Alinity” CA19-9 XR - 7Ry k., 7Ry kS v/ XL, CSCA74-1, 2017/06/26 1/7

TET—2V—F

YERLE : 2017/06/26

®ETH -
1. BRRUESHER
LR Alinity®
CAL9-9XR -7y b (Ar¥al—h)
MEa—F 8P32-02-01_8P32H (100 x 2 [E )
8P32-10-01_8P32H (500 x 2 [E )

£it4 TRy v otkKett

£ ERHER=H=THS&E 27T &
82 ERPY HARR—HYR— b E—
BHEES 0120-031441

REERT AARI—HYR—bE2E—

0120-031441
EmES CSC474-1
2. EERAEZFTHEOEN

GHS 94

MELEMERNE E52)N
BEICHTHIEEM

RICHT 2 EEGIRGHE ,

BRI x5 1

BAEME (RE) X1

RIEICxT 58F M

KEREHEM.

EMREE 53

SRIER

o i

AEMES yied 53

EREEEER BEELRDERE

FULXF—MERERIGEREZTHTN
REMGHEEICEYKEEMIZEE



Alinity” CA19-9XR - 7w k. 7Ry S v/ Utk Lit. CSC474-1. 2017/06/26 217

FEES

GHS #EICE L LAy
fhDEREEM

3. HBRRUBSIEH

L #HE - BESYORA

SRMNBER/ATL—FR/EILEWNI &,
BEINTEERISEREHNOGHIAWNI &,
RE~DOBREZERTSHZ &,
REFR/REXR/RERFEZERATLH L,

REIZHELEE  28EDKTHRS Z &,

RICASTIGE  KTHOMEERCHEZSIZ L, RIZaVE V9 ML U XE
ERALTULWTERSICHEDGEEIEINT L, TOREREERITEHI L,
F-ELICEMISERT S &,

RERBELIRSNELDBE  EMOZR/FUTERTH L,
BEREIN-KEEZRE, BERTHGEEICIEREEZTLH L,

ABEME L UBRIIBEU LA ETERET DL,

Bl DEMICKYFRICEEDBVNARERLESE D,

BEEY

Ba4 (E24XIE—#4)

RE I | ERATREES

Yys =
ekl | CASES | wwwm | demx - =@

2z ILI—TI

R (FFRSIFLY) =FIFNL

(C2H4O)I’1C14H220 9002'93'1 51% (7)'172

N

| smd || em || 949w | N |

4. HREEE
RALT-BE

REIZHELEE

BBICA-T-18&
RARAATEEES
SMERREUEREERD
Bt EELHMRER

EERICx Y HH A EEER

RERZMYKRLC I &, TIEFLEIEHOERNAONZBEX. E
BDZRIFETEZITHI L,

BEATE LE-KEER C, (& L-EIZ /KT 15~20 @ik S
&, MBFELETERHDOERNAONDIGEIL. EEIDOERIFETE
215 &,

BHEEDERITENTERN., SFEROB/NFMIZDEALETEEENH
5, PEKELRER 48 L. EFEMNBREZ/MITLI &
AKTOZTT L, RIBELIEIEEDERLASNDIGEEIE. EEDZ
RIFHTERITDHI L,

7 LILF—RiE

EELERDIES

RELEDE TN

RERERECERECTE TN

T—R2%L



Alinity” CA19-9XR * 7Ry k., 7Ry kS v/ Utk Ltt. CSC4A74-1. 2017/06/26 317

KREFDFEE

JHKF

> T B A LVH KH
HXZETS>BEDRE

i DIEE

AMEICHY HEESHE.
REALURAKE

REICHT HIEER
#HLAHRUREDFHE
B UM

MAREKA, ZBRIERR. BHK, FIEaE KA

o AR FEHINEERTIRILERRZERT HBEICE. BRRZESI
SHECTAREMENH S0, FETH &,

s MBEOXRZVWAKKDGEE : CORRICEHEST HHENEBDOFEEZR
HEE. BEEITANEHADLEVECLRRTRSIEREZL, REIC
#@LIHXBZEERT S &,

BRIZAE L

BMBROKRZVKRKDFRICIK, BULGME. TREREKR, FREER

FEERATHES

IHE 8.ICREBOBEVLGREEEZHEAITHLITLY . BEEZR/NMRICY
5 &, ARETHNIE, FHELEDDZ &,
REEZEALTLWVEVWEZEDHLRWNI L
BRARVESE TKE, #KkO, §E7K$T_(iiiil_lxkétﬁh\:to

