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Ex#mHE NEWS

2019/6/6 ¥ + B2 E IR F A = elvitegravir & cobicistat i N ZEREARE " - $
—ZHAHAR - oBE elvitegravir REEREMIEIEERMEAERERZ HE (HIV)
TEEREZEAR 2 ZEHER -
1. — BRI 3 (IMPAACT P1026s ) & RiEH - B2 B ERE_ - E=F2HPEFEH
2 elvitegravir & cobicistat if 77 Z% an - HE R B ¥ 2 EE BB - § A elvitegravir A
cobicistat R EER B 15 - EYE) HEEIEER - £ elvitegravir £2 24 /\FE A M
BEE GFE_ZHNHEREZEER 81 % - £F =248/ 89 % ; M cobicistat £
24 /\RHENMBEE  TF _PHNAEREECHERG60 %  TE=2HR1E 76 % -
2. BRIRZBERZELNE_ - F=FHFEAZR elvitegravir X cobicistat i 7 Zm#E 34
HIV-1 B FEBERRMZES ; 24 elvitegravir REEE /) s B BUABERRUURIEI HIV
FERERPENER -

RZ A FEERE elvitegravir & cobicistat B ) 22 iETTAE - B REEY) A EIEE IR
RZ  BERINEMBLEE -

w

EmEYEIRENA -

1. &8 & - B % & F elvitegravir / cobicistat / emtricitabine / tenofovir alafenamide
(Genvoya®) A BRI 15k - HPXHER TEERIREE, 1 "45 - R2HET
ETE "BRARY / BXHEZEZ : KA GENVOYA #iF - BIRENAE 2SR, -

TRZPHE  REEHEROURSREMRE - 2 o/LIER GENVOYA, - RTIE " HEiE
2% - F=Z2HIKalEER elvitegravir FIERE S MIENAFEKRIA HIV 8+ F F B
I

2. RERIEFE EE S B D ERRIVE— T ARETERET -

EEANERISEIR .

1 BEFZBAYERTEAEBRNNE LT - BESHIREEH B ERINA 2 E T -

2. & elvitegravir X cobicistat D ZmABARBEREYL - ER ARGEHABEIRES -
FEERENE MR E -

3. BEHBANRZHBERZA D ER o 2R - WiRERmASRIREZEBIAEZ -

- Drug Safety Newsletter 2020 March vol.69



=HER NEWS

BABTIEEE .

1. BEBEEBREINEYRAZA Y EmiiE - BENAYHZE -

2. 5 MWARAEPERIREZ 252182 - FRuAIEE2 - WA ES SEahsEA
BB ERAE S -

3. EMEREERMURERFEZABBEALE  YIRBABBAEBTEE -

o RN B EELAF S E NI
https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/
health-professional-communication--hpc-/dhpc_evgcobi_pregnancy.html

— » Modafinil pX 7 25

2019/6/20 M= KEF4EEP (Health Canada) 3H L2 5 - FIEZHREE A modafinil &2
BEBREZERTAUBE (B2ARAUOHER ) BEBYE - W RR2EYUNFTERREY
HmERES -

1. RENY) B B o 2538 modafinil B B 5 1% - =8 FDA Z 5K B E) Nuvigil® (modafinil) &
Provigil® (armodafinil - modafinil K§51& £#&4) ) BT IR E % (Pregnancy Registry) - LUR
FIRZ B RE R Nuvigil® & Provigil® 2 BRI EIREMBLER -

2. 2018 £E Nuvigil® & Provigil® IR BN EE RS PR F BARER TSRO M
EEERNZERERAMEENREL - ST ELENEREEHFA ZERTRAUER
(17.3%) L EE (4%) W EBEEARE—RGEFPERINEER (2R 3% 2 1%) -
LEINTIERRMRE - KR BEEERAEBEZERES (BREEAR ) WEHERS -

3. Health Canada ## €8] modafinil ZZZmhE - & "RP2ELXEAZRZ 2R, IRE
BE UK TEFEIESIR, - "HEARZEER, ENTHEELEEHN -

EmEVEIRERMA

1. &8 - FKEZA&ES modafinil B2 ZmEFoliE+H 158 (PROVIGIL TABLETS - @& ZF i
F55 0000105} ) - FrUEFAERAATERBNMMARATSENRE - EPXHER T
BEFE, ETE "HREAEEER - KPEaE—ERE R EER AR 2 ER
MR~ "ERRBELAEMENRN - NER2NFER2HE/SMNEE. - R "HEEHN
= BHE " AEERFRETZHER  REABENRE FSHRIEEST, L
EEHM - AARTIE "Modafinil RREREZ2eosER2 2 SHERR -

2. RZRIEFHE B EEHZ modafinil B2 EmREGE—T FREEE -
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BEASRIEEIR

1. Modafinil FARIRRNFER2ZEL -

2. BEFRBESZE modafinil J2EEiFEER modafinil Ja BRI B A G ww R R 22 E &
A modafinil £2aZREEERR -

3. BHEEPMA BB X RF A modafinil BRI —BANE kAR ERBEM -

4 SHMATBEBERRE LR EM modafinil A EABEFEE 2BANARAENRZE
it - B modafinil olaE SR EEREEERPENANY - EREEREREZZNRBARR
modafinil JAEHAE A E R 2 EHARBENNEIMOBEZTTE -

BAEITEEHR .

