE R 2 8 2 725813, S ZI2E U CRIBAR
e A TRIEZARRUBREL T ES 0,

MEELDEE

1. BIERAOMHE. REUE

(1) MAEOBRBUIER T 2808 OB FHRCE LR L, fREShizh
HOERME, mONBETIERE) WXL TS 7ZEn,

©2) HfRIZ, miE, mfENFhRTHIETE £,

(3) FIHEZRIR 0 Btk AR 2 N PRAFET 235813 2 0 CLLT THlifE R fF
L&,

(4) R 2 0 3K LSO RR 2 Z LI T E N,

(5) FRILER « Z DMMDFIEH Y. LB, DA E ATV DRRIKTIE,
HWEMICEEEZ 525508 H0 £, ELWVERNELNAD LI
LD ETIIBRE LBIER LT 72En,

(6) MUARI OB E U X9 ITRIKIZIEE LTl > T 72 &0,

() FEBE L7 BRIRIE A L2an Tl 7280,

8) MiFIZHEEEAl (EDTA—ZAYV UL 72 T ) 7 A ~XY
VFRUTA) ERMLUTHRBRLZER, ¥ 10mg/mL,
38mg/mL, 100U/mL FTHEMIELBIRDOONELAT
L7223 R OFTEERE 9 2 VN 2358 13 IR O AR 2R 2
VY,

(9 LH, FSH, TSHIZOWTRERISMEZRH LI-FER, LHTIE
5000mIU/mL, FSHTIZ5000mIU/mL, TSHTIZ
10000 1 U/mLETRERSMETROONEFATLE,

. EME - hEEA

BIKIZEULECF, EYAE L C  ~NES B EUZIRINL TRER LI

BOZENRFN19.1mg/dL,.19.4mg/dL.483mg/dL%T,

BEMEICHEIRD ONEFATLE, £, LBV TR

153 0&N~ YU BEE CHIEMICEEIGED bNEEATL,

3. Tt

AT B B PR R SRE I E S AT A
(FR&FH : LI/ 2 G1200) HRETT,
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WRZ - RE (BEFR

. HEORARE
(1) PUBHEARLT38 K ORI

SIERUR A — Uy I PURFE BRI 36 K OBl iR 3 Fe sl S

NTWET H— M) v Pr—2AOFEHT 4V LEHN L, ZDOFEEE

JALET,

CRIESOET— MYy CERR O BT RE A M -0 S FEIC L
D LT EEN,

CRIERIGE T — B ) v PEREEICE Y FTABIE, h— Y v —
ADFHE AT 4 NV LELTHNB LT EEN, FHA URALOH S Lk



0 RdH DS, EEOBIERT ORK &Y £,

CHRBEHBIUOREr y MII— M) v P —RADNN—a— RNIZ &
STHEHINTVWET, I— U v I —RMO@ERIET— R
v VO AN Z TR ORI B HEM N S Y £+ O TiTh
RNTLEEN,

2 BHCGHx v V7L —%#

Wi (1 5~25C) ITRLTH LI iEEEF U CHEH LET,

Ty RRY 2a—b%2ZBE L.V rIrhy 7FIChEREHFLET,

R IEHIE VOB EEOM FEIZ45 0 LT, i FRIIRSE
IR S LRI OBAIC L > TEH L ET. i FTOBICHIRE O I
KN ZBEICRAT 2HE1T. BEMMENTTOTH LVRIE A
JALTLEZEW, 3Tl y FI(NEY £ 907V 7R
BORRIZe 585608300 £,

Ty RRY 2= 23 ZHEAOMEY AT AL > TRV ETOT
FME S AT AOBEHAELE ZELIZE 0,

—HE LTIV A G1200TH Iy FeIHHAOE
BTy RRY 2a—AF100p LERYET,
(3) FHiK

BIBENSH L TEOEEFEMNLES,

FEERORWAORNE S ICEEICE Yy P LET,

IR AR b Ltk SEIRASHRE E CHL LI T
LISV HEROEE R LI LT S0, EERN TV H Y
HRAT7 72— (ALP) IERINET LHEHTE A, FHEM
EHLEIR i - A, BEEL T2 &,

(4) Ve
MR DT ORERIKT 1 OfFICAIR L, K <Hi#R L9, AR L7 vEi
Wi, ®ilk (15~25C) CELTHLEHLET,

(5) H A A BRI

15~30CICELThLZDEEMFEMLET,

IULA G1200ty MT25HAF. GREENGHLTZD

FEMALTLIZE N,

2. WERE - B
)~ 27wy b, Yo PV T F o TFBIONY TNy
(2) 2B LFROCRERERE S AT A
3 Sero Lumipulse IA Control (BFER
I
r

WEEHHARAE L LT, Sero Lumipulse A
Control VWAL EF, HHICKELTIX, Ser o
Lumipulse I[A Control ORWMHAEEZSZMLT
<&,
3. BIEE

