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[ & MHRA (Medicines and Healthcare products Regulatory Agency) ]

¢ Drug Safety Update Vol.13, Issue 2, September 2019
o Fingolimod[‘Gilenya VW’ ] : Je KA DV RS b5 —hThs 33 L OGh R 720 5% FVC
UNRUNME IR FTREZR 0 M C BT B T 2

[WHO (World Health Organization) ]

e \WHO Pharmaceuticals Newsletter No. 4, 2019
o Methylphenidate 2B 1 FEE IZET T D77 T /i 6

INIHS [EIE MM T, EIRZ RSN O E/ R HIE - EEERE SN ORE SN EIEMLIZHE
DL REIVE SRR, HEEE 2 ONAEREFR EI3ERILZb 0T,

[FOOO JoOOOIYFHEIZRITDRTEAZ L, EEMAFETFEAIEL TMedDRA-IEZfE L TVET,

W aE - FIEEDME, F Do ZEHEIZ >V Tihttp://ww.nihs.go.jp/dig/sireport/weekly/tebiki.htmlZ = BB 7Z S0,

KAREREBE I SNDGE LT R L2 SBT3, AMFRBIOARIFRIV 73N THB A MEFIHL
T2 EIZEDRERIC OV TOELITAVDRET O T, T THEIZEN,

http://www.nihs.go.jp/dig/sireport/index.html<—iaEniERIEE5



http://www.nihs.go.jp/dig/sireport/weekly/tebiki.html
http://www.nihs.go.jp/dig/sireport/index.html
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[ ZEMHRA ]

eFingolimod[ ‘Gilenya VW’ 1: 6 XRHF WDV AY LA X O RAOBHEEZ VTV
WEERFIRER M COFT R B R

Fingolimod (GilenyaV¥): increased risk of congenital malformations; new contraindication

during pregnancy and in women of childbearing potential not using effective contraception

Drug Safety Update volume 13, issue 2, September 2019

1HA H :2019/09/19

https://www.gov.uk/drug-safety-update/fingolimod-gilenya-increased-risk-of-congenital-malformati

ons-new-contraindication-during-pregnancy-and-in-women-of-childbearing-potential-not-using-effe

ctive-contraception

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/83
2681/Sept-2019-PDF.pdf

fEHE H O fingolimod D I, ik, B, BLOFEHKO BT &2 &L RIERFEOY RS
b FICERE S, R ATREZ oI, fingolimodiZ KA TR HAR i ds L OME H Fh k%20 H [,
SRR VR AR L 72 7670,

SO0

OEENEHEENITEE
OB IR
e FingolimodiZ, AR TUMER L7256, e RMERFGHDOI AL Z LHSED,
o IEHEF Dfingolimod ~DIEFEIZ LY, — AR & HER L T, Je RVE KA OAE B 23 4
100 N &7 HETE 2~ 3BT DL 5 25TV (2fF D IN) .
o RO, BIOBRAZRBHEEZ L QRN FTREZ e 2ot Tl fingolimod
IR THD,

OFingolimod i f BT/ A H DIEAR FTREZR 2ot DB B

e Fingolimod D I KV KRB DVAY N ERFTHZ L2 EBHIUBZ, FiT-lZEASNDHIE
#R\ B3 patient reminder cardz 42 &,

e Fingolimod® i i BAAARTIZIEAE L TUVRWZ & & fERR L, fingolimod{i i Fhd, ji U] 7 e C,
IR A A IR ATHIZ & (B FH L TSRV E L 2 O BRF ORI D—% B DT A
B ARSI,

e Fingolimodfifi I #[H] 35 L OME A P 1k #6270 A 1L, 2h RB972 ik A L T 50
MR T DL,


https://www.gov.uk/drug-safety-update/fingolimod-gilenya-increased-risk-of-congenital-malformations-new-contraindication-during-pregnancy-and-in-women-of-childbearing-potential-not-using-effective-contraception
https://www.gov.uk/drug-safety-update/fingolimod-gilenya-increased-risk-of-congenital-malformations-new-contraindication-during-pregnancy-and-in-women-of-childbearing-potential-not-using-effective-contraception
https://www.gov.uk/drug-safety-update/fingolimod-gilenya-increased-risk-of-congenital-malformations-new-contraindication-during-pregnancy-and-in-women-of-childbearing-potential-not-using-effective-contraception
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/832681/Sept-2019-PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/832681/Sept-2019-PDF.pdf
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o ULURAGHEIT 52 A il fingolimodDfli A IEL, RIEER ARG 528,

O3FIR Iz fingolimod ~DIRBEA o= B S DEH
e Fingolimod#ffi L CW A MRS UIEIRLTZ5E, EHITERAZ R, i ARHEICH
AT, fERPIC, BEERRERE, MEBRE=FI T a2 SELRETHD,
o RIRA k_flngO“mOd’\@H,% 28T BB, BT SV TRITAX T B = 7 4Bl UMY
(Gilenya Pregnancy Registry) A2 Ebk 4~ _& T D,

