2021 F 12 AYER (3 15R)

A ES: 13B2X10481000030

WS E 17 IRBREARE
—REE%S ARRESHTEE JMDN O3— K : 35514000

peavrezsmes ROTEM TIL A

BERARL (FyT&blA, hvyT&EVDH)

[H= - %uk)
o FYTRINLARUMY F&EVITBHEREIL,

[ER - BERUVRESE]
1. W
KRFUTICEYBRENTNET,
1) &k
2) ERERyS—
3) FuT& LA (BERAEL)
4) hyJ&EY (BERZIL)
5 MCRvF
6) v)—ryryayk
7) BEARE (BIF)
ERBRITERTRBEIELZENHY FET,

2. BRMEH
BIREH : AC115-230 V
JER# : 50/60 Hz
HBEN - B 265 VA
BEICHT HREOML : H 5 R |

3. BRBLUTE
1) Kk, ERERyA—, FyT& LA (BEAZL)
ik 335 (1) x590 (H&) x545 (E{7%) mm

(arE]

EXRy FRY
sy—=>yvy
Oy RRILE—

EE R
oDl — Bt
FUIFTRAYF

T ERyRYZ YR

e

N A4 ray R
JLe—F12Y RUL—L

AT—v3av

(Fm@]

N

—\ |

@™ ~
ﬁiﬁ'r—j)bT 6EVTSY

EHEO  xEE

2) hy7&EY (BEREL)

3) MCAavy K

4 yYy—ryvsoyk

5) BREE

RES el nEE
starTEM B | 2005 b | 20 TR LI AT
nTEMRE | 20UFRE | 3055
recTEMBE | 200Uz R b | (OTREIAT Y
oTemsE | 2rR b | 5080
tapTems® | 2ozR b | 5080

LARIAEERBEAORAETT ., HHEE ROTEM 7
L DRIt R EREESS (O0—F v~ ROTEM Gamma) [Z{&
BAd 5 ENTEETY,

MkSATEEL T TSRIESLY,




4. [RE

AEBORHEARIE. BESN-AGEKOL Y TEEAH

ICIREITSZEEMZANHLDTY . BOBE THEHIRA
VATLIZEYBRESh, ERYV IO TERBLIZOY
Ea—RIClYREBLAMENETERE 8mm OAFEDA
v IICEHBEEIAL, REFAOBOTIHICEFL-ER

6

mm OEVENRRICENSESICHhY TEZRELET . @

OFDEFEZ(TICE Y HA FEh, BERTUFaxy
B—ENLTERIZ AT5°OBEICRILET . BOMEERIT,
BOLBOSS—TL— M RRELTOFIA—F. LU
BAME O —EN L TAEMITRESNET, BREIEC
LRVEEEBEABEETSNFREALN, OSSR EAE Y
PhY TORAIAEFEST 2LBENEESNES,

FAE SNV EEEERIE Omm & L, BRADE S R UM

I2& B EVDREZIRIE 100mm & LET,

1 B (24.75°) 7 MigAEz SNz
2 R\# h—rUwThy 7
3 KRBRIFAA—FK 8 TJaTJVHiML
4 I5—JL—+ /MR R SR 1A
5 RIEEE 9 MmBIhfzh—FrUw>
BERNASBAMEE Y —) 10 R—LARTY2S
6 Ev 1 FHRLE
5. BIfFIRE
BE - 15~30°C
[EREMXIEZHE]
AEBEIOEOEEEDAERVREARFOREETOE
BTY,
[ERAXE]
1. REEH

1) AUIFTRAYFICEICFELNBEES . BABICERy—7
LWEVTY DK TENRTESLSITLTLES
LY,

2) KE, FRTHEIALGEBEL T LS, BXHGEE
T CoOMFRELAMETTA., AEDICBVEEEEX
BLESITLTLESL,

3) VRATLDEE (22kg) X2 5 LN TELHREIHA
THBIE. VRATL BYFRI)=UELUVFT T
AavOT)UA—ITR L TEhSIN-EBREEBEINFA
AHETHH L ERERL TS,

4) BHABWERR, 30 I—42—, FLEBOBRIMREZE
HESELMOBRDAICENZNTLEZELY,

5) PRATLIZCHRLRARETHERL., OEBOENS
20cm LA EBEL T2 &L,

6) MBEEDOB|IOLENNTLEVL LERERLTK
&L,

2/4

. BREDESR

N

) AAOEBEREANT LS,

) AUIATRL YFEANTLESL,
)

)

W N

B ERBAELNI EERRELTLESL,

FroRI1~4 hohy TRILE—FERYBKRETLE

—TAVTRTF=LaVITBLTLEELY,

5 EVvRUAy TEFEMS 1 BFODRYHLTLESLY,

6) AKDEUEKIZEVEERFLTILEEL,

7) hyTEAyTRILA—IZEEL. Ay TITMC Oy K
FRLETTEELTLESL,

8) 15 NRHEHTL L (MH1E).