LEDREDFZEIER—IN—F2FILFTRIERS,
REDHE, RIMTHE> TREZMHLET S, N—/—=FF )L, —HH
BRI, B, ERBE. AT REDREKRIM TRIVERSZ &,

RHELET )7 EFRT S &, BKEABUERIE - TELOEFIAE
tTHB.

AEFZF. BUERUREEDHET DT FIVLEZERF LTS, B
BORWBEREEN-MEOEZEAEICOVTOEMERE, HE 10.%
VIR 13.28BI 5 &,
RBENRH LIS  AERE. BERBLTEEICHESELARTH
BT VKB EEET DT VLT M)V LEEATNSD, RKEDHR
ERINSE-HMOBRENDEGBSICIE, TROFEEZHE LI-REH
EEIRT D&,
CTURFT MIDLEZEETCHEROBEAIZE, pH A6 K YESLEHILE
MEFEEBRFRZANVGENIE, pH A6 KYELSGDE, EFL
TWB7 VT MIDLIZKY . AERT VILKFRKREELETH &
nH5.

CTURFT IOV LEZETCHEROBEAICE., KERVEZOMOEEREE
BEUREFRZAVGNI &, EACEEICIVEREEZEITLIERR
DT CILILEMELERT HAIREELH D,

SJEAERRL, TTAYVILOBEGWOBRERIZANSC &,

- BRIBORFRZRAVGNI &,

CHETOERICEDLEVGES(E, BEEMEBRENORISESIERT
AIREMED B B,

CREICHKS HDRE. FEFEEBEVGREENEAGVGEICE,
PREFNEEDHLGEN &

BEREEINFE-LONOEEIZCDOTIZIER 13.288B3 52 &,



Alinity” CA19-9XR * 7Ry k., 7Ry kS v/ Utk Ltt. CSC4A74-1. 2017/06/26 417
7. BIEWVRUVBRELDIE
i E 7 A
BifigonsE (BrE#R - BESLIVUAKICHT 2450ERITHELZL,
2EBAE)
REIRLVEEEIE RIE~DIEMERITHZ &, BADEMERTSLZ L,
= fih [ 5% T—RHEHL
RE
RELREEH REICET 2EMERIE. REAXEFLEFERBSANILESETLH &,
BEESFHENAERITH L&,
REGRRAEME FVOFILDBHRRUVBETOHARETH &,
== SiE {4
8. REMLERUVREIEE
B PO 1HERAT L
HRRE
BREXEFEFESR ACGIH
=
REREENS ( 2015 4EKR) ( 2010 #EBR)
ﬁUET#DT?p>)=17?w s L .y
JIZILI—FI

RigER
MR RREER

FORER

RORER

RERUSKDORER

RS EESEIR

BEOERARVRE.FLEIVEOREGB R—/I—2FILETHHIR
WA ZENTEDIE)DHE- F<BIINTLWLIERNTIILER
LY,
TOMDOEEERE (Bl RKEDRH). FLITENEHGEEXTOIHE -
ILEMERENRERRAZEBZ TS LS BBEICIE, EYHERK
MHIRFAREELFES 2 &,
FICEGIEMT IE TN HIEEICIE. REFEEFERTLHIL,
FERZEOFELE-FRIE, BULGAETEET S L,
REMBBEEFFRIT AL, BLHEIRBIAREENHIEE. TILTT
ARRARYFLIFTI=TILEBERTH L,

BEOFER : EBRRMOBELYGREREZERAL. KROFEZMHL
T35,

XEDREW KRICEHALE)DBE hKEDOREXREZERT 5,
WA FEFRAITIERZEVDEEFRICEDL., —BUAIESTEICKS
., MR REIBAEFAT BT, RBZTHHEVLI L, BHEY
MEERE LGN &, KERBEF. 2RPRAZIRVIE &R &
VEERTEIZIIFE®RSC L.