OF &

Fingolimod [ ‘ Gilenya W *1’ J1%, A7 4T3 1-U i (SIP) B RIKFE H TH 5,
FingolimodiZ:, 272 &b 1R O IR BB AR IR IRIZ L DTR RN L 7RI o 7o h, FI2i3k
PNEE B CRuRICHET T35, SRBISBYMEOD m O RIS TR 38 MR A LAE D JB A (105% 2L 1) iR
REWINET D, TR TOWIMNZDOWTIE, fingolimod D B AL HEEE (SmPC) C4& & R D,

20194E5 H F i T, BRIRERBR IS L O RO ERIR 2 A&, R H17T284,000 N LI EDZFE
PEREALIE B 25 Gilenya W JICEDIRFEZ 1T TW15 (677,700 A - EELL 1), S[E T, 2011
0 _ETLLR, 9,025 A HEAE A fingolimodiZ LA TE#EE 21T DY,

OERFEDIRY

2011 DAGER AL CU, IR O O Z 2MEIZBL TAF A RER T —ZIXEE A L)
7o BYRBROD T — 2O IRFICH B B% LA T VAT DR S Lz 728, fingolimod - fifi
I OIMETAER LW DI E DB E 23 B I I Z FRfi S 40 Tz, Fingolimod ~DIREE D &>
TR OERIFIC R 27 —# &M EIINE T 272D O L P AN AT IR T bz,

RITEMSNIZEUDOLE 2— T, LYAN T =& &0l ik T — % DTS,
EUROCATFO M EIZ LD —REM TO I KA LD ER2~3% L L L= &, MR O
fingolimod ~DIEFR (X KA D2HED VAT EFICEE T DL mmS iz, L AN TR
(Zfingolimod ~DBEFE D7 21,465 N DRI & T — X3 E £ TV,

WG SN BAZIE, 7 — U, OB R R HRNE, (OEE R R IRSE R & D S RV DRI,
RO BB IO B DR E 3 & EN T,

A Gilenya Pregnancy Registry @k https://www.gilenyapregnancyregistry.com/welcome-nonUsS.html

B sphingosine-1-phosphate

€ summary of product characteristics

P [“Gilenya¥’ ] SmPC:
https://www.medicines.org.uk/EMC/medicine/24443/SPC/Gilenya+0.5mg+hard+capsules

E patient-years

F Epidemiological surveillance of congenital anomalies in Europe (J& K& O Z M —_AF 2% HIELTZ
HEHAR—AL VAN DR R hT—7) - https://eu-rd-platform.jrc.ec.europa.eu/eurocat



https://www.gilenyapregnancyregistry.com/welcome-nonUS.html
https://www.medicines.org.uk/EMC/medicine/24443/SPC/Gilenya+0.5mg+hard+capsules
https://eu-rd-platform.jrc.ec.europa.eu/eurocat
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OREEHRIZBT D8 S LIRIRRTV Y RV 7 D LB
58 PR VIE BB O IE IR IZBH 9D Association of British Neurologists (Je [Ef#HRE N R F42) O H AR
T4 (20194F) 21, SEHR ATRRZR MR TR C, ZRMEREAVAE DB WG il E 7 T2 WTE D,
HRATA D B T BRI Z T HRETHLEEEL QD IEHRE FHE L TS et
LT3, ERZAADHNT, Y ELEREEIZOWTE LA IO E T & TH D,
Fingolimod DA FHBAAARTIZ, AEMR T REZR 20 MEI XM AT TEMEY 20 DG A MBS NRT L7 b
?“, F72, EIRRAE T TRITIEZRG720, FingolimodiZ LA 1R T B L OVEHE T IE% 20 H
X, ZhRBIRBEAT LA FH L2l AU 725720, Fingolimodi 3l 23 B e, Fofé H #& il
F'EJL/W? ZEALIZSGE, %@f&@ﬁﬂ)ﬁf‘ﬁngolimod&:Hz%ﬁ'i?éﬂéﬂﬁéﬁﬁ?&péo ML, TR
L7 AIREMEDR S D AT A1, B HITH Y EIBEZHRETHD,
%wﬁ;'iffﬁ@‘é@%nu%ﬁﬂﬂﬁ“é%é\, ZDVAZIZONWT MR Z D _ETHY, Hx D
FHEELBE L L, BOIROEOEHIEEZ LT 2I0810 20 & ThD, BHFIEEHT5E
FAEAL T L TORKES DBRE LIRS 2282 HRE LT, BHEER LOMERR
BEOMEEIZEETHHART ATV TIE, 2019453 H #1770 Drug Safety Update®% 2 i,
FingolimodiZ, ethinylestradiol/levonorgestrel & A% A AT EAH AAE A LRWZ LV RENTE
D, DT T A= BB W E RIAEND,

ORI RE /e &M 3B )T D 7= e patient reminder card

BREEH(EMOF =y 7VANB I OBE BT HAR) 1%, JeRKEHEOVAZICE 28772
TR EFR SNV AT BEROR 2D IA L T2, BUEWETH Th D, IR P RER LMEIZZ DY RS
(2B BRE M e AR D720, F7=fingolimod D fii F FH 1L ISR RS EL 7235 BB D
(ZH SRR EAE T _RETHHEEZ DT, 1EIRIZEI 3 Zpatient reminder card23#77- 128 A S
N5 T ETHD, ik Iz fingolimod ~ D g & D & > 7= & 12 %} LT, pregnancy exposure
registryl 28 gk T IO T 28,