LIEBEEBEFRZEMRA  BEHAEEEEASABBER modafinil BB IEERHZ21EH -
2. BRI RPN E RS - BUBMSHTER -
LREMEABTMUREFRAANBTEBEAES - ARETOUARKRENEBNEEEZEA

=

E\ o

o MHEEN R BB E S E N AL
https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/70201a-eng.php

2019/7/3 $H B & E IR F (Swissmedic) 27 DOACs $82% @ [ iEE AR M B fE EEE

#% (antiphospholipid syndrome - APLS) Zfg A - REOJsE S N EE R MME T AR

ZEMEM -

1LIKE—IEZ PO R (TRAPS study) & R B/~ - fE B M 42 9% L W 31 B4 B & E 1&
#% (antiphospholipid syndrome - APLS) & A & - M & i & A warfarin - & B &
rivaroxaban F D ZEm o] gEEIG NN B 38 M Mz 2 @ b -

2. A apixaban -~ edoxaban & dabigatran 7% APLS & AR ER R BR 5 R 5e AL - A B Al
BAMRELER 7 AR APLS B ABIER REUEIAIR - AAMAHER vitamin K#EE (#l :
warfarin 3% phenprocoumon) - & apixaban - edoxaban & dabigatran %73 2% g7 o]
e IEMNEAE M M 7 EkE -

3. 2 DOACs i nZm AEZEHR APLS BA - FRlZ=3 EMEmA (20 M5 3 IR kA

5A ==

R E B 2% A lupus anticoagulant - anticardiolipin antibodies & anti-beta 2
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glycoprotein I antibodies) °

4. HRBERIEAZ DOACs B D ZEmiRfN 11212 EZ APLS M A (RRIZSEAREA ) « B
AMLEETRIRERERES - WEZREZRBUEA vitamin K EiE -

5. Swissmedic 5 E# = DOACs SR N ZE MK E - BE LiliZ=E -

EmEYEEERR :
1. 8% - HBEZ &R direct oral anticoagulants (DOACs) 8 77 % m - Hp X B ERT

&

g " AE&ET 2 DOACs B 7 % m R i BE B E & £ (antiphospholipid syndrome -
APLS) ZfEA 1 -
2. RER L ZESTEZ BN D ZEnREGE—F BAREEEN -

=3
38

BEEANERISEIR .

l—EMRE&EREL EEMRBEEZAPLSHE A+ - &K warfarin - FH 2
rivaroxaban Bt 7 2 mol e SR N LB HM MR 7 B M - M H fth DOACs # 2£ my
(apixaban ~ edoxaban £ dabigatran) thalsEE AR LUK -

2. 5N BERIfERS DOACs D ZEMIEM 1212 ZE T APLS B A (FRIZsERBA ) - &
AMLESEERIERERREEEE - UWEZRZRBAEA vitamin KEBHRE -

BABTEEE .

1. MEBREXHSNEBFEAEBSRYE - ELENBEEEERSE ( —EE MR EREIE
HRERRER ) @ RV SHER  BSE— T AT RZE -

2. £ R IREEHAR IR A RE R - B EED -

3 EEHARATIREASHERAS N ENBRABNS TS -

I
ot

+

_I

o HHEAN S BB EFE S E T A
https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/
health-professional-communication--hpc-/dhpc-doak-aps.html
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M - Fingolimod AR #EmEZ = & EIEBER

2019/7/26 B2 EMA L2 B - AES BM (LI 2 Z M Gilenya® (fingolimod) &
IR ERBEE IR TERLRMRE - At BB ERELHEBLEBENERERBYE
ZIEHRIR 2 A5 Gilenya® -

1. EHgmEEL - REZ2ERBER fingolimod WERFIE THERBEE RER MBI
WEREE —MEHPRZIMWME (REBEBNMURTREENEREEENEHRER
(EUROCAY) et — M EBEMIEE RIS 2-3% ) -

2. ERERZERERN fingolimod WEREEWEBRNRERK A LR O MER (BN :
DERODEFRRE  EEKNEE) BERMANASRKRES -

3HMEEMAEZ R R L EBSXBER N EREHABENEBR2ZERNELRASER
fingolimod - &R fingolimod F5{EZ - MEFZE - BRYEAET RN -

4. BTREILER  BRELZRBERIES fingolimod JAERIN BETITIRGER - DIFERSE
BRZ  BRaEPBAFER 2 HERNNERINANNEZ2IENT -

EmZEYEIRERRA :
1. &8 - HEZES fingolimod A D maToliEiL 1 58 ( Gilenya hard capsules - #&%
ZEGFE 000025 5% ) - FrO B AR AeEHERNBRASE  HEPXXHER "&E:EH

AREER, BETE "HIENER - RBEYVEER - Gilenya oJEeHi iR REMBEE - AR
Gilenya HFBR Z2ERINAOTE 2 B H - BERIER A Gilenya )BFEHARBI RIFEE 2 AR HAR - BIX
MBMAEZIEMLUR R R, - AKTIE "Gilenya ZHARZFEHEELTSEENBAREH
BRBZENEY  SHAZEZEM -

2. RER LA Z Gt H 2N EmRBE—D RAREEE -

BERASRBEIEEIR :

AEMBERIEYX fingolimod tIsEEAHIRREMEZERIEE -

. FAtatER fingolimod BB iR F X Rl EERHE A kAl lRERBEM -

REHMBERIFELRER fingolimod #E A F R 2 {8 H RN AERINE MAVE 2151 -

ARBERIEXETEESH 2 8= fingolimod -

. ERAREEH fingolimod #iff1# 2 - 2 UBMFZET FHHE A fingolimod clgEBEE
R ER - BEUEAETRIOLETHERE (1 88RRE) -

u A W N R
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BABTIEEE .

1. BB IREA fingolimod A MBI BB MR E 25 - & M 1IEE®E A fingolimod
HEtEEE  FEEZHEE - sTEEBERMNEZR/NFH fingolimod 2 B A - MRNER
BTN R B 2 HE I -

2. 5K ER fingolimod BAfERZ - B BAMERD - B EE— D LEWAZETE
TERIMBE D BB E IR OR -

JCARHBEETOIRERZAZEREREAS IR BHEEBEAERBTTY

I
<t

i

=

o RN BB BFESZ Mo
https://www.ema.europa.eu/en/news/updated-restrictions-gilenya-multiple-sclerosis-

medicine-not-be-used-pregnancy

Al Bl bR i R

2019/8/30 = FDA 357116 FH Mavyret® - Zepatier® 5§ Vosevi® ;B P E EEE M INAE
BERNEY CIMXRMEA - UIREEERH IS INERIBRIEZEM - (5 EBIZAER
glecaprevir £2 pibrentasvir ¥ 75 B/ 2 i3 2 B & 5 Mavyret® ; B2 A4 EE 5 AL 2
@A % Maviret® - )

