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(1) &#l1 TPackage Insert Document Type Definition

<t--
Package Insert Document Type Definition

The DTD issued by the JPMA CANDA group.
Copyright 1997, 1998 JPMA CANDA GROUP.

Permission to use, copy, medify and distribute the PACKINS DID and
its accompanying documentation for any purpose and without fee is
hereby granted in perpetuity, provided that the sbove copyright
notice and this paragraph appear in all copies. The copyright
holders make no representatinn about the suitability of the DID for
any purpose. It is provided "as is” without expressed or implied

warranty.
Version 1.0, April 9, 1898
Version 1.1, May 1, 1998
Version 1.2, May 9, 1898
Version 1.3, June 15, 1998
Version 1.4, June 22, 1998
Version 1.5, Aug. 11, {908
Version 1.6 Aug. 21, 1998
Version 1.7, Oct. 1, 1898
Version 1.8, Oct. 28, 1998
Version 1.9, Dec, 22, 1998
Version 2.0, Feb. 19, 199%

-->
<!-- Define notaticns for graphics and non-SGML formats -->

<{NCTATION WMF PUBLIC
"+//1SBN 0-7923-9432-1::Graphic Notation//NOTATION
Microsoft Windows Metafile//EN">
<!>
<!NCTATION BMP PUBLIC
®1//18BN 0-7923-9432-1::Graphic Notation//NOTATICN
Microsoft Windows Bitmap//EX">

<!>
<!NOTATION GIF SYSTEM>
<t
<INOTATION JPG SYSTEM>
<>
¢l-- Sossssszz=smzsoooooooooIooooToISToomSRSSETSSSSSnsmsssssssmesmeorsos >
<!-- Entities -
<t-- -->
<fb--
F-FURTEXTEOERE
black ;:: B  green ::: & blue i H&
red ::: FRfR yellow :;: 8@
Fzal i, BE
-->



<IENTITY % color.att *celor (blaéklredlgreenlblue!yelIow) black” >

<l-=-
BRI TIBEBORE
blek ::: B&
rd :: R@
F72ANME, BE
-—»
<!ENTITY % boxcolor.att “"boxcolor (blek|rd) blek” >

<l--
serialpo KA § 2 EREBORE
on i B
off ::: FERT

FrAN T, &T
—ed
<|ENTITY % cnoff.att “onoff (onioff) on” >

<l--
variablelabel o+ 2 BTRHHEOWE
on T R’
off ::: FEEFR
F7zAN ML, BT
-
<IENTITY % labeloff.att "onswitch {on|off) off” >

<)== XEEHTHEXETHROBRE -
-- none i XFETHOBERL -
-- below ::: X¥ETE -
-- center ::: XFOHE -
- upper i XFELEACH --
-- wave i SEADETE --
F7ANME. XETHEOBRERL -=>

<IENTITY % line.att "linetype (none|below|center|upper|wave) none” >

<la- HXFDAFZANICRBRTIRE --
- std 11 B -
- bold R N 2 -
- 1talic R 17 3 -
-- bolditalic ::: R=FfE -—
- F7ANME, BE -=>
<IENTITY ¥ charfmt.att “charfmt (std|bold|italic|bolditalic) std” >

<l=- BRBICHETIRE -
-- yes i BERHH --
- o 1 REEgLL --
-- F7HN ML, BERzL >
<IENTITY % boxline.att “boxline (yes|no) no” >

- XEYAL XICBTIRE --
- EHA LV EME 20N FETREET D -
-- Fral ML, BFEA VP REE. -=>
<IENTITY ¥ fntsize.att "fntsize (6]B|10]12]|14|16¢18/20) B* >

<l-- Use the lang attribute to indicate the language of an elements -

-- content via an IS0 639 langnage Code. -=>
<1-- 7—‘—9ﬁ5E®@®EE§T§EénTL\%’:fN:E%T%EQE -
-- EREECE L LTI CHTHELTWS 50 639 2EHT 2 --
BAZOBRSE, lang="jp” L3, -=>

<IENTITY % lang.att "lang CDATA #IMPLIED®>

<l--
AMAZ7ANDIER
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pdf ::: PDFZ74 N
sgm ::: SGMLZ74M0
-->
<ITENTITY % ext.att “ext (pdfisgm) #REQUIRED" >