OFingolimod D F H IR I X B HE BIGEME DU AT KDY RS

Fingolimod D I /1 1 1%, @i\ BT EhME D e K60 A I RRfE L7288, D g Tl
ENTWD, ERfiE, fingolimodo>fii & 1k L7z B CHRABIREIEDY S U RSB T e
NE=H—F _RETHD (201743817 DDrug Safety Update”, 3L USMPCOH54.4TH %5 1R) ,

G https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-contraception-and-h
ow-often-is-pregnancy-testing-needed

H “Multiple sclerosis therapies: signal of rebound effect after stopping or switching therapy”
https://www.gov.uk/drug-safety-update/multiple-sclerosis-therapies-signal-of-rebound-effect-after-stopping-or-sw
itching-therapy

I https://www.medicines.org.uk/emc/product/4545/smpc#CLINICAL_PRECAUTIONS



https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-contraception-and-how-often-is-pregnancy-testing-needed
https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-contraception-and-how-often-is-pregnancy-testing-needed
https://www.gov.uk/drug-safety-update/multiple-sclerosis-therapies-signal-of-rebound-effect-after-stopping-or-switching-therapy
https://www.gov.uk/drug-safety-update/multiple-sclerosis-therapies-signal-of-rebound-effect-after-stopping-or-switching-therapy
https://www.medicines.org.uk/emc/product/4545/smpc#CLINICAL_PRECAUTIONS
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RIS JUBTER

1

2

|

) 201948 A 8 H (2 #l i Il 7e 7K 7B iS4 (marketing authorisation holder) 7>5MHRAIZFEfiES
N7 —#4

) Dobson R, et al. UK consensus on pregnancy in_multiple sclerosis: ‘Association of British
Neurologists’ guidelines. Pract Neurol 2019; 19: 106-114.

BEER

201949 A 2 B f+CHLiEZE (Novartistt) 75 Direct Healthcare Professional Communication
(EFEFEHTLZ—) BEITINTND,
https://assets.publishing.service.gov.uk/media/5d8241fd40f0b61cceealfb7/Gilenya-DHPC.pdf
MM 25 3 5 7T (EMA) 13201947 A 26 H £ C, “Updated restrictions for Gilenya: multiple
sclerosis medicine not to be used in pregnancy” &L 7218 F1%& 61T LT,
https://www.ema.europa.eu/en/documents/press-release/updated-restrictions-gilenya-multiple-s

clerosis-medicine-not-be-used-pregnancy_en.pdf

HMHRA[X20194-3 H %%17DDrug Safety Update T, “Medicines with teratogenic potential:
what is effective contraception and how often is pregnancy testing needed?” & BHL 75 SF 4%
#L7,
https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-

contraception-and-how-often-is-pregnancy-testing-needed

2EFR
% 1: W (Black triangle) ~—27 D OWEEIE N, ILE=XV T OXGE/I>TND, W~v—7

WZOWTHE, TretAbh, BELONIHS = 3 5 2 42 M1 ¥ [ 98 MHRA ] Vol.14 No.08
(2016/04/21) RO3Z 2 1A -

https://www.gov.uk/drug-safety-update/the-black-triangle-scheme-or
http://www.nihs.qgo.jp/dig/sireport/weekly14/08160421.pdf

O HE TS NIHS BEFRMEZ2MEFER

[’kFDA]Vol.16 No.26 (2018/12/27) R01

[Fingolimod [ ‘Gilenya’ | : fi i " (k1% D £ F&MEAEAWAE 0 B L HE R 2DV CFDADS B ML |

http://www.nihs.qgo.jp/dig/sireport/weekly16/26181227.pdf

FAITFHR
©Fingolimod [ 7 1> V-E R &, Fingolimod Hydrochloride, 2% MHA8 {LAE IR 3R [E N : 5%

JeE ML FETEHE


https://pn.bmj.com/content/practneurol/19/2/106.full.pdf
https://pn.bmj.com/content/practneurol/19/2/106.full.pdf
https://assets.publishing.service.gov.uk/media/5d8241fd40f0b61cceea1fb7/Gilenya-DHPC.pdf
https://www.ema.europa.eu/en/documents/press-release/updated-restrictions-gilenya-multiple-sclerosis-medicine-not-be-used-pregnancy_en.pdf
https://www.ema.europa.eu/en/documents/press-release/updated-restrictions-gilenya-multiple-sclerosis-medicine-not-be-used-pregnancy_en.pdf
https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-contraception-and-how-often-is-pregnancy-testing-needed
https://www.gov.uk/drug-safety-update/medicines-with-teratogenic-potential-what-is-effective-contraception-and-how-often-is-pregnancy-testing-needed
https://www.gov.uk/drug-safety-update/the-black-triangle-scheme-or
http://www.nihs.go.jp/dig/sireport/weekly14/08160421.pdf
http://www.nihs.go.jp/dig/sireport/weekly16/26181227.pdf
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[WHO]

eMethylphenidate LBf O EEIZB 3537 v

Signal—Miethylphenidate and lockjaw

WHO Pharmaceuticals Newsletter No. 4, 2019

1HA1 H :2019/08/30
https://apps.who.int/iris/bitstream/handle/10665/326784/WPN-2019-04-eng.pdf?ua=1