1. =B FDA AR EHBIM A4 (FAERS) BRI EHEE B 1% 63 AR UER C ZUAT
K B G Mavyret® - Zepatier® & Vosevi® 84EF B E AR 2 (liver decompensation)
ZARKRERSA  CIEHRIBELT - ZSXAZHRRABRAZERZ 2 XE 16B 2B (P
HAR2LZ2K)BENRERARRE SEBE/SRARIE =8 KR HREE -
HopA 39 AR FEENSERIMRAECEERE - MA 2 AIREMREEBRER -

2. RFZEMT  HRBEERED - EEMINEEERE (Child-Pugh BsL C) stBEHM &
BN HEBRERTRBZEA - MILERAACEZERILEZER - MRS EAND - 5B
AN FEITIE(EE B E UM E(CEBEENINEEERZE (Child-Pugh A) - BB MR
A MRS PIFFAK (S MRAOB R EEXIIMRNME ) BAEMeER - b - &
HEARFEEEFEMGREFUMARE  BEEASEMERSMAERER - &0
REEERTEFEREL C X ERBELIRM IR RIE -

3. 6 FDA &7~ - Mavyret® - Zepatier® - Vosevi® B5 27 C BUFF k% F (HCV) EQFEHD
BE - WARZERRPEEENNEBENREA - LERARBFERBERE R INGEE
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SE -

EmZEYEIRERA :

1. &8 - HEIZESR elbasvir & grazoprevir 75 7 ZmeT ol 1 58 ( Zepatier® ) -
HopfhE "HEHE, ~ "R ~ "RHRIEE - BgEAZz ., eE "EHRPE
HEEMINEEARZE (Child-Pugh B C) 2% 1 SHRAE -

2. RE - BHEIZES glecaprevir & pibrentasvir 8875 i ZmeF o4 1 58 ( Maviret® ) -
Hop 3 EETE "MAVIRET A&Z AR P ENINEAZHEE (Child-Pugh B) - H%E
AREERINEAZWEZE (Child-Pugh Q)1 RGP EHINEEAZREE (Child-Pugh
B) I RERIE -

3. ST ERIREE— T REMRELREMN - AFIRETEP -

EBEAERIESEIE :

1. & elbasvir & grazoprevir & /5 B 2 22 i (Zepatier®) ZAR DT EHXEEF INEER S
(Child-Pugh B 8 C) f9%8% ; & glecaprevir & pibrentasvir #7522 ( Maviret® )
FEZANRTENINEAEZWES (Child-Pugh B) - BEZERAREENIELAEZNEE
(Child-Pugh C) -

2. BEMRFILE S BB m AN TEER - WiEZIS AZERE R RR AN INEE - &%
ABIRMINEEREAZ ZBICEEA - fli . FEERSELA - =E - 18K - FUHERE
S OEFAKE SR T M (variceal hemorrhage) - BIEEE EFEE -

3. BMIREERAGHIRES £35S  BAKR  BOEM - FESNRIEE  2EHEESE
SEMNIEERERBENEERNES -

BABTEEE .

1 ERIREZHBLIRL MEEEAR - #1400 : Bl - ESS - B NE - [BO - B0 - RREBEIK
EER=CNERECER  BUNSKEZEHBY -

2. REFRAELYE  BRUBEBRSHEHLBINESTEREEKAZESE - §l BB ERR
¥ EEEKES B AL - ESEHMMREERS - DIE B R R -

LRERBEEETURERZAZTERZEAE  WHZNRNABHEBTIEE -

o AN R ERELEFSE N3IAI
https://www.fda.gov/safety/medwatch-safety-alerts-human-medical-products/hepatitis-c-
medicines-mavyret-zepatier-and-vosevi-drug-safety-communication-due-rare-occurrence
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+ CDK 4/6 MHI B EmZ 2 EM AR ER

2019/9/13 2Bl FDA &L= &M - ARIEEE 2 CDK 4/6 MBI HZEm ( 612
palbociclib - ribociclib X abemaciclib ) AJgEE B4+ F REBEREMIMEIEE K @b -

1. =B FDA Bl o EHFERMET 2R AR RANE tmELEHEREP S URER
CDK 4/6 MBI MM B R AR EHENMAT R XS BREEUNE (interstitial
lung disease, ILD ) MFEREMME ( pneumonitis ) - AT HZER - BAIBBRESE
ERLTWEZE -

2. 1R 1 palbociclib - ribociclib & abemaciclib ZIBZ R VAR EZE BT - B 1~3%
R A BB MmN - E/hR 1% mARNARKREREZERABILT -
TEELEERBMMAEIER R EMXNERS  AERAALEGMEERNREREF -
BtEERAEEED 1 EARRET -

3. =H FDA B EEFFME - £/ CDK 4/6 IHI B B2 m ey (R Ech#rig " BEMMmE . A " JE
RARMANK ) ZHBAEEDIREERABNERESZAR - 241 - =B FDA RAME
FfEA R BB USRI ARERER -

EmEYEIRZERA :

1. &8E - HEZER palbociclib B2 ZEmeTolEH 3 5K @ 5T lBHA B R EIm NZERK 7D
BIRAE] ; A& ribociclib o ZEmeFolEH 1 R SFrOREARASEKERNAR
A8 Hop 3 EERTISEAMEREE K FF*HEE?:?E S5 -

2. RE - BEIZES abemaciclib o #EmerolEH 45 - SFOB AR A ERRRK D
BRAT - HEpXBFEER "HRREEAR . ETE "8 VERZENIO RS HIREEHD
AIEIRBASTIREASE : 317 (0.9%) mARBFERIET ~ 3 17 (0.9%) FE5% Al B -
3 fi1 (0.9%) B VTE 4 ~ 1 11 (0.3%) S5 Ab3E 3K (pneumonitis) - BUK 1 11 (0.3%) 3B
RIAEE , - KTUE "EE MR, A "IERRERK ) SHAZEER -

3. AEREFEEEHE EZEMN N EmRIE— T RBEEEN -

EBASEIERSIA .

