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SV |= VI(ZE&NEA A protocol violation occurred.
SVC |= S=C The patientis Japanese. The patient is fine.

SVO |= V(tEhzal. OFBERIEE |&bB-1> /(0 hdiEL, —3

o ML Dd -~

SVOO = The patient gave us empty vials.
SVOC = The patient kept the injury clean.
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For study treatment, a specific injection device is necessary.

==  Study treatment requires a specific injection device.

S
CDiafE TlE. EhbEETEE

There are site visit, phone ca

V O
NDOEPe. BaEKFE. BEBREMTOND.

Il visit, and home care visit in this study.

==  This study includes site visit, phone call visit, and home care visit.
O

S V
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O Acute diarrhea occurred after the study treatment.

O Acute diarrhea developed after the study treatment.

= Bl
HK Acute diarrhea was occurred after the study treatment. ~ftsEhsz_

S Bhl

HK Acute diarrhea was developed after the study treatment. “jhEgs_

NoDHEITEREREZTI KI(CEoT=,

These bacteria developed drug resistance.  fth Bzl
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Withdraw  withdrew withdrawn

The subject withdrew from the study.

RS (dakRz LI LT, SEIHT

The subject was withdrawn from the study. by the investigator

WERE (TAREIE SN, AhEHE
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Increase

The number of outpatients increased.

SREBMER T,

The number of outpatients was increased.

SR IBEP U,
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select & choose

HBRE (19994 9 A 520206E5H F TR (CEDRIE(C AR LIZEE M

SiEENTz.

The subjects were ( chosen ) from patients admitted to the

hospital between September 1999 and May 2020.

ImI|

select m FIRIXOPNSRE/REDZIEIRT D, [BEIGEN, TA—ILIRIGHE,
Select your favorite color. Select the correct answer.

choose m» B3 DHLE T DEDZ. BODEZ(THD TESN.
E (I D TTEREZ LA TUWVRWNZ 21 7> A,
Choose your favorite color. | choose this cake. He chose death.
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Until & by

8H31HF CICMBIREBBIZIZEM LT,
Required number of patient was attained until August 31. ¥

Required number of patient was attained by August 31. O

Clean the room until 5 o’'clock. = 5iFzFT9 > FEEERBRLUTLEREULY,

Clean the room by 5 o’clock. = SBFETICEIEZRBRLIAZUN,

© SunFlare Co., Ltd. All Rights Reserved.

10



BXSA5F4>IDE> b
QEtIRAHEZAND
NINFREBICKEDTS

[O547> bDEFUSIEFELTNS]

E7UST - |fnmzcE

JasEMDhearing = SEIEIRETODEE

SEFEERNO XIS IREKRTERINES
HAZETOET U ITDEKR? = B=HID ?. [EIRINE

listening to the client meeting with the client

= 7. MR °?
Interview with the client

to question to consult to evaluate toseek todetermine to know
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hear & listen

hearing test —» HERIER. EBJIEHER
listening test = X => 2 DitER (RIZHLDHER)

Can you hear me? =

Can you listen to me? =

HCAXFEIN? (BEDASTAEERET)
IWDESCEZBWTEBRFIN?
SEUBELTINSD?

TIWDEDS =BT
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SRERA

An ECG on the subject showed an ST segment elevation.
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ECGFv—h- « -« - “ECG chart”& L7380
ECG = electrocardiography (OLEMEE ()
§ electrocardiograph  [[Z&5T
electrocardiogram ILVEE [X
gram X-&X | o
- BIRHZAD
chart [x.3£

electrocardiogram chart

POINT W) HYHFHEEF, —EISLEF>TERD
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~3H15H3

S C CdhDolc,

The follow-up period was supposed to be through March 15, 2022 for
pneumonitis which the subject experienced during the clinical study.
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~ occurred
WA IFIELSE | s feiAEE == pneumonitis | Cc SIOPed
appeared
_ manifested
_E O EEE == the subject  experienced
pneumonitis

fEAETHELIE | m&S JERDESE = pneumonitis {was resolved
disappeared

- ERDES = the subject recovered from
pneumonitis

POINT W S/ HKFEECAHOETHREY
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JaBREZ 1[0120mg. 1H2[E[#F %5 THlta U7z,

RER
Oral treatment with the study drug was started at a dose of 20 mg twice
daily.
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TRNA 2 NEgER
abREFEZ 1[0120mg. 1H2[EFEOS THRIG UTZ.