(P LK)
O WHOD YT F MZ DT

WHOILZS 7 V%, AEFRGLEIRLEOMIT/AAET DA RetEDH LK FBER (ZHETHD
LTS T2y, FTZITR IS ARA-23 THOT) I OWTIRESN I EREERL TWD, HH,
T FNAELTRMENDITII2H L EOMEDRLETHLH, ZIVUIA EFEROEE LN
WOEIZH LD, V7 FET — 2 LGl E ST ARG CTHY, KiEE O PRI EZL DT e
B THIENEETHHA,

ANewsletter |8 S TWVDL 7 T ILOARMLE 72> TOA I RIE, WHODEIER T —#_—2
ThoVigiBaseBIZIN# ST, EIEGLEDBIENEDONAH FERISHEDNLRFLNIZLDTHD,
VigiBaselZl%, WHOEBREIE AL E=XV 7 7 al I LCOBNMEENEND T 7—<ab VT A
o E—nbigSTe, EIEEDBHEEDID A E LD 732,000 5 LA EIER ST
5, VigiBaseld, WHOIZ U Uppsala® =417t 27— (UMC) P73fkRR - ERL, VigiBase?D
T —41%, UMCHIL—F AN T2 TS URRHIFIEIZHE, EFIRIAITSIQnd,

(SRR

CE K

BENLOREITE N EZY TTVigiBase N TAZ Y —=2 7 2fToTCWnimEl A,
methylphenidate& [ M 555 O BIE 23 TR S 7 )L LU CHREE SAUTZ, VigiBaselZ 132018475 H 2
HOLE 2 —Kf 50T, methylphenidatel BA H [ 5 DAL A D227 FIIE S TERY, 23
FHE (8.301) 1T, RSBV RIEE TH -T2,

A Bl OFEAT ClE, 313861 A f#MT L7z, B K BEEE, SAE O 21X, BB Hi 6 B KR8 C,

A WHO D7 F VD EZICDWTHLUI FOFA MBI, GRIE)
https://www.who-umc.org/research-scientific-development/signal-detection/what-is-a-signal/

B BIE B 22 4 M 4 (individual case safety report: ICSR) Z X # L7 WHO D7 m— L5 —H_— %,
ICSR (ZBI9-B3EAMIE i (BRI 22 72 L) 13, “Caveat document” (AFRHEDF LD p.26) 5 M,
https://apps.who.int/iris/bitstream/handle/10665/325793/WPN-2019-03-eng.pdf?ua=1

¢ WHO Programme for International Drug Monitoring

P Uppsala Monitoring Centre http://www.who-umc.org/

E trismus

F jaw stiffness

G jaw joint rigid state of



https://apps.who.int/iris/bitstream/handle/10665/326784/WPN-2019-04-eng.pdf?ua=1
https://www.who-umc.org/research-scientific-development/signal-detection/what-is-a-signal/
https://apps.who.int/iris/bitstream/handle/10665/325793/WPN-2019-03-eng.pdf?ua=1
http://www.who-umc.org/
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P ERN, A BRIR OV TN OEEE R EN TR TE SR,

ZNHDIERIF AR L L Tmethylphenidate & B 11 [ 55 & o0 B2 SLAHTTHRY, FEFIOKHT
methylphenidate)sME — DB L L TGS T2, E7-, 85l Tlpositive dechallenge’?s it 2
S TEY, SHIZZEDOHIBH B TlEpositive rechallengeXd, # 2 i Cu iz,

F7=, methylphenidate SRR EME ORI BE ST LEMEA 752 81%, B NS
ZHIEEITHFEL TZYMERDHY, ZNUHLOREFNIE, RS OIERICEDVAN=T KL EHE 2
b,

FALEEE (SMPC) L, BB AN VR S (PIL) MO WG B O B E O SRl I 8, RN,
FISEHO, AP, ARt Q7L FARIL/ZGRITRLHES L TVD, Lidn k., ZHD HEE T, B
B DA E UGN EZ 2NN DD LN BE I PR DHRW RN DD, LIz3-
T, Ll KOS L C, TRIROBMAOMkR DR I SL D IO T UL, BEFICESTRx%
T4y MIRHEEZBND,

OF &

Methylphenidate(X, ADHDRD{EH# % it fits & 32 FARA RIS THHY , KIEFDAIL, 7
19554 |Zmethylphenidate S X k5 lR 2 & L CTRAREL, 19704 IZADHD D JEH#E 3
ELTHAR L2, Methylphenidateld Efi&Trb RV EIZW R, ZOFMEFITER + 50
OONZSIVTVRND, 3DDEFIZEOR IV BRI O/ V2RV DOERZRETHEE 25
NTW5, T7hbb, )RSV BLO LT 27V OFEDIARLE, 2) F602F 7 A
B~ fi e, 3) MAO (B /73 A 7 — ) IC kBRI D RO ETHEHY ,