1. £/ CDK 4/6 {HIH B ZEmp)m A D BE R EFE REBESE - vt REMNERILTHE
B4R (interstitial lung disease, ILD ) FI3ERCEEHMATIE ( pneumonitis ) -

2. EHEAR A 2B IR B E MR IE R R M AR M I SER - EERE
B FIRAEE  Sm AR EREHIRMEEE R EIRR B S BREE - JEF*EJZH@
EZEMER -
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3. AWM ALIRI B ENRICRINEIR R AAEAR - SHIRFESEEIF R RS - FEIIRI P &R CDK
4/6 I H $RZE fp 7 8 ARl 2 AT B PR RTAS

4. BAEREBEEMMRSIERRENMRAIEABKAEA CDK 4/6 #IH 548 %m -

5. BEMMBAERZEZE MO R ENBE MR IER R MR AR - WEFERAS LR
WA RIER IR AR IR B BN SHERAS -

BABITEEHR .

1 BN EmEERB IR B EN BRI ENEAR - SFEFR AR AR - )RIKEAR
RNEEHERTRERES - BUlIRZEKREERHE -

2. EMHERNERBTAINRENEE - BRAHABEAE - AEBEAEWET  Y2817F
FiZmm -

A

o AN R ERELFSE MM
https://www.fda.gov/drugs/drug-safety-and-availability/fda-warns-about-rare-severe-lung-
inflammation-ibrance-kisqgali-and-verzenio-breast-cancer

Al Bl bR R iR

4
ot

BmEEY)EIREBFRIZE ivabradine EREARBEMH ORIBREA - ZRARAMEEH 2 M

INRIE -

1 ZEZEYARKRERBAMA P ZEERLIEA ivabradine REHXREMHLRIBRAER
EOEEBRZBREARKRERA -

2. Ivabradine ZEEARABEALXOHIBE (NYHA) D4RFE N E IV 4 - WHEMKIISEAE - &
HOEBESDEOKRE> 75 WIEUHEBEMORIERA  JEEEREHA (EERAD
M=HEE 7 B- FHETE ) - stARYE B- HEBISERIES -

BABESSULORIB AEAMFELHKERTON/ DiE - REMME (< 90/50
mmHg ) - B EEIEEE (sick sinus syndrome ) - EEPFEER ( sinoatrial block) -~ %3
ERZEEEMEE (3rd degree AV block ) - ERAOERERE - DEMEART - SO
BE LAEBEUMNIONVESEERER ivabradine 22 REE - HRAUEERREASE
ZIMERIET - £fEH ivabradine ja &R EER B A EEEA ivabradine J&% -

4. Ivabradine SIEERIOBERIZZ DJBENIE QT BEEERMNEE - EHBRENOEAR  LHZE
ZRMLZEOEAE (torsades de pointes ) - HItE QT BEEERAESE - SHIEEFEHD

_I
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BEEH QT BEEEREY ZHEA - BERMEH ivabradine -

EmEYEIRENRMA :

1. &E - HEBRZES ivabradine B ZmErojsEt 358 - HRITHIXMHER "R=
BEHEHEAR TaEe - FRROER 70bpm, & T ARBESHZHELORIB, ZHWA - I
R TRANEBRLCEREE ) BHE " O0EAZE, - "TNEQT EEERNEER ) SHER
=MER -

2. BRIER R LB A A ivabradine D ZERRSHEREMH OREBRBARZELREEEZ
BEARREBEM  WAERMEREERINRIRERERAS ivabradine EsEARIZE
MORIBRA - FRARABESSMORIE -

EERAESRIEEIN

1. Ivabradine ZsE IR EMREME L REBAEA - FRARAREASELRIE - £ES
ivabradine Bl BT B A 2 & B ivabradine ;8% - WEEAB A OHER - HLEB X
MM -

2. B R fEM ivabradine RE QT BEIERKSE - SNIEEEAEMIEERN QT BRETERYZ
ZYRA  EVWAFE - BETEUINOHEER -

3. BEAMBA LB E B/ ONEESHBERERIE (WNEMER - BZE - KES ) - WIRER
ARERES LIRE M ABRVERBEROIZHE -

BABEIEEIR .

1. 5RBEEMOBMEREER (WONEE - DEERE  ERLOERSSRSE)  OPBR
ERMORBRIE  FRMBREDSHERAER - WEHERIZEE LR Eth %
=

2. RERBE LR AEER (WEME - Z8 - BESF ) - BUlnE  SAEE5RE
SFRENBEaERAS -
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SEMEZEES

— "B #FREBRMEIREUWE:

FOIREREE - R ERWTEE 022445 5%
Em#E N E1E . "Baxter” Exacta-Mix Eva Container

SRR EWE / BER / #HR -

EEER 250 ml H938737 60124641 - 60151728
#EE%% 500 ml H938738 60124655 -~ 60137713 - 60149811 - 60158774
60132900 - 60140869 - 60140870 ~ 60145055 -

60157729
60124662 - 60127209 - 60127210 - 60127211 -

60127212 - 60134211 - 60147006 - 60150432 -
60150437 - 60152681 ~ 60152682 - 60157745 -
60157747 -~ 60157749 -~ 60158777

T2 3000 ml H938741 60117117 - 60137159 ~ 60147963 ~ 60151606

#EE%Z2 1000 ml H938739

FEEL2 2000 ml H938740

EhEE . —RER/BERIEEAR /BESVEEAR

EMERAR ;- (AU / FBIER R i )

FEIKERINEER ) BHEMMKXIMABEEZFMAE PO - BEESHMNHERNEES -
EBARRARNZERIRETR - A BEERERNWMEY SR - EMEMMRERIZERIEE - B
MATIBR 108 F 2 AERMRINE ERFEMRER - IREMSEFRLTHRES
MRAEZRZERMET ZOWTE - BREARBRIEURESESHAEMZ RER
SHEW -

Bl AR IEFETE -

RE EANEOZSRFER /HStEME 73,199 &2 - HEARHENHK 34 X BREREEm
BRIDBRATEK 108 F£9 A 25 HBEMZFES R KRIRRBMETE EHREIL - At
A TENFEET 108 & 11 B 22 HAISEAK -
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RS E A -

LNEEE BRBERERRODBRAT

Bt4& 858 © 02-23785000

Bias NEFHH - Taiwan_QAreport@baxter.com

o FHRAERIR (481 )

