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Procedure for Input of Adverse Reaction Report for XML File
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This is the entry procedure for reporting

information on adverse reactions collected by
the marketing authorisation holder of veterinary BFAIBATE32TOFE sud

drugs, etc. in an XML file (HL7 only) created in

SMAEEEVTRETS A

accordance with VICH guidelines.
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Open the Adverse Reaction Report window. G S 9
@ [HE - Fhei] (C [BWER] EADL. 18K
B ApIEnrism
[§ystem/Procedure Name] Search by entering o EELAL LERILA 17 ALA 37ELIA 67 AN 1EBIR
“BITER".
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Enter “BIEA" in [System/Procedure Name]

again to search.
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Click at the Mark O in the MAH report.

£ 9 7 1~9 frERTRH

BEv | HE v | FhR

TBFH BBRORNFRRE

BRRORIFRRE

Elfemss (B -2efeces

Sl

= M
ElfFRRE P50HS)
s BRERRS0FERE BNAEERZ0RIFRZ0RS
" 0RE (Biies)
EfFRRE ElfFRsE (72N
FHEA ENRERRZ0AERE  ENREERZ0RIFRZ0RE
" 0RE (XMLI7A)L)
FHEE EREZRZ0AERE  ONREERZ0RFRE0RE
" O%E (VICH)
. ‘filg’ﬁﬁi:&% (HEFIORS
T ENAEZRS0AERE  BNAEERS0RFEL0RS
- (HER)
SBTA#3IE_20230908 SBTHSIA_EIER

IA-IBIDDFTAE

Bt v

2022/04/01 2032/03/31

2023/04/01 2033/04/01

2023/04/01

2023/07/01

2023/07/01

2023/07/01

2023/07/01

2023/07/01

2023/09/01 2024/03/31

A

HEA

HEFA

HEA

FHEE

A

REE

A

R

10 v

BHRT v | 8%6E v A v by |8

VAL
Q (B
VAL
O (e



2. $E%IEE€1733_50 Enter report items.
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Figures in red are those published in the website's
Adverse Reaction Information database.

(1) EAXIER Basic information

@ [HBFEFAB *Ahwa ]
[Application date * Mandatory]
HL>2F—-—00%0 )y o UTCEWERIBHRZHRE
ERSI=ERKSE3 AN
Select the date to report adverse reaction information
by clicking on the calendar mark O.

@ [R5t (MBILNIL) *AhinzE]
[Submission destination (regional level)
* Mandatory input]
V=000 )y oUT [E] ZiER
Click the ¥ mark 0 and select "Country."

@ [RHSE (MZf) ~AnwE]l [Submission
destination (region name) * must be entered]

RERIRY—T0Z0UvIULT [EMKEZRE] Z&ER
Click "0" to select "Ministry of Agriculture, Forestry and
Fisheries"
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(2) f@2&# Remarks column

HRE(CHIEDIAS MOERFIEN B DIBE(E
Z Z(CEeEk.

If there are any comments or contacts in the
report, please refer here.

(3) IREBLBFDEIRTT
Contact information for the person in charge of
reporting

@ [EREEZBORS *AhiusE]

[Name of person in charge of reporting
* must be entered.]

BREEISBBDA—ILF RL R *AhiE]
[e-mail address of the person in charge of
reporting * must be entered]

(BEES  AHwaE]
[Telephone number * must be entered]

AIpEDHEIEDER T ZCEK.
Contact information for the person in charge
of this report.

l BERBECOVT (purpose)
I551 IMRERRS0SERTEEN. ELLANFRICET3REE. VICHDA{ FSCAB RSN (HL70®) (CEDRES BN TESEE
T,
This is a page for reporting the adverse reaction of veterinary drugs by XML files.

ll 721 (comments)

(BB, T NETENELRS., C5BRBL TN, N\
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B #5BLENEE% (contact information)
FREMBLEMERECOVT, BTG,

(HEBSEORA (name) X \ (FERLE0A-7F/A(mail address) B3
| (B) ¥R BT () 0O@xx.com

(‘Z:5% telephone number)
[ (fl) 0123456789




B XMLI74) (upload XML files)