B O R, @ XD A DS E T D28 T A ABNRVERE WD, JRIRELT, HERY
SME, PSRN FN, YR, SRR B (T~ T 28) 3D, £z, B AR I3HEAME
DYAN=T I DLDThHdH D, Pk # 95 38 (risperidone, aripiprazole 72 &) <2 il it 38
(metoclopramide’2 &) (ZVAR=T 25| T LN TEY, PAM=TIIRMELERZIZ R
DDORSIAEBMEEBIO B I L > TR ZESND L TH DY,

Methylphenidate > #4527~ 1213, BA 1 RS OM O FABSE A N MIFLHE S TORNAS, 7l
BROE, FREEAE, ArREE, ARSI QL ALY LR RORIZEE SN COD AR MRS
DHFETHDHT-, BENENLDOAN N B O FREICBERIIHE O 720 AT REER S D, L

H tightness in jaw

I tightness of jaw muscles

VHEANOFE R IET, AERCOERE TR T 228 GRIE)
K SR O HFBRZICE ERUSOFER T 2L GRIE)

L summary of product characteristics

M patient information leaflet

N muscle tightness

O muscle spasms

P muscle twitching

Q muscle cramps

R Attention-Deficit/Hyperactivity Disorder (75 & 40+ 2 B [EE)
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72735C, methylphenidated B M &5 &3 B -2 FIREME I DWW CREMINC IR A - R A2 & &L
77

OVigiBase TORAIEF]

VigiBase D #5275 4 C, methylphenidate& B 1 55 & O AGHE 1%, HFRHES.3BIC
XL, R <HESILTISY (ICks: 1.04) S, JEFIELIX274] T -7 (201845 A 2 H IFF R .
B ORI R, BEERO 21X, FABIHIME ECRAE, SR ERR, M BIROFEE 5 Lo S iEH
FHaalNG, EENEDND66IZFRE, 3BHIEFRIT ORI G L LT, D55 294 TMedDRAT—
REL TR AP (trismus) 23S LTV, ZOEFIER O BAERUTRT,

#1: Methylphenidate D FIZfESBA O EE (PTT), SHBAEIEEIRER, SO 0IXY, FHIMERIE,
PBLOEHERECLELLTY) DEFIERE DR

|mEK 3813

WwEE KE(14), T4 (148), hFH@3), Tr~—2 1), 770A(2), TAATVR
1), =2—Y—I0RF0), /Av=—Q), |77V (1)

HER Pk 17N, B 200, R 1A

i #iPH - 5~60%
R 21 5%
LY - 257
1 CHER AR,

A E B AE 225 | #iDH: 304 ~14E

FERIERBET | 261 CTTODWENR BT, ZOHH106 TIXTTONLH LLN Th-7-,

DM (TTO)V 4TI, BE 0 FEE A methylphenidate o 2072 £ i 1k 7% (341) , £721%
methylphenidate D & 1% (151]) |2 R BLL 7=,

27131 C, methylphenidate23ME — DPLEEREL L THIE STV (OO B3FNIFEFH I L L Tl
DEHGHHE) . 14145 Tldmethylphenidate D {5 25 1 (X4, 16 TIXHEARES N, 16T
X REN, SHICIEAEOET 37, 1361 TIEF I ESIC OV TRATH 7, EYVD4
f5iCIZ, methylphenidated> {88 F FH 1k 72 13 SEER (CH A FREFE 2 Z 72 (CHHDERIZ D
WTIEIR) o

DechallengeW £7- 13 H B E A TOIVIIEFNZHOWTIE, 861 TH ERSHEL, 4651 Tl
farg SN2, 3 TITRIF R CTh-7- (F2) , Positive dechallengeD 7286105 H74T

S IC:Information Component 7 U HFEIE L L CHVWGNS, (GRIE)
T MedDRA D IEAFE (Preferred Term)

U MedDRA @ T J&7E (Lowest Level Term)

V' time-to-onset

WSRO AT kA2 GRIE)




NIHS [E3E 5222 ) Vol.17 No.24 (2019/11/28)

I<methylphenidate23ME— D HEEIETHY, D PF HIRITHE S Tied o7z, £DH H 16 (iE
il +520) TlZpositive rechallenged, #1517z, ZOIERIF405% D &4 C, methylphenidate
AL T305%IC, FOAMEEEREHEAEEL 2T 2H# RS KIERZIBLL T,
Methylphenidate D {f ] H7 (R #4122 D FEF X EIE LT, [RIEE 3% 0%, methylphenidate DR fik
AN L DIEHEZ T, AIENEE EE TIERD->T2b O OIER SR LI L STz, 20
JEBIE, AT % OLareb (EHR L EMEEAR L 2 —) XRBITOT 7 F NG R CTRONCHESN
728,