N TGA -

http://apps.tga.gov.au/PROD/SARA/arn-detail.aspx?k=RC-2019-RN-01434-1

il & KX Health Canada : http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-

sc/2019/71143r-eng.php

_CEZERMNSE=FSREEAH S URGENT/11 # I8 & = 55 &

(Cybersecurity Vulnerabilities) Mol gE5 |28 LB 23 #7 (£ FH HA )
MEBZEEN (BRERD

EEHBEmEYEIRS (FDA) RELRE  BERRREMHE BSHEBABNREZIE
AL 9% - g5 | RELEGR M EBRAEN/ERR - FDA HARSHME T 85 LA
SHHENARSY  BERSAELHHNIECSLZLRAIA -

ZEMRAECHAIEE S Urgent/11 B9 11 B8RSR, - ELEBEOBEFEMIALIR
I Rl B8 R e A 0 B DL HL INRE - EMIRIBIER - IS ENEM R RIVBEIAX - EMOBED
Bt 2R M INEE -

B EF AR IEEIKE MA@ IPnet E=18EBAHYT - BEVRNESREHERD
OJRE A SZEE [Pnet 8142 - (BEEENEZEESHER - nFrEERAXXENER MEEEH
ZEES - B - 2SO DI AES AN EREIEEEN L EREPHNEMEEEER - &F
MR P -

ZEMMRAE - BERVEEE K FDA B IRZIU N ERERAFENE S MAEZZFE -
AAR - B IPnet BREEAH OIBERBIZNELIFELRFIFMBRAD
+ VxWorks (by Wind River)

* Operating System Embedded (OSE) (by ENEA)
 INTEGRITY (by Green Hills)

* ThreadX (by Microsoft)

+ ITRON (by TRON Forum)
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+ ZebOS (by IP Infusion)

MoBERMAEEB O EEDTEMEEASEFELRANRESZE Urgent/11 B9
& WHETERERBMERIER ZXHSHEHEIAIIREASTENRBEBRNERL  H
PERTBRA - BURE MMM - FDA Bt EAl L EZEEREM - 2 EHYE IPnet
RSN —E= S @59 % -

FDA #3EEGER -

- 1258 FDA Bl Z 2 BB ESI PR ETRRE - DA ELHMEBRERFHERD
HENTETHERMMRETE - Bt ELEHHNUEESRELSHLITAERTE
AENEE - BRZFENRFE ISR NERER EENMRMNOMARREN - FALER
RENZZRERNS - REJBEDAAIR -

- PR ZBHEESF  DEEEEBEMET (patch) WEMEZZNER S L - BESR
MESSERBEEF AMRERENEHERS -

- BRERDERANTEEREER (AW XA EHRAABE (VPN)) £
Urgent/11 2 -

- BIERTEEMBERE - LUEEASZ URGENT / 11 REFER OS A ( sERinE ) -

FDA {aE8F rigie it HRES !

- HREAUEREEBRRVIRAGLTES -

- REGEHBERERSMIBA - URMPRBERSIVAVRIFNINBEREIEFAIE(E - F1zED
SREERE) -

- BERSMBESEGF  WEENREPSZEANERSM USRI ELEHIF
2 UHteEERRERE -

FDA % BEHBE TRIER (EREMAMNAR) .
- ERENREEREEBR (Log) - IRE L URGENT/11 WEMMIZ -
- SERAMIKIE « EHRFLAME (VPN) SRR URGENT/11 S5 EERK -

FDA ia B EEE A BWES !
- BRENERFRRERENE ERCHNERSVESUERIRE - FEI5  EFAE:
BMRHERFRBERZUEEBARANSIEN  EESEMUNEE - BRIV RED B

BHEE
- MRERRDBEBVRVRIFRTNAE R EIFTRIE(E - BUBISKERERE -
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o FHAZENNRIR (48 ) -
= [ FDA : https://www.fda.gov/medical-devices/safety-communications/urgent11-
cybersecurity-vulnerabilities-widely-used-third-party-software-component-may-introduce

B2 22 2 G afl ER A 5 57 B ﬂ&"?&?‘ﬁi’!

MEAZEY L 2T EZMARZE - FARE - JORS - BARERFGESHwL - 198
UERATEFREBEREABSHENE - ZKEHTHZ'Z,E?E’IE?E?FUEﬁmﬁiﬁffﬁﬁﬁﬂiﬁm
Z (1020w / FF) -

RIBFES -
it - 10092 it E&EEEER 22 98 10 8  ZEY L2 f5EH fREsEU -
: (02)2396-0100 E-mail : adr@tdrf.org.tw
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Carbimazole & methimazole

D EmZ E IR

TR - B - BHP WS

MEIEAEENEESE ZEEYARRERE PO

Al

Il

Carbimazole & methimazole
( thiamazole ) BEER thionamide FE&F ik
BRAESAIIEIZE R - BRARARIAEFRRR
JL # - Carbimazole & methimazole Bi 5
zY)  HXZ{FAANHSFRBRAZREHE
P FNERENEE RIE - EmE D
triiodothyronine ( T3 ) A& thyroxine (T4 )
MER - BAEFECFENR PR MRE
BEIRPHBERBRARZES - WAFEOR
ST PRI ERMIER T - BERAEZ
R carbimazole A D 22 ST FFoJEH 2
5k - &= methimazole A% 7> 2% on B2 5 2
OJEH 12%  EROREE - 2 EEEE
& TERARIRBEBETLE - BIRIRPBE C BE
FECHs ~ BRARBR Filop e EE M A #8
B0 K TERFAREEEETUES EZEE
MEAZERE - FANRE - BFARERE ~ Bk
IR FiloanE - 45 %

Carbimazole & methimazole ©] g5 &
BB RARKREERZ - 2Pz - BOE
it KREERET - BHERBNEE XS - Hit
DB B R ERE F A RIB R B MK
ZE -BEMARMBEMESESEEHNG AE
BAZREAR T - IMHABUMERZEEIRE (EMA)
it REEF ( Swissmedic) TER
2019 F 1 A Kk 4 B % #h & carbimazole
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& methimazole X D ZEmogEE B E
TiREAERMEBE . K "SMERX . &
BrezUENEBEBTRIER " - 5%
K carbimazole 3 methimazole %% @ O] 55
Btz sE  THEYIARRERR
PO BN ZZEm AR KIEBRERET
AW EIBSE S RER - DU BB AER
carbimazole & methimazole f% 7 % @ >