I

3. BEEHBOENR

1) RELAHOBRVRUVREREEARCE>TE
él"o

2) REIEAD 15 FRICEAENSERY HE L TEERICE
BL. HRABICIHGEMLTHAICE—IZLTLESL,

3) HAHEHRSBRIEL, BEOFEICHIFEL TS,

4) HHERMT L, BOMBHL. BMEFHEEL

TLFEEL,

4. BIEFIR

1)

VIFIITDF v oRILERELTLESL,

2) Test #BIRLTESLY,

3)
4)

T—2EAALTLESZL,
EEOERICHVAEREETVET . ERTY TG
THAETND) FERAERYA—DI 3 —F—%HL
TEITLTLESL,

BEAERY2—DRBRENMET LIS, hy THRILE—%
RIERICERYMF TS0, REFEBMICHKR S
Y,

3. A%

1)
2)

HyTRLT—DORERVEEEL TS,
BRAERYA—DT A LE—DENERERL. DEND
NIEFTBMLTLEEL,

(ERALDEFE]
1. ERGEFIIEE

FRhEOFEEFICIEI TUBF )Y LAERVTLE
-c':(:\o (1,2,3)

HEIBLEOTEEMZEROLIEL. ELWMEEEEES
BELTLEESW, @
HELAHOBRBEVRUCRESHESRIZE > TLEEL,
BIEERHORMERICEEL TLLEEL,
BROEZICAT TSRS AN ILE—T 1>
GAT—23avT5~10 0BT RLTLLEESLY,
RHENOPULETLE—TF 4 VIRTF—2aVIZBM G
WTLEELY,

ARYUDMRIF, BE,. TLT7FIVT 4 HILEERA, &
VEASNEANY DOEBICKET 516, FAVKRT
SAMAR)—IZEBANRY U LRILOESILITHEL
FH A

EXTEM. FIBTEM B U APTEM [~/ VIZIKIFEAE
REEY . NATEM (AR UEBERZHETT,

HEPTEM [&. INTEM TR 513 LMWH OHEEDHR
ERNTRIENTEETHN. 44504 FF bUDLD
MRIEPMTEERA,



INTEM TIXABEREICEITE 7+ 258X I ZADHE
NELNE N6, HEPTEM [2&55f%ERT Z&EIET
FEEA,
FEAED—RIEMBE (T4 T5Y FRFRZ
fE. TEFILYUFILE. VOEFJTLILOER) (&,
INTEM.EXTEM.FIBTEM.APTEM.HEPTEM E Uf NATEM
TIIFREIhFERA,

Invitro TOFAEIZH VT, EXTEM R U FIBTEM TlE, 1
BRBEEOHEIRONFEFATL,

FIBTEM IZEWT. ERICERAZEDRDEA/NY > B
FXa 8&UEE OV EY (Flla) AEHFIC & 2 HUEEE
EE MBFDES /NS A—F2—DETZH -5 T BN
HYVET,

INTEM. EXTEM. FIBTEM, HEPTEM & U* NATEM TIl&.
BRI ELEERERBMIREINEVEELHY
F9, ©

EXTEM XU APTEM Tl&. 7R bOVE VR ELEL
T.ROEASVKERE (U7 UY) OHRICHT B
ZHEMNMELE>TLET,

In vitro TOFRAEIZH LT, INTEM, HEPTEM & U NATEM
TlE. FABEHAED 2 EORAETHS b5+ Y LEE 60
pgim, 4702737 70 UEE600ugim ETHRE
IFRoNFBATL,

Invitro TOREIZH LT, Z7FOF =2 50kIU/mI LLEA
BEICERASASEE BIZE FBEELITLDEENSE) .
INTEM. HEPTEM R U NATEM T® CT [EEEHF %8
ATERSINET,
CTOERIX. BEEND I« TN/ —HFURZEIZEH>TH
BIEEIINDAEEMA HY FT DT, FIBTEM THERL
TLEELY,

CT OERIE. EEQM/MREEMEIZL>THEIERIS
NEWEEMENHY FT DT, HEDHIZ FIBTEM &
APTEM, #E7=IZ FIBTEM & EXTEM (F1=(Z INTEM £1=
¥ HEPTEM) DiRIEZLEEL TS,

FIBTEM Tl&. AX b2 )y MEAKIEIZEF E(XET
T5EFAVKRISRA AN —BIEIZHEEEZ ST
ML HYFES, ©

FIBTEM Tl& BEZF L /MRS (1 11 & 7= Y > 500,000)
Tl&. FIBTEM TOI/MREAENTELEICH DRSNS H
U, 747N/ =5 UDEENEWNERMET SHEENENH
YET,