READEMERITHZE, BRADEMZETHZ &,
FEINE-ETORBEELICHC I &,



Alinity” CA19-9 XR - 7Ry k., 7Ry kS v/ XL, CSCA74-1, 2017/06/26 5/7

9. MEMRMLZHHET

10.

#MEmELT
58
AR &K
& mea
2 mR
pH 6 (20°C)
FE s RE R T—AR7L
HR. ERRUVHBEGEE 72740
FIRR Sl L
BRREINEE (BAR) HARFENMEGL
RESERARED  mmopmisL
RRE TEER7% L
BE (ENEE) 1.05 g/cm?® (20°C)
BfRE KIZHLT : ELITEMTES
FEECRER) KiZxt LT : 87.7%
REMRUVRIGH
Rt 1B L
LR EN EHREBYDFERATHNIE. HEELEL,
EIEEE RIGATREE AKERET T FPIDLEEBELTWS, 7VIkFFUDLEERL
TWSBRBETIEUTOL S BIHREN SN TS,
s MERIGELTHELGT VILKFRBREZERT S, 7 DILKFREIE. BF&
DNERMEICAE 512358 (pH NMELK o1 K S HIHZR)ICIK. REITEKS
nNd, KBEFEOT7IoEF rUDLhbE, PENERINDSIEN
H5b
- £FE(HH. A, . EM)EREL. BRMEOHIERET ViLitEY%E
BT 5, th. th. BERICT A FRZERL TV IHKEOIEZDRE
[CKBEGTBRERI/EE-IENFEINL TS,
BT EREEY TRER% L
B fERME 1B L

BIRBEE LS RERY

ERAELGHBERDTHRE SN TULEL,



Alinity” CA19-9XR * 7Ry k., 7Ry kS v/ Utk Ltt. CSC4A74-1. 2017/06/26

BEMIEH

6/7

BaeElLT

S T2

R BB SR VR RIEED L

RIzHT 2 ERGRGHE EELGEEG, ERIIENTENSARERENH S,

F = (SRR ERTROER

WO AR B AR F /- (S BB B TULX—MEEREOEEN
12. RIEZERR

AREE TR L

A - S TR L

HARRERE Lt T

TEPOBEE TR L

TIVRADEEE TR L

FRLTOLLGLREKREBED

13. BELDIE

BMEE HTK, KEFLIEITKEIZEASELGZWVESIZT S,

AEME, MEFRAEOHAZRT-EZHVEREICZRNET 5,

14, BELEDEE

[ e 52 il
REE ADR (Bl fE % 1) 18 B #0325 175 3E)
B IMDG (B LERRAl)
wBEELEME
iz IATA (B ZE & = fE R AR Al)

EEH ¥ L LA
EEES LA

15. ERAES

B LA
LA

JEER Y

ZH Lk

EEME LR EEER{EEE
(PRTR %)

£ 1iEREieEwE
EE2LKE2E., BITSE

1&RIRE 1)

Ry (FFPTFLY) =9 F
LI7TZ)ILI—TFIL
(BHES : 408)




Alinity” CA19-9 XR - 7Ry k., 7Ry kS v/ XL, CSCA74-1, 2017/06/26 717

16. ZOMODIFER

EHRSE BRWEHLEDE—HIX. hRA FT—HR— 24— :0120-031441 £ T,
FDitk CDRET—AI— NI, BEOXMAEIZEDVTHERLTWWETA, &7

LETRTORBRBERELTLSLDTREHY FEADT, BIRWVIZIEES T
BELTLESL,

BHE. ERE. MEMLFHNEE. BREFTLCENEHANRE. FHRIRLZHE
METHIDTHY ., WA LEIREEZLTIOTEHY FEA TEFERITE
BEORKEVWERRELIEZLDOTHY ., HHRLGEKZWET HHERICE. TOH
& RRICELERERREREL TSN,

Ftrz. SORET—E— FORABIIDOVNT, BITEEYOHEICIE, BHD
REZEZEREL-LTIEAECESL,