Oral treatment with the study drug was started at a dose of 20 mg twice daily.

FAEFRRICEEIUTDOLSIBREDNHDFT,

B& &G (DILT )
1H1[A]: once daily od, qd
1H2[=]: twice daily bid
1H3[=]: three times daily tid
1H4[[]: four times daily qid
BT R as needed prn

POINT |NN) FERFUIERT
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Visit 5 DD3REREIG 5T

S

W=z,

The infusion pump stopped during administration of the investigational
product at Visit 5, and the administration was interrupted for 3 minutes.
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195 administration dose, dosing injection infusion

59 2% administer dose Inject infuse give take (BEABRETIES

BETEREZIRE N e J<HDFHR administrate

The patient was administered the study drug. ¢ T

The study drug was administered to the patient. BET D
EET D

The investigator administered the study drug to the patient.

administer+ <90 = <90 +was administered 0

administer + £ b = | |~ + was administered )¢

POINT Immp (85| (FSEHERR. EVSFIVY !
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RERRICIEIUTORSBREDNSDDET,

5593
E%?é
EMI D
NP NE RS

) B

administer &5

Inject
infuse

apply
inhale

5T
EA
ZEfh
A
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3FEDOBEFY MEMNZEZEZWZUE LN, RHEUEEREFY MK 2
AN TCUIE. REULTCTWVWD 1LFEDDIREFY x> TLZEL\,

gEEA
Although we requested you to send three cases of the test kits, we only
received two cases. Please send the missing kits for one case.

X (&

Although we requested that you should send three cases of the test kits,
we only received two cases. Please send the missing kits for one case.

ARG (LRDA S A FCHBHDET,
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3FEDORBEFY MENZELENcLUFUEN., ZHEUEERETFY ME2
AT TUIE. AEULTWLWR 1FEDORETY hMaix>TLEEl),

S
<KD TEIRFRIR>

I'm afraid there may be a misunderstanding. We requested three cases of

the test kits, but we only received two cases. Could you possibly send the
missing Kits for one case?
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R > SRR
request + {KFEANE (F50)

| requested a prompt reply.

request + {KFANE (%45E) +form + A
| requested a prompt reply from the CRA.

request + IKFEANE (%5E) +of + A
| requested a prompt reply of the CRA.

request + A + for + {IKEENES ($&3a)
| requested the CRA for a prompt reply.

RASA FCH< -
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request + to + {IKFENE (Ehza))
| requested to send the test kKits.

request + A + to + {KEEANES (Ehza)
| requested the CRA to send the test kits.

request + that + {KFERE (i)
| requested that the CRA should|send|the test kits.

request + of + A + that + KBNS (&0)
| requested of the CRA that he should|send|the test kits.

request + A + that + KBNS (1) x
| requested the CRA that he should send the test Kits. x

POINT B requestFEEULKEVEL&LS
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3FEPDORETY MEMEZBELEWVZUFELEN., STEUEREFY ME2F#EDTUL
oo REUTCWVWD 1F#ETOBRABFY hEiE>TLZELY,

Although we requested you to send three cases of the test kits, we only received
two cases. Please send the missing kits for one case.

Although we requested that you should send three cases of the test kits,

& LSO BFOENEVZIETH UL,

& ‘you'NBIIDE. [HRTEOELREN] EVWVDERESUVINEHTUE

Ul

Please send the missing kits for one case.
& ‘please’ZDITDENT TE(CIRDNDITTIRAL ., L ETHEMDH.
IRATA RICHELS —
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<KDTERRIE>

I'm afraid there may be a misunderstanding. We requested three cases of the test
kits, but we only received two cases. Could you possibly send the missing kits for

one case?

® AICHARECTWLD MIMTESEWND D 2 ITEMEIINFTA Ll IREDKRIRZ AN
&9, — I'm afraid there may be a misunderstanding.

& E UKD (Crequestz{FA L TWLWEITH., "you'ZERAURWRIREE D TWEXT,

® ‘please’ KD BT ERFRIFZFEHLUTLNET ., — Could you possibly

POINT |mmp RRICAEDETESHER - BOERA
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X DERZ (TR DT ITORXDFINMANSHREEL TWLND
saZIEA CTLIZEUN,

I
CamfEFBESER [KEE ]| (CHFDSEDTHOI.
2599

The high Ca level ( is associating to /(s associated with) "convulsion," an
AE.
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