TEBIIXMLIPA AL TR,
BROADBXMLIPA)LIZ. FDAREOXMLIZ)L (HL7) O#TY,

(4) XML 7-AJL XML file

OXMLI7A)L (ZD1) ~ (ZD4) EROEMERETSBAL. TP IERITEET,
XML files (Part 1 to Part 4) FEEVXMLIP R, 203 5BIERIRSRS - A~ ACBRHET,
‘ \ BORBRVIP P IT-FREUEAI. T55DS0ERVELET.
CCHBXMLI 7L 27y O—-RELLE ROV p _ \
ULTEDIAATL IR0, XMLI?4), (201) (Upload XML files here) @
Upload or drop an XML file from here. | & TERTO-F ) EorlekyT
4 N
EDIADBXMLT 71 )LIE. FDARZTNDXMLT 7 1)L XMLI74), (RD3) @
(HL7) [.xml] D3 TT, & PAEPTO-K ) $RETPVEKDYT

Only XML file (HL7)(.xml) can be uploaded. \

(ZD1) B (ZD4) T, TNENIOOMBUTDO I 7 A I)LZ2T7w ITO—RUTLEELN,
From (1) to (4) above, upload files of 100 MB or less each.

BHOENZRET DIHEEE. NNy FI7AILEERDIADET,

Batch files can also be loaded if multiple cases are reported.

EDIAFENIZXMLD 71 I)LIE. ZDOFFEIWERABRT —IXN—X(CEEDIAENFT,
The imported XML file is also imported into the ADR information database.

EDADIRNT 7 AIADPTS—DREUIHEF. 5505 &EENEULERT,
We will contact you in the event of an impossible file or error.
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(5) X&E#H Documentary information l sx2i%#(supplemantal documents)

D T T IWEXEZ(CHT BIELR SCHESR. L7, SUBRENL. REBERITBRAN. IHBCRAL TR,
| nfo rm atl on a b 0 ut th e accom pa nyl n g su p p | eme nt %Nqé%m\ aﬂH&(C\ E@aﬂlﬁmﬁ%@?ﬁixgﬁﬁaﬂﬁmiuﬁ&‘o

774)\/2. PDF. Word, Excel. Jp{ L5133 LATELT,
WERISER. LS. BRI E . MEEE R HTERIPOBEIL. 100MBETT. 1 20BRICEROIP N ERITACENTELT,
TRIESE. CTHSEDRAATLS RS0 BEMEOTPOFERESNZBAM, TRASET-LTIERIA,

When attaching supplementary documents such as UEAFIVR) mal-aervelmafigo

bibliographic information, charts, and autopsy results, ﬁﬁéﬁﬂﬁtﬁﬂ%‘lﬁ;& (document information)
please include them here. () BT SHRE,

MY BIBE(E. SRBAMIC, EDRWERIREDHE
XEMHRBZMZ T ES0N,

If you want to attach it, please provide additional \
information on which adverse reaction reports you
wish to include in the description column. (BB BHIOMIL T, (Upload documents here) 0]
(& THLERTO-K ) $RTPAERDYT
J7)LIE. PDF [.pdf]. Word [.docx]. Excel i - .

[.xIsx] D7 AILZBRDIADCENTEET,
Files can be populated with PDF [.pdf], Word [.docx],
and Excel [.xIsx].

BMDIASDHD T 7AILDOBEZ(E. 100MBETT. 1 DDEBRICEMODI 7AMIVEiMITBRCENTEET,
The size of files that can be imported is up to 100 MB, and multiple files can be attached to one item.

BEULDIT 7LD ZEIFENDHE(F. TRIBEFTHA—ILTTEEZS0N,

If you expect to attach a file larger than the capacity, please contact the following person by e-mail.

e-mail address : nval-aer-vet@maff.go.jp




BE FEETRIO-ILL. [ERE] R ZHT,
Scroll to the bottom of the screen and press the [Report] button. [

ML SRFRMNMEES
After the display shown in the figure

FEAE

(e )( mm ) (veem ) ( -mmr )

HTFOARETAMEOHNRIINE [SBEIRILERUTIEEV,
BE. BEBREIATOEENTEREDET,

H =xi5s
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Press the [Report] button again.

RERPT—RRIFLEVWESE> [—RREF] R ZHT,

When you want to save the report temporarily — [Temporarily save]

HEBRPTHFrILLIZWESE > [Fr2)L] RYZIRT,
[@ [3RE] R (E2EIR S\ E J Click [Cancel] to cancel the report.

HWESNEFEA ! REBICERILIEVE XL, (FIRI) RY> =T,

Press the [Print] button to print data after reporting.