(1) WEY AT LAOBHEHHAEZ SR L, MiifEs L OWEICLERRKE
FIEDALEIZE Y b LTLEEN, (VT Nofdb it FHT
LDRBRPME AT AMILoTERRVEFTOT, FUEL AT ADH
Wi EE ZE I EN, )

(2) BHCGH ¥ U7 L—4BLUOBREORERENETEZNENATIL

3

(3) WEEBAT DRI, RESUSH — MY v EE, TR, R
Wik, o7V v rFy TOEREHRRLET,

(4) AZ— F¥—%M L MEZBLSLET, EENTEBMICIE TSRS
IEICOWTITHEREO [JKE7v ha—/) O ISl
vy,

4. REOEHE
TAL =X VT L= arT—HE, = ) vy —2AD2kT
N—a— RIZRRgkR S TWET, RIEPOR BHC GIREX. BHCG
Xy U7 L —HORNEE S LICRIESIRERY O BEIMIZRH
SNFET, FAEEEBEEZBHEVOEHSIT1HIT EICHREREER L
TLIEEN,

BHCGF v U7 L—4DOREITLLTFOHAIITOET,
CERIE— R v U, FLve y MY b o fiGh,
CRERRAEHE, 30 ANRE L-SE,
ERRUAMCBWTCHMERE L gGAIE, BHCGX Y V7 L—4 %
WE LR AR A B LT 72 &0,

AT O BHCGHEENR, 1000m I U/mLABA-EHEIT. &
FE U THRIBFAIIEE O TRIEZAR L. FllEL T ZE N,

WAESROHIEE

| BEEEHHE
B HC GIREZPFTEDEMETHIE LI-fER, Akt 1 461T
1.5m 1 U/mLAM, BgELtE7 761 T5.1m 1 U/mLARR, @
ABMET 406 T1.5m 1 U/mLAKMOEENEONE LT, £7-. 4T
RO 7 261T2280~190920mIU/mL., [EETH 6 54T
5030~159940mIU/mL, /HEH®H 16lT2470~
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WMEERMER

b MEEETF K hr ey (HCG) [T B DEH - S End
B2 o RTET, al B—Y T =y ERLHRSNTVWET, o« — Y72
=y MIhopEZ 7 kvEy (LH, FSH, TSH) &IHITHEOH
HETTH RN B —V T 2= MIEWFH - G EFEORREE A L
TV, VHCGIE, ZHE LI TN T HBEICHE R LIZE%, IhiEosE
SEHfRIZ X0 swEhET, MHPOHC GRS % L2 EF3250
TUHRZ BB LIV E=2 ) 735 ETEN~—I— L F
T, AFEICIITRHEARZ G L T e X AT a v ESW S, gD
TRFAT R URSWEND ETOM, MIREHER LET, AHEEL DR
WIRE, FIRBSEITT 5 LRI T o A AT o R X b U EREA L,
HCGOMMRENE— 2T Liztk, FTHRLLELET, HCGITAIHE
EEDRWIER 2w O MIEN T2 T LTHRBELETR, 7 2=
v MIEERIZ o SNEIECHRH SN E T, £z, B -V 7=y MI=ER
TS, VRPE, FESMEAR, MBI, SEPTIE B HC GREEANLS., ¥ v iR
7R EOHEBT MBS HC GEEAT MO EEMO~Y— I — L
D 2RBEORIEIC LA B DT, ZRLRBROBKB L OREOE=4 1) 7
WHEHTYE,

AR, LRI E(AMP P D)% WAL 23 EE R sug ll E s )

(CLE I A ; chemiluminescent enzyme immunoassay) (Z%:-0 < @I T,

[ Jed3

1. T48E

(1) B
BHCGHWREZTEDHIMFETHESTHLE&, 40mIU/mL B
HCGHR#EEOmMIU/mL BHCGHFY U7 L—XDRENKEDH
T4 1L EIC7en 9,

(2) IERerE
B FEEMIA 3 Gl 2 FrE OBRIETRIET 5 & & JIEHITAEEHEIC
XL TH20%LNIZZ2 Y £7,

(3) FIRFFEBUE (TR

HEEEREZITEOBRIETE RV IR LAIES 5 & &, ZERK

(CVA#H) 11 0% FIZ2Y £,

T E A
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A HE L FERERER RIS E > AT & (RERH
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<TE&EW,

2. HEBAM BRI

1) MiFHEE6 7HEE2FEAL, LISV AF LA R BHCG (HAR) &
OBV ZRET LS5, TR T EEN SO E Lz,
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RS r=0.998
mFEL y=0.99x—5.67

(x ; VIV AFLAR BHCG, y ; /L3IULZ2 BHCG)

(2) MmiEkik e 8HIZMM L, BEFC LE I Atk OMBINEZ a7kt
H. UTFIORTHEBA SO E L,

PEFR : n=68
FBAMRE : r=0.991
HiFEL :y=1.05x—8.06
(x ;BEfFCLE T AL, vy ; V3I/9L2 BHCG)