MR -

BARRREBEREGF 2
KESTREZENARKREBERAGER
E - HETE2019F 11 B30 HIE - @R
EEEDE 252 R LIRIE A E carbimazole
BAERSIEBARREZEREN - FIB
BREGFT  BUHM222% (56461) - %
M1 77.8% (196 A ) - FEPAIE S 42
o FEHREBRNNR14-945% (MNFE—) -
Carbimazole P #EmBEBHREUF ZARKE
BREBXTELHN ZEZERT8HELME B
R 12 5% 1 A carbimazole & colchicine &
ERZBMRMEED - SETRERKM
HRE - SEBREBEG A - BHRARK
FEEA E1 3 M/ ARES - FERI M B M 3K0R D>
BaELE - BRRAERIIERRFALE
PrisfEZE 306 -  HtMESEZHRARER 2 &
EARREZE 45 Gl - FrBEBWmE4ERE
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—3 )l Medical Dictionary for Regulatory
Activities (MedDRA ) 7 48 - # 5t 7A& 283
% - H2E & # (system organ of class,
SOC) % f# LA skin and subcutaneous
tissue disorders &% - H£H 188 % - 14
FRBIEMRES 66.4% - sFiNFE_RE— -
It 4 - % 51 £ 2019 £ 11 B 30 H
IF - BHRPOLEZERBOGRLUEERR
methimazole D ZE@mSIEARKREZ
WEL - FAAREKEGHF - B 24.6%
(118 6Bl) - X M1k 75.4% (36261 ) - &£
WP RIS 43 % - TFHREE T 14-96 %
(#1ZF — ) - Methimazole X 7 2% G 3@ ¥R
EZHZARNEBEERSHETE S AIRBRE
mE124 . EMEFAEBRMEEBAR

RFE - BT ARBREMRASREBRERRER
HEHRE - SAERmAERIERREA
FREBRET776 HthBESZHEAERZ
BEARNREER 796 - RABHWEMEAR
ik MedDRA 45 - #A5tB 504 % - HRE
Z#7#LA skin and subcutaneous tissue
disorders B&% - £H 293 % - 5B E
AAEEE 58.1% @ FFUF=KE_ -

A 2N SCIR R 2 B0 B L B R = 1 R
MAARKRE TEAARREEBREMN
hRZFEBBZEE A carbimazole 5
methimazole A% 7 % mn & M M AR 52 e K M
WAz Z A HAEM A RKRIE - INREBEER
8 &£ F3 carbimazole 3§ methimazole A% 73
2 p 18 A BRI K R B AHBARE AR 2 383K -

R— FEREBEHERZRZEFAENRARRERRD

BREREFAENRFIRRERR

Carbimazole Methimazole

EHE (%) E=HE (%)
ez
5 56 (22.2) 118 (24.6)
4 196 (77.8) 362 (75.4)
FER (%)
h I 2] (&EE ) 42 (14- 94) 43 (14- 96)
FRREER
BT 1(0.4) 5(1.0)
fe K 6 (2.4) 12 (2.5)
BRIR A B el i = 1 B I 30 (11.9) 77 (16.0)
HitgEFfERE (BEEEHRARERZEH) 45 (17.8) 79 (16.5)
EBREFRKRIE 170 (67.5) 307 (64.0)
HEE 252 (100) 480 (100)
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Fz_ - Carbimazole BHEH#HZARKRIEMEIR (N=283)

FRREZRBE D / ER N ARREZZBESEH/ER N
B.IOOd e P eI 21  Immune system disorders 1
disorders
Agranulocytosis 10 Urticaria 1
Febrile neutropenia 2 Investigations 5
Leukopenia 5 Alanine aminotransferase ’
increased
Neutropenia 1 Hepatic enzyme increased 2
Pancytopenia 2 Weight decreased 1
Thrombocytopenia 1 White blood cell count decreased 1
Cardiac disorders 1 Metabolism and nutrition disorders 4
Tachycardia 1 Decreased appetite 3
Ear and labyrinth disorders 1 Increased appetite 1
Vertigo 1 I\_/Iusculqskeletal and connective 6
tissue disorders
Endocrine disorders 4 Arthralgia 3
Goitre 1 Muscle spasms 1
Hyperthyroidism 3 Myositis 1
Eye disorders 2 Neck mass 1
Eye swelling 1 Nervous system disorders 13
Ocular hyperaemia 1 Dizziness 7
Gastrointestinal disorders 12 Headache 5
Abdominal pain upper 1 szg:;;;:;gﬁgmlc 1
Diarrhoea 5 Rgproductive system and breast 1
disorders
Dysphagia 1 Dysmenorrhoea 1
Faeces discoloured 1 Respirat_ory, thoracic and 3
mediastinal disorders
Flatulence 2 Oropharyngeal pain 3
Gastrooesophageal reflux Skin and subcutaneous tissue
disease 1 disorders It
Nausea 3 Acne 1
Vomiting 1 Alopecia 5
General disorders and .
administration site conditions e Angioedema 2
Application site pruritus 1 Laryngeal oedema 1
Febrile neutropenia 1 Pruritus 74

Nodule
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ARREZHZE D/ ER

N AEREBZHEDE/ER N

Oedema peripheral
Pyrexia

Hepatobiliary disorders
Hepatitis
Hepatitis acute
Hepatitis cholestatic
Hyperbilirubinaemia
Jaundice
Jaundice cholestatic

1 Pruritus generalised 3

6 Rash 73
11 Rash generalised 1

1 Rash maculo-papular 1

1 Rash popular 1

2 Rash pruritic 10
1 Skin irritation 1

5 Urticaria 15
1

At ARFMEIRBERERP ZAEEYEENEY - RILE—ERIseE— B LR EHEEM

MER

Skin and subcutaneous tissue disorders

Blood and lymphatic system disorders

Nervous system disorders

Gastrointestinal disorders

Hepatobiliary disorders

General disorders and administration site conditions
Musculoskeletal and connective tissue disorders
Investigations