<IENTITY % chemelm ~#PCDATA!divinom{den|sup|sub™
<VENTITY % charatt “#PCDATAlbold)italic!underiban|gaiji®>

<LENTITY % c.data °( #PCDATA | newvalue § chem | chr | graphic )¥° >

<l-- D KEF—LOEEBRL ats

<IENTITY % details ®{ serizlno, item?, detail? )* >
<IENTITY % itemdetails "( item?, detail? }* >

<IENTITY % serialdetails *( serialnc, detail? }” »
<!'ENTITY % tblblocks ®( serialao, thiblock? )™ >

<IENTITY % detailandlow *{ detail? | lowlsubitem? )* >
CUENTITY % deteilandlows ”{ serialno, %detailandlow )” >
<LENTITY 9% itemandlow "( %itemdetails | lowlsubitem? )” >
<!ENTITY ¢ itemandlows ”( serialno, %itemandlow ) >
<IENTITY % addressbik ”( address?, phenenumber?, faxnumber? )” >
<IENTITY % advblk ™( item?, frequency?, detail? )” >
<IENTITY % advblkandlow ®( %advblk | lowlsubitem? )” >
<YENTITY % sdvblkandlows ”( serialno, %advblkandlow )* >

<IELEMENT newvalue = - ({#PCDATA | chem | chr )+ , oldvalue?) >

<TATTLIST newvalue %color.att; %fntsize.att; $line.att; %charfmt.att; >

<VELEMENT oldvalue - - { #PCDATA § chem | ¢hr )+ >

<IATTLIST oldvalue %onoff.att; %color.att; %fntsize.att; $line.att; ¥charfmt.att; >

<t-- LEXAXZEZAFAIN -

<1ELEMENT chen - - (%chemelm)+ >

<!ELEMENT div - - (nom,der} -- SEERRA -
<|ELEMENT nenm - - {Ychemelm)+ -- H4F 0K -—>
<VELEMENT den - - {Ychemelm)+ -~ SHOH -->
<IELEMENT sup ~ - (Ychemelm)+ -- biFExE -
<!ELEMENT sub - - (Y%chemelm)+ - TfRIxXFE -

- —XFHETOXERSA N -->

<!ELEMENT chr - - (%charatt}+ »

<IATTLIST chr %color.att; >

<!ELEMENT bold - - (Ycharatt)+ -- bold character -->
<IELEMENT italic - - (%charatt)+ -- italic character -->
<!ELEMENT under - - (%charatt)+ -- single under line -->
<IELEMENT lLan - - (Ycharatt)+ -- EBFHR -
<IELEMENT gaiji - - {Ycharatt)+ - BEROXNZIEAFTTHHIZLERATRTLS SV -

<I'ELEMENT graphic - O EMPTY -- Ei@FHAY ¥ SEEBERIL, Y VOBMTERETS -
<!ATTLIST graphic gfname CDATA #REQUIRED >

<J-- wpfkErpdxeproockikckes table subsel sRktkrskerieriiickriiy —->
<d-- F—FNEHDER -—>
<IELEMENT tblbleck - - { variablelabel?,

{ simptblhead?, simpletable, simptblfoot? }} >
<IATTLIST tblblock %lang.att; %fntsize.att; ¥charfmt.att; >

d-- F—FNHBORH -
<IELEMENT simpletable - - ( simptbirowt ) >
SIATTLIST simpletable %lang.att; ¥fntsize.att; %charfmt.att; >

A F—TADF A I (EE) -

<IELEMENT simptblhead - - { varieblelabei?, ( %serieldetails %) >
<IATTLIST simpthlhead %lang.att; %fntsize.ati; %charfmi.att; >
<l-= F—=TNDIT -->



<\ELEMENT simptblrow = - ( simptblcells ) >
<IATTLIST simptblrow %lang.att; %fntsize.att; ¥charfmt.att; >

e FTNDF| >

<!ELEMENT simptblcell - - { %c.data ) >

<IATILIST simptbleell %lang.att; ¥fntsize.att; %charfmt.att; >

== F=TNT7v - (BHE) -

<1ELEMENT simptblifoot - - ( variablelabel?, ( ¥serialdetails )*} >
<IATTLIST simptblfoot %lang.att; %fntsize.att; %charfnt.att; >