311 T, methylphenidate> i fl %28 8 452 L 72<, BR O BEEAS FARICARIY L7, 1451 CRE il
53, 295k D 4 ) Ti, methylphenidatez30 mgn>H40 mglZiE#, Bl O E O =Y —NK
PDSLENFE Bl LTz, ZAUTERITHHEL, ZORECFERIIRBILLD T, thoOf A HITHE
AW Tz, BIOLE] GEFIZE 522, 21i% D) T, methylphenidatez- i JHL T2 A #(ZBA
OBEEAZREB LN, IRREOEAZEETHZERBIRLI-ERE I WD, [RAFIX
oestrogen/levonorgestrel (- F #7414 F L CV 7= (propranololl 2 X A 1R G B 1 FEE 0 3 B 12
BAAAR L= ) . ©H LD DIER] (EF] 5 538, 35mk D &%) Tl, methylphenidate i B 46
17 A LA BEAS BR IR R BL L7228, methylphenidated> fi A28 -4~ 5 2 L7a< A L 7=,

561 CIL AR S E U CHUR #0975 3 (aripiprazole, risperidone, 38X 0V %7-I%ziprasidone) 73 &
NTEY, ZOILAMITIZENOLREEIKEL THRESNTND, TUBMHIRIKIZIUAN=T 25| X
2T ZENFNDILTND, 7272, ziprasidoneZ frE, R FRICH FRIGEL TRAKRIZE M kE
FIFFEH SN TQRRWY , ZNBOREFI DS H3F ERIE 52, 12, 23) T, HulgmFEEEOOFH
H11Z, methylphenidate D fif 2 20 I L7 2 AR O EES BRI LIZ, EHE 512 T,
diphenhydramine®{# fij %, 1 1EL T 7=,

BIDIER] GiEFIFE F24) TIE, BE IR IEEMEH L TZen 7223, methylphenidatez
BUTHELT2EZA, BN EEN BBz, 2O M3 [ Imethylphenidate4 % 41 FE T L4 [ £ H
LCTHY, BH1380~120 mg/H Thoto, BEN20 mgdD A2 F L7 B IZB 1 baE L5
AR B LT, BRE IR D 7= metoprololY &sumatriptant, i I L TH0, ki ghiedi L
THESN T,

OXMBLUOELTIFHR

Methylphenidate(Z->\C, #[E O &G (SmPC) B L OCKEFDAD LG FoRDOWE i,
B DB E (DI OFABIIE O A FH SUR) OFEHEITL VALY, BARRICHEIIAE~DF
FAF72 Wb DD, fREEHE, FhikiiE, Fim, BROMEEIIT N TRl D,

20124E 1247 % D Larebid, B A &% Emethylphenidate s . O'dexamphetamine D FH & B
ARSI T AERE AR LY, FHEORE AT, Larebd 7 —& X —2|Z|Imethylphenidate®

X Netherlands Pharmacovigilance Centre
Y HARTOBICIATENE & MR, JoidE, SIREREIRCH D0 (A RO AN o — LIl A B HE DR ST
£11), SmPC DjE )t 121%” Prophylaxis of migraine” (A 88%E O FB5) 23& £ T5, (FRIE)
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i SRS T BRI B 1 B O SE B 3761 (761 &5 4 Bl OWHO DR IZ & 4L TV D),
dexamphetamine D FHIZ 9 B A FREE 23 2 BN S U Cu /e, BR A FEE Emethylphenidate D5 7+
AHEIL, Larebd T —H_—2, WHODZ 1—/ L5 —Z~_—2Z, EudraVigilanceD 7 — & X —
ZDNFT I TS, MEBD A EEIZL o7,

F ST, PURS AR F 3K L oo OF AT 12 £ 5 methylphenidate B #0020 2 - = 7 Bt D SiE il 3,
methylphenidated 2721 [ i 1E# D AR=T OIEfilF 56, BlESh Q51219

OfE
fitism & L C, methylphenidate B A FEE L DBEZ R 27 T 0305, 4 BlDVigiBaseDIE
BHE AR ZOIGERE AT TS, ZOEMELTLL FAZIT BN,

o JEBIDKZEK (T0%) T, methylphenidate3He— D EEIKE L THE SN TND,

o 8 Tpositive dechallenge7s#i &A1 THY, Z£D5H 1 Tldpositive rechallenged #iir St
TV,

o PV ROZALET I CE LB AT 1305,

o MethylphenidatelZBIL C, fBEASR, Fhdi, Fiitied, o JIRROAERIS TG
RICEEHSNTND LD D, B R EEDIBITITIZGEN DD,

o VigiBase D& 1K) 57T, methylphenidated i I {:5 B 1 &5 O HAS 28 AR Byl 1
EQRS

B O BEE L, SMPC, PILOWTIUZH RS T vie W, FRIL - FE SO RE#ILH D3,
TR A~O BARI 72 S 3o, 20720 B L, B0 REE Mo BB A E G E E RN A
FRISEL CRIBL WA BEMERHHZ 00, B RRE LI T IUT R IZE > TRNLD
EEZOLND, IRIROBMG T I O EE LA ULGD VLB RERE N T X TCATLTWD
ZLIFEETHD,