Metabolism and nuftrition disorders

Endocrine disorders

Respiratory, thoracic and mediastinal disorders
Eye disorders

Reproductive system and breast disorders
Immune system disorders

Ear and labyrinth disorders

Cardiac disorders

. 66.4%
. 7.4%
N 4.6%
N 4.2%
. 3.9%
H 3.5%

M 2.1%

M 1.8%

N 14%

W 1.4%

B 11%

10.7%

| 0.4%

| 0.4%

| 0.4%

| 0.4%

0.0% 10.0% 20.0% 30.0% 40.0% 50.0% 60.0% 70.0%

E— - Carbimazole BHREMGHFRRBEMRMKBERA D (SOC) 25
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F=  Methimazole BHEH Z AR KREEAR (N=504)

AREREZZRE DR / ERX N AEREBZZREDE/ERK N
B'Iood and lymphatic system 77  Investigations 10
disorders
Agranulocytosis 30 Alanine aminotransferase 1
abnormal
Aplastic anasmia 5 Alanine aminotransferase 3
increased
Febrile neutropenia 13 !3Iood creatine phosphokinase y
increased
Leukopenia 12 Hepatic enzyme increased 2
Neutropenia 10 Liver function test abnormal 2
Neutrophilia 1 White blood cell count decreased 1
Pancytopenia 6  Metabolism and nutrition disorders 4
Thrombocytopenia 3 Decreased appetite 3
Cardiac disorders 1 Hypoglycaemia 1
Torsade de pointes 1 I\_/Iusculc?skeletal and connective 13
tissue disorders
Endocrine disorders 1 Arthralgia 5
Hypothyroidism 1 Back pain 1
Gastrointestinal disorders 11 Lupus-like syndrome 1
Abdominal pain 1 Muscle spasms 1
Abdominal pain upper 1 Muscular weakness 2
Mouth ulceration 1 Myalgia 3
Nausea 4 Nervous system disorders 8
Oropharyngeal pain 1 Dizziness 2
Vomiting 3  Headache 3
acministration st conditions 20 Hypoassthesia 1
Asthenia 1 Seizure 1
Chills 1 Tremor 1
Discomfort 1 Renal and urinary disorders 1
Face oedema 1 Chromaturia 1
Febrile neutropenia 2 Resr_)irat_ory, thoracic and 14
mediastinal disorders
Malaise 1 Cough 1
Oedema 2 Dry throat 1
Oedema peripheral 3 Dyspnoea 4
Pyrexia 14 Oropharyngeal pain 6
Hepatobiliary disorders 26 Pharyngeal oedema 1
Drug-induced liver injury 1 Respiratory failure 1
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FEREZZREDEH / ER N AEREZZBEDEH/RER N
Hepatic function abnormal 2 S.k 1S Sl ENEIEBL B UES S 293
disorders
Hepatitis 6 Alopecia 2
Hepatitis acute 6 Angioedema 3
Hepatitis B 1 Blister 1
Hepatotoxicity 2 Drug eruption 1
Jaundice 7 Erythema 1
Liver disorder 1 Genital ulceration 1
Immune system disorders 14 Pigmentation disorder 1
Angioedema 1 Pruritus 71
Dermatitis allergic 1 Pruritus generalised 7
Eyelid oedema 1 Rash 121
Hypersensitivity 3 Rash erythematous 4
Insulin autoimmune syndrome 1 Rash generalised 8
Urticaria 7 Rash macular 1
Infections and infestations 4 Rash maculo-papular 2
Necrotising fasciitis 1 Rash pruritic 23
Oral candidiasis 1 Skin swelling 1
Peritonsillar abscess 1 Urticaria 44
Septic shock 1 Urticaria chronic 1
Vascular disorders 1
Shock 1

At AR IRBERER T ZFhEE

mR -

Skin and subcutaneous tissue disorders

Blood and lymphatic system disorders
Hepatobiliary disorders

General disorders and administration site conditions
Respiratory, thoracic and mediastinal disorders
Immune system disorders

Musculoskeletal and connective tissue disorders
Gastrointestinal disorders

Investigations

Nervous system disorders

Metabolism and nutrition disorders

Infections and infestations

Vascular disorders

Renal and urinary disorders

Endocrine disorders

Cardiac disorders

0.0%

B — - methimazole B FH AR REE k23

DEVEMBCES - RILE—ERIgeE — @M LR EHEEM

1
I 15.3%
. 5.2%

I 5.2%

B 2.8%

N 2.8%

 2.6%

W 2.2%

o 2.0%

N 1.6%

I 0.8%

I 0.8%

0.2%

58.1%

0.2%
0.2%
0.2%
10.0%

20.0% 30.0%

E&# 1 (SOC) 277

40.0% 50.0% 60.0% 70.0%
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ZE MU EMNT A
BIABRILEZEZEERNRN DD
MEERZ— THRBBEERZEZA
ERAREENRSKZEEE FERH
if (preeclampsia) S A K> 2R 2
Z Y 8 & E E# 8 2 propylthiouracil 3%
carbimazole 3¢ methimazole - tt=18%43
BB thionamide ¥R B FR S A IDH
El - HEIEEAZRITREBMRIRTEARZ
B EREEN PR EmSHIR R AR
Bz EMRE - £ —RAZENEEN RS - &5
RE—ZEAEBNPINREmCERZEE
REBERE  HNZERMREBERITER
B (propylthiouracil, 8.0% ; carbimazole/
methimazole, 9.1% ; carbimazole/
methimazole ] propylthiouracil, 10.1% ;
REANPFARERMBHRERZ,
54% ; ARERAMERRERE, 57% ;
P <0.001)° - {F4REARS fE FH & carbimazole
8k methimazole B% 72 Pl 4E 5K B9 Aa 52 B 72 o]
ERIRERTZARRERA L SFHEK
24 BRZAMMBELEZ#AS - BRIESH
BERAMEEREAT  BSAMFE-
L BERESBIRENR -  E— BT
& 2 1% £ B methimazole/carbimazole
2% propylthiouracil 3& A% B8 52 75 X 4 s 12
12 BXRZHAED TP  GIRABER
methimazole ( 2% carbimazole ) Lt #& K
EXNPARARERESRESTEAUERBE
b ( odds ratio(OR), 1.88 ; 95%CI, 1.33-
2.65) - LE#EE A3 propythiouracil & & &
MABE RS ME R (OR, 1.90 ; 95%CI, 1.30-
278) ERRREAERUBE - ZE— B
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Bl SN - fE 5 — P2 B = carbimazole
( 3 methimazole) ZmaE - 2% 5
B & (>495mg) LEEEEB = (1 £ 126
mg ) % AL 5 A5 & k2 8 = (adjusted OR,
1.87 ; 95%CI, 1.06-3.30) - tEHF5T N 28 IR
EE—ZHEETRZ2Z2AN=EARK
methimazole 12 % propylthiouracil & &
A N RERA SRS Aa R R & -