@) [Al— A2 BEREL L 72 1M d - T /R 1 1 561 (BugEEAl « ~XY
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WEFH : n=115
B : r=0.998
mRE y=0.99x+2.17
(x ; MyE. y ; M4
3. READEENE (EEYH)
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(4

fud

BERAEXFREVLEDEE
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TLIEEN,
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FFINCE DXy T 4 v T EITORNTS EEN,

@) BRI T Al VMR (pH1 0) TF, MAICE L TiE, 3%
1oV, BIZALRWEIIZEE LT EEN,

(1) HEEPES THRLMIZ A ZHAE, K THITHRW TS OIS
BEITV, LEROHIUL, ERMOFHELZIT TSN,

2. FRLDEE

(1) FEAICER U CidAE, #HAT20E Y AT AOBET IR L OBk
FAEICE > T2 &,

@) ST — N v ¥ (HURKEARLT - BERIUA) . BHCGHF v
V7 L—& B, BRI, R ER I aiE s h TwET O
T, THAOHES 2T MchbE, MiAatbETHEML T Z S0,

(3) fli PR 238 & 7o BRI A L2 T 7280, Sl 5 X
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@ VTV T F 7 BTNy T AT LHE Y AT LEED
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7ZEW,

ISR EZ T THER LTS, BRI L2 X i
BLTLEEN,

(1) WEEL SR OSE. BNO 7 7 b ORNEES - 55T L
OVEN I FEBCORE L, REEIZ LV KRSEBOFRK & 220 5
DTHEF TS ZE N,

®) MIEBLIUOBHCGHR Yy Y 7L —XFARBIC LD MEaZE L, b
TV DR ITERNTIE 2B L T EE 0,

(9) IEReZ2BIE Z1T 2 72I, FERKITHICH LW bOEHAL T ZE
AN

(10) V=4 T4 NI TICRYIME A 26T 2 &0 B bRFEOWIN
TMETFLET, FREEX v 7y 30 b S FIC R A
gt H L HAMEN KON EER SIS ELRK &2 £, V—
T4 NEEX v v T8y F 2 ORI O T 2 O H &
VAT AORFEAELE ZEEI 0,

3. BELDEE

(1) FREIIIRGFER E LTUTO LB 7T MY v 2AREE T
F9, BETHRIIBEEEOERE TV RBERINRNE I ICEZED
KEEBITMLTLIZEWN, 72 B E S L THBEMEDO T A 2343
LRNDRH Y ETOT, Bl OB AR THEIEL T &,
Wik © 1.0% (ARFaRaT) ( A=K : 0.05%

PURRE ORI, BERAERPUA, BAAFUR, BHCGF ¥V 7L —4 ¢
0.1%

(2) RIB L ORWE L RIS 2561 BEDICET 2 HEIHE - CTLUE
SRBEFEW) & T 13 PEREBETEY S KA L T L T EE 0,

(3) BEROBEFEI BTz - Tid, KETHEBGILIEZ & OBBIHE - TREEL
TLIEEW,

@) EH L7 E (BXy b REBRES) | BBk, 7)) v 7Ty 7HEIE
WHEHER ST MY A (F2EHREE 1000 p pm, 1RFRHLLER
) . IVE— AT AT E R (2%, 1R R Sk 2 HHL
HHHWE, A— b7 L—7 (12 1C, 2040 E) (12X DL
AT TLIZEW,

(5) BRIk, BRI DB L 25 A Ik SR R ) R U v A (R
1000 ppm, 1HFMLLERE) . 7V —ATATER (2%, 1
REFILL EIRE) SC X 25 MY LB LT T EEW,

(6) VLBl 9 Bk EEE T N U U AR, JVE— AT AT
RYEIEDS . BRIZDWIZ Y | BIZALZRWE I ITHER L TS0,
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ERIN TRey T 2~1 0CITIRF BRI . 14
P AT IR 2~1 0CITIRE BRI . 14
BHCGXxv VU7 L—% 2~1 0CITRAF FEhAE - 14R
FEE 2~1 0CITHRTF HEM : 92 A
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WA BRI 2~1 0°CIZIRTF HEIE : 9% A

FEABIRIZ OV T, FERREOAH B LOAROER T2 IR ZS
W,

WEEEN
i 1] 2
SHEHORES AT MIEbETITAEL ZE N,
Z=—FNo. RES (E S
295151 |/AI/LRA BHCG 147 A X3
GIESIES— R Y » ¥
(PLFE AR T - BERELRRBUIA)
295168 |A3I/LZ BHCG 2PRPEX 1
BHCGXy U7 L—% (%1.5mLx1)
219973 |[AI9L R HEKR  (GHwRIK) 100mL X6
292600 |AISLZ EH  GhEEEE) 50mLX6
219942 | VIR WHHE @R 1000mL X1
219935 |[/AI,0Lx BRRHRIK  (EaEk) 300mLX4
292617 |AMINLR RIEGRIEK  Gh@EEE) 80mL X4
Z D
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