-~ HRLRZEEICEYTLER i

<1-- Standard Character Entities to escape SGML special characters. -~
—- ¥hen ”<*, *>", and *&” cccur in text, they should be replaced -
-- by "&lt;", "&gt;”, and "Ramp;” respectfully. -3

<t-- Less Than "<” --»

<!ENTITY It "&#60;7 >

<1-- Greater Than *>” -->

<IENTITY gt “R#62;7> -

<!-- Ampersand "&” --»

<{ENTITY amp "&E3R,7>

<!-- Enter -->

<IENTITY enter  "&#13;&%10;">

<!-— =====—-=-zzosmsss=SSEsoSTSS=SSSSSIT ==== -->

<!-- Elements end Attributes -3

e —==== ===== SEE - IO

<1-- packins ::: WAXE
<1ELEMENT packins - = { variablelabel?,

packageinsertno ,

companyidentifier ,
datecfpreparationorrevision? ,

scej?,
scejete? ,

therapeuticclassification? ,

approvalete? ,
genericname?,
warnings? ,

contraindications? ,
avoidedadministration?,
infoindicationsorefficacy? ,
precavtionsforuse? ,
pharmacokinetics? ,
tblferpharmacokinetics? ,
resultsofclinicaltrials? ,

-3

thlforresul tsofclinicaltriais? ,
efficacypharmacclogy? .
tblforefficacypharnecology? ,
physchemofactingredients? |
tbiforphyschemofactingredients? ,
precautionsforhandling? ,
conditionsofapproval? ,

package? ,
mainliteratureandaddress? ,
informaticnonlongtermdosing? ,
nameaddressmanufact?,
otherexplainusage?,

download? )>

<PATTLIST packins %fntsize.att;

lang CDATA ZREQUIRED



version CDATA #REQUIRED >

<!-- dateofpreparationorrevision ::: BT X BEOERIZLEETHA ->
<!ELEMENT datecfpreparaticnorrevision - - { variablelabel?,
{ serialino?,

narkofravision?,

yearmonth?,

version? J¥) >
<IATTLIST
dateofpreparationorrevision %lang.att; %fntsize.att; 3boxline.att; ¥boxcolor.att; %color.att; >
<l-- scej i HRBHEHRHEES -
<IELEMENT sccj -~ - ( variablelabel?, ( serialno , scejno? )¥ )>

<'ATTLIST sccj %lang.att; %fatsize.att; %boxlive.att; %boxcolor.att; ¥color.att; >

<i-- sccjetc i HREEERAEESS ->
<)ELEMENT scejetc - - ( variablelabel?,
yrmoofreexamination?,
detailofreexamination?,
yrmoofreevaluvation?,
detailefreevaluation?,
yrmoofadditionalapproval?,
detailofadditionalapproval?,
internationalhirthday?,
detailofinternationalbirthday? )»>
<IATTLIST sccjetc %lang.att; %fntsize.att; %¥boxline.att; ¥boxcelor.att; ¥color.ait; >

<l-- therapeuticclassification ::: HEFHHWEE ->
<!ELEMENT therapeuticclassification - - ( varisblelabel?, ( %serialdetails )¥) »
<IATTLIST

therapeuiicclassification %lang.att; %fntsize.att; %boxline.att; ¥boxcolor.att; ¥color.att; >

<!-- approvaletc ::: & ->
<!ELEMENT approvalete - - ( variablelabel?,
( serialno ,
detailbrandname? }* )>
SIATTLIST approvaletc %lang.att; %fntsize.att; %boxline.att; %boxcolor.att; Xcolor.att; >

<!-- detailbrandname ::: BFE&ECIEH -
<!ELEMENT detailbrandname - - { variablelabel?,
( approvalbrandnare,
brandcode,
approvalandlicenseno?,
dateofnhidrugpricelisting?,
startingdateofmarketing?,
storage?,
standardname?,
regulatoryclassification?,
composition?,
property?,
tbl forproperty? )* )>
<IATTLIST cetailbrandname %lang.alt; %fntsize.att; %boxline.att; ¥boxcolor.ait; ¥color.att; >