¥ FERHE carbimazole &
methimazole 577 2% 45 A% AY B B 3¢ =L B -
B ATk 7 EMA B2 Swissmedic & 1 B8 0 =
MRS 2 Z 2B - MR BHEME R H
NZARKREZMERE LM RITHRIER -
HRIZ BRI MAZ HEARS - 528
FNERD - EARAEEZ AR RITREBMR
S0 BB LR ELITIMABZE - FR
SIEEZ SRR EEREMm1IBEL
BREBABERMX - EARAKRZEFERERE
LERE  BEBRAE  BRIIWRREXHN
FEEREEE TR Z2REE - B
A HE R3S A% R B K A B8 O] BEBARZ R 2 qp 5| #E
HBERRERERRE  BIREREUER -
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REARKEERER Ei#fEREE
A B8 & A carbimazole 3% methimazole %
mMERRTAERMEK ZBENE - AEHAR
THREBENEERSEBRERNRE—2H
{8 A carbimazole 3% methimazole %% O
BEIBNMR e RS2 E b - BISh (3
FDA) FERIEHIEHZERENRE—Z2H
ERetEEREMEINMUEEAVEE
48T M AN 0 25 op B RR S e R MR 7 Bl B e
HA - R B EABESEAERERS
carbimazole 3 methimazole B 73 % @ K%
B2 ELAEE BN O ERR Y = AR -
FEFIRBREENEZRZELEES RS
AELIE R ISR R R E R E RIS E -
AR A wmERaE LT - BES
SREARAIETAl -

1 &t ¥ carbimazole 8 methimazole
EnEBYSMBERXZ2ZEZUHER . B
SHEMHMBZABERTHEMNR B
DHERFBS BABRIMAEEFEHR
carbimazole 3% methimazole £ f & B
SHREEXZBRREY - RESSHEME
XERUERERER ZREARRE - B
— L X4 S 8BRS E A methimazole -
carbimazole B A S MEMXE  BXRX
REBFUEEREMREXNEREANR
B MEEESBMNEERESAE
ARZERX R E R carbimazole 5¢
methimazole & - 4 I3 5% 5L & 14 7 B 35 4H
BAREARIE FTELEEHBEARKEINAD
BEEIFTEARZEY AR - BERREEDIHEE

72\
sLLgE e

\

il
i

SER

1. Product Information: METHIMAZOLE oral
tablet, methimazole oral tablet, Taiwan
Biotech CO,, LTD, Taoyuan TW.

2.M% - BESM - ZE(CimETOREES . http:/
www.fda.gov.tw/MLMS/H0001.aspx

3.European Medicines Agency: PRAC
recommendations on signals. EMA/
PRAC/826440/2018

4. https://www.swissmedic.ch/swissmedic/
en/home/humanarzneimittel/market-
surveillance/health-professional-
communication--hpc-/dhpc-neo-mercazole_
carbimazol.html

5. Mannistd T, Mendola P, Grewal J, et al. Thyroid
Diseases and Adverse Pregnancy Outcomes in
a Contemporary US Cohort. J Clin Endocrinol
Metab. 2013;98(7):2725-2733. doi:10.1210/
jc.2012-4233

6. Andersen SL, Olsen J, Wu CS, et al. Birth

defects after early pregnancy use of
antithyroid drugs: a Danish nationwide study.
J Clin Endocrinol Metab. 2013;98(11):4373-
4381. doi:10.1210/jc.2013-2831

7. Song R, Lin H, Chen Y, et al. Effects of
methimazole and propylthiouracil exposure
during pregnancy on the risk of neonatal
congenital malformations : A meta- analysis.
PLoS One. 2017;1-18.

8. Seo GH, Kim TH, Chung JH. Antithyroid Drugs
and Congenital Malformations: A Nationwide
Korean Cohort Study. Ann Intern Med.
2018;168(6):405-413. doi:10.7326/M17-1398

9. Taguchi M, Yokota M, Koyano H, et al.
Acute pancreatitis and parotitis induced
by methimazole in a patient with Graves'
disease. Clin Endocrinol (Oxf). 1999;51(5):667-
670.
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et al. Acute pancreatitis, hepatic cholestasis,
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and erythema nodosum induced by
carbimazole treatment for Graves' disease.
Endocr J. 2002;49(3):315-318.
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ARBAAEEE /JuhE iR E P

MEIZAEEWNEESS

<7 HRRABEFHAERSMET - BERFERE - EEARAAERER - BMEAR
BEREEESFAR  FHPBJRSREGEM  BELEZ|ER - NUERRE
R ? MORREE  BRERBRLER? ESNEESSRHHIEERERE 4 FKE -

=ptREE SRR EFHERERER -

IZRABEAXKAMESIFERME ?

—RIERE  HEEADRERIZESE
MEY - XKBSEAZBTHSE  Eayd
FI2EmEMNEE  EREAH ZEEAH
&IE ?

E 4 (purine) T ZHRFERN I 5 BRI E
4 DESRERENNEY  BAKNE
o RO RIRE  BEEREH
HEESN - ARIMB T IRIEE 80% 2K H i
MEE  ZBESE 20% 2HEYRH
mES: - HItEEARKE—BEESBZIHEM
AR MERBEERA  SLBIWRE -
BB RIEINEE 4 REMNEIL A% - LR
REMA#RBEE D  ERABEREREXK
P& BERm AR EERBEE R
REBESHSNEREMBEERLT -

LEHEBEUSE 100 EAMATHREE
F7E2=ME ZEE 66 ERMUEINERE
MERARITEZRERER - G0 B
2% - AE2SREBMEHAZENBERNE
FENBRETF - BiRK EAIEIRSREM
ENRAEE T Z— 8RR BRMEES
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