B O PR E 1LV AN=T S Th D AT REMEDY i<, F7-methylphenidated $ i Fr I IX BARRYIZ
UAN=T OFEEITRN 29, methylphenidate D FICESE T A RIREMEOHHH ELELT, ¥
AR=TNZDUWCEEMAREGRH 21 TO R &ETH D,

10
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% 2:Methylphenidate DOff FRIZ£ED B O BEE OREHI# &5 DR (VigiBase &)

SE | AR | BREEEE(S)E, AHEAE | AERS AL B | EROBEHPLE, % | i
B | PR | B, BERIEE(C)EE (MedDRA DF% | BAEERKIE (dechallenge, rechallenge)
% AGFEPTT) RBETOH | 1ZORE
& i1 (TTOV)
1 | 5%/ | Methylphenidate (S) RO, BHO | 1REBMAE 10 | ARSI AL | BEES
Tk FEE, T HUANTHD 7
23, RN RSN, £ E G
(18 mg 775 27 | FEBLAITOD 18 mg 2°5 27
mg [ZHEE) D | mg ~DOHEEETETON
1 HUAN IR,
2 | 115%/ | Aripiprazole (S) SRR, O T - =118
B Methylphenidate (S) PAN=T, B O & PURs SR L OO
Propofol (S) M TRIEFIZ
methylphenidate &7
Clonidine(C) iR IR THEER S
Fentanyl(C) FB, ORI DOEE
Rocuronium(C) I%, aripiprazole &
Sevoflurane(C) methylphenidate D12
HOAE i
methylphenidate %451
HIZHIEL, ZDREEC
propofol Zff L7728
PAN=T RS
P LI T2D T2
MEHELTND,
3 | 295%/ | Methylphenidate (S) BAGHGE, 0N HEERETIEERS | BIE
ok WM, B A REE 3
% : methylphenidate ™ H
% 30 mg 75 40 mg (2
HE%ICB A RE 2%
Bl, £01%, HEOEHE
ZRUCTHAESEILAR
VR,
4 | -1zt | Methylphenidate (S) 5005, AR R
53, BB
PE, BHEARE
(LLTY: 550
ZhiE), e
FRATE, Bk
GEbE

Z suspected drug
AA interacting drug
BB concomitant drug

11
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5 | 48 %/ | Methylphenidate (S) R B A B 11.7 1A i R LA B OGS | EITE
i (LLT: FHER D=
DIEY), "k
1t
6 | 42 7%/ | Methylphenidate (S) fii B, RS | 2~3 H ER IR AL | BEET
ik JBk, MO 7
JBR, AEHE, BH
1
7 | 145/ | Methylphenidate (S) JaEBAS PR,
Pelis TEHUIRR, MR
(LLT: 5EHRER
iR), BIR
8 | 40 7%/ | Methylphenidate (S) BT, MR fER LS - ]
T (LLT: 5f5 58
k)
9 | 6%/ | Methylphenidate (S) WELY, R | 0H, FH S/ N
Tk MR, BE, B | H, A OB
H R ACHEL,
BICTHEROG
DFEHL,
10 | 60 %/ | Methylphenidate (S) O UK, 1 30 43 i R LA B OGS | EITE
Pelis TR, 8ok
(LLT: 5EHRER
iw), i, &
JEfR, BH OB
11 | 8%/ | Diphenhydramine (S) IR R, ANAR | 4 IRRRA - BT A LT [EIf=Rcacn
| Methylphenidate (S) iE, BH OB
12 | 15 %%/ | Diphenhydramine (S) IR, EHERR, - EE)
Bk Methylphenidate (S) EREAE, B O fE 13 : Methylphenidate &

Bupropion (C)
Ziprasidone (C)

=]

diphenhydramine @i 5
DR IR, GER
WA SFEHL, A LT
|Z methylphenidate % 1.5
FEREHL TV,

12
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13 | 5%/ | Methylphenidate (S) VAFFRIT, 1 HEAN i PR LA B OGS | EITE
Pelis IROBEE, AT
PR, A,
HEE, B AR
14 | 16 1%/ | Methylphenidate (S) BEIEE, TRE)
Bt | Oxybate sodium (S) PEDF, Pk
=7, Ak
DT ~TOTRREECC | &, (RERD
©
15 | 42 7%/ | Methylphenidate (S) NZE, BEFETR 1 HLWN HEARSTAERS | BiE
Bk i, FEMEDE L3
W, ZITE, &
e, B, 7 T msEEOTIT4T
FRSDIEFR I 1Z, methylphenidate %
I, PR, B O 1 AR %12 108 mg
s 73590 mg (2L, 4 4
BITSERITHIEL 2L
o, BEN
TR S RIE L= 0
23 B ko
RN,
16 | 30 7%/ | Methylphenidate (1) TEMAEEAEM, | 1M i PR B RO | [E11E
ok Omeprazole (1) A ERE T, B
Paroxetine (1) mies
Ethinylestradiol/
Levonorgestrel &71(C)
17 | 14 7%/ | Methylphenidate (S) RE Hfi i [ “days” (3% H) fiE IR EROSER | B