<!-- brandeode ::: fERBI—F -
<!ELEMENT brandcade - - ( variablelabel?,
serialno,
yjcode? )% >
<IATTLIST brandcode %lang.atl; %fntsize.att; ¥boxline.ztt; %boxcolor.att; kcolor.att; »

<t-- approvalandiicensena ::: & - HaAEHS -=>
<!ELEMENT epprovalandlicensenc - - ( variablelabel?,
approvalno?,
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licenseno?,

trademarkname? )% >
<!ATTLIST apprevalandlicenseno %lang.att; ¥fntsize.att; %boxiine.att; ¥boxcolor.att; ¥coler.att;
>

<!-- datecfnhidrugpricelisting ::: HMEERPEH -->
<!ELEMENT dateofnhidrugpricelisting - - ( variablelabel?,

yearmonth?,

otherdescription? )x >
<IATTLIST
dateofnhidrugpricelisting %lang.ati; %fntsize.att; ¥boxline.att; ¥boxcolor.att; %color.att; >
¢!-- startingdateofmarketing ::: ERFEBHMER “e>
<1ELEMENT startingdateofmarketing - - { variablelabel?,

yearmonth?,

otherdescription? ) >
<YATTLIST
startingdateofmarketing %lang.att; Yfntsize.att; %boxline.att; ¥boxcolor.att; %color.att; >

<!-- storage ::: EEWRSE -
<1ELEMENT storage - - ( variablelabel?, ( %details )* ) >
<IATTLIST storage %lang.att; %fntsize.att; %boxline.att; ¥boxcolor.ati; ¥color.att; >

<!-- standardname ::: E¥EZ -->
<!ELEMENT standardname - - ( variablelabel?, { %details }* ) >
<IATTLIST standardname %iang.att; %fntsize.att; %boxline.att; ¥boxcolor.att; %color.att; >

<1-- regulatoryclassification ::: HME S -->

<IELEMENT regulatoryclassification - - ( variablelabel?, ( %details )¥) >

<IATTLIST

regulatoryclassification %lang.att; %fntsize.att; ¥boxline.att; ¥boxcolor.ati; Yeolor.att; >

<!-- composition ::: #ARR -2
<1ELEMENT composition - - { variablelabel?, { %details )¥ } >
<IATTLIST composition %lang.att; %fntsize.att; %boxline.att; ¥boxcolor.att; %coler.att; >

<!-- property ::: %R -->
<!ELEMENT property - - ( variablelabel?, { %details )* ) >
<IATTLIST property 9%lang.att; %fntsize.att; ¥boxline.ait; ¥boxcelor.alt; %color.att; >

<1-- tblforproperty ::: #IGY - RO -
<IELEMENT tblforpropsrty - - { variablelabel?, ( %tbiblocks )* ) >
<IATILIST tblforproperty %lang.att; %fntsize.att; %boxline.ati; ¥boxcolor.att; ¥color.att; >

<!1-- genericname ::: —HEETEF i -->
<IELEMENT genericname ~ - ( variablelabel?, ( ¥serizldetails )¥) >
<TATTLIST genericname %lang.att; %fatsize.att; %boxline.att; %boxcoler.att; ¥eolor.att; >

<!i-- warnings ::: B4 -—>
<1ELEMENT warnings - - ( variablelabel?, { %itemandlows )%) >
<IATTLIST warnings %lang.att; %fntsize.att; ¥boxline.att; ¥boxcolor.att; “color.att; >

<!-- contraindications ::: B2 -—>
<VELEMENT contraindications - - ( variablelabel?, ( %itemandlows )¥) >
CIATTLIST contraindications %lang.ntt; Yfntsize.att; %boxiine.att; kboxcolor.att; %color.att; >

<l-- avoidedadministration ::: EHRE -

<IELEMENT avoidedadministration - - { variablelabel?, ( %itemandiows )#) >

<IATTLIST avoidedadministration %lang.att; %fntsize.att; %boxline.att; %¥boxcolor.att; %color.att;
>

<1-- infoindicationsorefficacy ::: BhEEXRITHEDIER >
<1ELEMENT infoindicationsorefficacy - - ( variableiabel?,