HHERSBRIE, BEDOFLEICHMEREL TS,
TARAR—FITILFR, REANRBLURERALESD
BEHEEFFERALTCESL,

ROTEM T ADEEEBIRETLEA—RERT D
EEHRWNLET,

—E#ERA LB ROTEM F)L42 ROTROLN vk
O—/LEER UV ROTEM T/)L4% ROTROLPa Y O—)L
HE (EHI2RIFE) . BEOBEAHDI LD LEAHLL.
BWEZERYZ->TL IS,
BEOERMEERT SO, TRMERVBEREOHZ L
DOFEL TAGEFERALABVTLCESY,
AALICSHEAEAZZIFSHLTLEEL,

Ay TORBIERVE O TEHICIEEF I ZNTL
S, BoRERRORREGYET,
REBRICEEEE5ZDARMENH LD, 1y TORMA
RUECOTEIC &Mt Icfiibh 50T,
BEELILHBMRUVRESAHSNBWLELSICLTLE
IR

3/4

BB ORBLENECICHIFERDLETHERLEL
TLEELY,

AERICEEESAY, BELEYLABLTIESY,
ARIFEATOAMERL TS,

EEIP DBMICAN- Y FHETRERZLEDLY LEVT
&L,

HAHEABRELGVTESL,

BER. Ay TRLIT—DERLTHWS L ERERAL TS
ZEL,

[REFERUVEDHMF]
1. RESMH

1) F&
RFE 0°C~50°C, JRBFE 20~85% (FEBLALNI &)

2) ERERE

mE 2°c~8°C

2. Mt FAEAR

AR 5E

3. AR

FEARAZEOHADHRIES NILIZESH.

4.87HL - REHE

KOMDBEWNSFRICREL TSN,
RE.RE.EE. RAEL. BX. BIYLBEEZEAEE
REEICKY . BEREOETHEETNDLGFRICREL
TS,

R, &F. ERGERERBISTEELTILSL,
LZEEROREGZHO. TRAORKET HHFICRE LA
TLEELY,

ftEMm. a—F. EFFERFOR. BELTFEFEHTS
ZEL,

[RF - RIRIZHRSHE]

FEAZICLZRTFRURR
FEAZFUTOEERESLT RELTIEEL,

@ AR

NBEDTEENENC EEZHR L. AROEBHER LT
2TLEELY,

Q@ EAPRB

FERAPE. AROBRELGEBEST, RRFOEREEIOLN
[FTLIEEL,

Q@ fEEpRERR

BEEEEZHLI-EE, 3 LAE 1 sAUEERGRZEFEAL

TWEh o5& BT RRGHEESRE L THEBRER
1oTXK z& (A

2. REBICLDRFTRURER
® T RR

AREREIERATHLOIC.LHECEL 1 FEIZTEIEE
Rz, BHICTERECESL,

FAERY ME1FIT1 AORENBDEL O KIEEH
#HIZTEREC S,

AV THRILE—DY )y THEF LGS, £E04L<
EH 1 FIT 1 EFBERECTRBCZE N,



3. 1E5HE - E
BEERURRE, B FXEENED-IEEEZOHMN

AEETT . ARMNEELIZERDON AL KRICTEELE-

RROE | FOBEULRTET oL, BEHICTRELLZ S,

[EEXB R UCIRERE]

@ EZ X

(1) CLSI Document H3-A6. Procedures for the Collection of
Diagnostic Blood Specimens by Venipuncture.

(2) ROTEM delta Operating Manual Version 2.2.0.01 and
higher.

(3) CLSI Document H21. Collection, Transport, and Processing
of Blood Specimens for Testing Plasma-Based Coagulation
Assays and Molecular Hemostasis Assays

(4) Biosafety in Microbiological and Biomedical Laboratories,
U.S. Department of Health and Human Services, Washington,
5th Edition.

(5) The incidence and magnitude of fibrinolytic activation in
trauma patients. Raza I. et al.; J Thromb Haemost. 2013
Feb;11(2):307-14

(6) Effect of haematocrit on fibrin-based clot firmness in the
FIBTEM test. Solomon C. et al.; Blood Transfus. 2012 Nov
20:1-8.

(7) Blutgerinnungsstudien mit der Thromboelastographie,
einem neuen Untersuchungsverfahren. Hartert, H.: Klin.
Wochenschrift 1948; 26: 577-583.

(8) Thromboelastographic Coagulation Monitoring during
Cardiovascular Surgery with the ROTEG Coagulation Analyzer,
Calatzis, A. et.al.: Management of Bleeding in Cardiovascular
Surgery edited by Roque Pifarré; Hanley & Belfus, Inc.
Philadelphia, PA, 2000.

(9) The effects of fibrinogen levels on thromboelastometric
variables in the presence of thrombocytopenia. Lang T, et al.;
Anesth Analg. 2009 Mar;108(3):751-8.

OB LEHEE
TA I v
T108-0073 HEANEX=H 1-3-30 ZHMHEE L
Tel: 0120(274)011

[(RERFTRERVREREORE X T EHF]
BLERSTRSE - T4 - TIL - DvivkXeit
T108-0073 REHEXZMH1-3-30 ZEHMAL L
Tel: 0120(274)011

SNEHEZEE : Tem Innovations GmbH (KA )

4/4

000200100ROJP)