&
o

(LLT: ZHE oz
b)), £

o

CC MEOFLHIAY,, EMEZRNA IR,

13
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18 | 5%/ | Amfetamine (S) W, K22, - - -
B | Aripiprazole (S) HWELY, Wil
Atomoxetine (S) TEEN R, NI
Carbamazepine (S) X, TAaAEy
Chlorpromazine (S) N, #m5o
Clonidine (S) R57, EEIR
Dexamfetamine (S) tn, VAXRY
lloperidone (S) VAR T IN
Lisdexamfetamine (S) HE, TIRAE,
Lithium (S) SR, R
Methylphenidate (S) 2k, PTHkE
Quetiapine (S) MR, RO
Valproic acid (S) HIRT, frhiE
Ziprasidone (S) BT, MEIRRE
&, SR,
Lo ER T
DAAPRS i
93, BH A pEE
19 | 24 7%/ | Methylphenidate (S) VAFAUT, 4 7 ) fiE AR/ [EIf-Rencn
Bk B O B EETHLNT
20 | 40 7%/ | Methylphenidate (S) e RIS, | 30 47 il A v kA R EIE
Eeq s B 1 b o 15 FEBR A L3S
21 | 597%/ | Methylphenidate (S) wELY, B0 - - AH
HE it
22 | 21 5%/ | Methylphenidate (S) BA B 2H HEERETIEENS | Bk
| Ethinylestradiol/ L35
Levonorgestrel &71(C)
Propranolol (C)
23 | 11 %/- | Aripiprazole (S) B R, ¥ | - - EIfi}

Methylphenidate (S)

Clonidine (C)
Lithium (C)

B O h=
7, E O B
112y, PARIRETE
(LLT: Ba&ms
1B, i,
BA B

PRI L OO
TR
methylphenidate D&
ER L TH ERISH
& 8l, Methylphenidate
4R L Tz
D, BERISTEREEZIC
i LT 33 B3
HL,

14
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24 | 37 5%/ | Methylphenidate (S) PR, Bl OFEE | Methylphenidate | - Eifizs
2ok Metoprolol (S) W2 LD IR B A
Sumatriptan (S) %1 THD 14 : methylphenidate o> F
2, HEREL | BOAMARRE (80~
7=4A 120 mg 7> 20 mg ~)
B ERISHFEHL, B
#1% methylphenidate %
1TAEMERLCERY, A
BEWELZYE, A%
FOGHFEB LTz,
25 | 41 5%/ | Methylphenidate (S) BA B 10 7 H - 1B E OGS HRIR B
ik
Simvastatin (C)
26 | 11 5%/ | Cetirizine (S) WEUE, BN | - - [EIf-Rencn
Bk Clonidine (S) =
Methylphenidate (S)
Montelukast (S)
Salbutamol (S)
27 | 55 5%/ | Methylphenidate (S) BE Hfi i [ - - [EIf-Rencn
g (LLT:5HEDZ
Duloxetine (C) DIEY), MERE
Metformin (C) = hylv M
28 | 8%/ | Methylphenidate (S) Wi TPRE, S | 8 HEH o o kA R SO | R
ik b, BHES
D, Ok
29 | 38 7%/ | Methylphenidate (S) BA B 35 H HEERET IS | BHEET
HE HiLy
30 | 8%/ | Methylphenidate (S) PR, B - EHFIEEET AL | -
Bk Risperidone (S) Ii, MEAR, T 7
7, B AkEE
31 | 41 7%/ | Methylphenidate (S) RIS, - - AHA
ik R 8 [
(LLT:5HEDZ
DIEY), MEREE
32 | 75%/ | Methylphenidate (S) B F R - AR EIALN | BEEET
Pelis 7
33 | 18 %/ | Methylphenidate (S) ME E5, &) | 7 H fE IR, - ]
Pelis PEDEN, B A
fEE

15
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34 | 30 %%/ | Amfetamine/ H, B,
2ok Dexamfetamine &-#(S) | #AIREE, TER
Methylphenidate (S) A, ERE S
PR, WELWER PR 7,
EEMERT,
i, PR,
R, PERLTE,
BH 1 p
35 | 15 %/ | Methylphenidate (S) B F R “years” (F4) 8
B
36 | 8%/ | Methylphenidate (S) NLE, R | 1 H fif R R/ RO IR
B FEAR, FHE, BA
MR, F
37 | 22 5%/ | Methylphenidate (S) BE Hfi i [ 314y [EIf-Rencn
g (LLT:5HEDZ
DIEY), ZIT
JiE, HhEE
38 | 35 4%/ | Methylphenidate (S) RAOHGE, DN | BEEBALE | ARLAEEFIAEMKE | BIE
i HOKR, W, A | A CEREZRIEHT | SRk
R (LLT: 50 | (3REA)
fEER) , B
i, BIHEED F
/A
(2 - Marian Attalla and Magnus Ekelo, Uppsala Monitoring Centre)
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RAER
©Methylphenidate (AT /L7 = =7 — N EH, Methylphenidate Hydrochloride, AHXAdefill ik,
ADHDVEHRHEE, F a7 o — 1R [EN JE 583 sk 58
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