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RNot5 D FEEIE
T~

3. BEARITRMER

LR K/ Rot5Y RiEEsE
COH H NH, . OH
HO_ > N Ol
M NH, N -1CI
HO i H
OH on KOG LRI
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DIC (Levodopa decarboxylase Inhibitor Combination)
<sE>
LR F/¥: L-DOPA

7. CAS B &S
LR RN 1 59-92-7
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U ZARKOY BT, LR FRBMR BT LAKIOREICEX D HiLeVE AR, FLR LE Y U1E



AL EBRA IR SR A3 R L7z,
4) ME. CHAESRICxT T H4EMA 30
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ROFAERITL AR FRBMIZ T UAFITIHE T L,
QOFLEENTZ VAR RRORMETORBICEIEZ DT a—7 2 O8INE, & EI28B,. REIR: & O
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Y ERR L

2. EMERERO/INTA—S

(DR AE
HOUERR L

(2) IR B TE 3
HMERR L

@NAFTRLSEY T«
MERR L

(A HKRRETEH
MR L
<BE:FvL>0
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5. EERENBEZNDER

1. EEHRS (ROBHICIFEEICRET S L)

(D FEBEED & 288 [RWERORBNEMT 2821013 H 5, |

(2) B8, +RBEEO® 5 BREITOMEROH 5 BE UERPELT 28T BH 5, ]
) FERFmOBE [bEEDO EHZFR L, A VA VREEZHAIEL LORERH D, ]
(4) EFEZ0 - IR, KJUE SN ESXUIN AW RIEE DO H 5 BF UERP BT 282hnd 5, |
(5) BB bR A RN D B [IRE ER 222 U, ERSERT 28R H 5, ]

(6) B A EREMIER D & 5 BFH UFHIERPEBLT 2682 n & 5, ]

(N BEAWEDEE ( [ZOMOERE] DESMR)

(8) 25 ik LA Fo B ( [ZDMOEE ] OHEBM)

fEsR - (D AMNZ, EICHFTRESh, RPN S, £, HFEECEREZOREA LA TND Z & h
5., ZOX) RBFICEETLHAIE, HEAET D,

(2) /3 —/L8E 200mg (L7R K2X) OFHWEHE LTH - + ZHEBEEOEANRD LN TS (HER
) . BIBOIEREZ B ST 2BZNNH DO THEHEICELG T2 Z ENXKETHD,

(B) VAR R ERZICHKERNVE L ORWNEBEIZ LA T2 E0RROLNTEY . REFRLVE LAV
AV EREFUICER L CIBEZ @ 5, LA KSR EBMRNR S 5 & Sh b midE eI b
VB IRIF R IEOIEGI S WS STV DA, AEORITMBEEE L < @<, @) b Y v AIMIE,
ERFIMAE 2588, HIMSMK DORBIENE < 725 Z & THEIRHCRIBIEARIC L 5805 0Ky R
IR PER MK EOWD 2 X 7o U, BN OK S DSMass~B 8 L, MR O Bk A3 & BTl T L7k
BEebZ L Thd (EFEMEWEMER No.18 : 1976.4) .

(4) F/3Y —/LEE 200mg (LR /%) O&GREE £ TORMKE TIE, Ea2rRiE, BT, REIR. W
78 CTEREREIERANREO DN TEY | [EIMBICOWTIE, ESO®E ClEl, A HERE X
FBOIERIAS, o, NWOWREEBETIILAR KXIZ7 e 77 F o OnWEa M+ 5 2 &0, mfan
F = UEDE TR ENRE SN TNDHDOT, bEbe IOl )RRELEIL TV D BEITITEE
I ET BUERD D,

(6) I2.EZZNEEZTDER| 2

(6) R/3 —/L§E 200mg (LR RX) Oiliflitk: 4 FEOBWERFE T, BRAEmO®ED 4 41 (0.06%)
b, ETAR (2.6%) ZII LD, 1D D, REQREEHIERDBHE SN TS, £D7H, B b
EREMIEIRD B 5 BEIITHEEICH G752 L BB TH 5,

(N®) BMWEBR TNt T Y FEMEIC X 2B MHERONREEE O RE FI#EAER) BRESh
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(D FAZEBAKNEO L TIOH 25513, MAKRAD D VITIREMRELZITI Z ENEFE LV,

(2) BEIZ LR FANBEREFIDHREZZ (T TVIBEICKH L TARZES T 256121E, LR KAAORAEZD
Hm<ED 8 BRADERE B W T LARA ARG THZ L, 2120, Fofobi\—x 2 Y VAo b %
RS 2 BT,

(3) LR FNEEHEFIDHEEEZ T TVHEVEREICH L CARZELGT L5 ICIXVENORB L, BlE%
FATAT, EEICHER R E CHET L2 L,

(4) REIR SR LA FARFIOREIRGICEY, RO LI RBAERHOONL Z ENHD DT, W/ LLE
wITH &,

1) wearingoff (up and down) BiG23H &b =351k, 1 B HEOFMN TR G- REZ T 78 & o
BEET9 &,

2) onand off BLR N & b OALIZGAITIL, HEFFEOMIBSUIARIEEZTT 5, FERE(LICEE L TIE, 2 ofMo
Pis—F 0V VRO REOLE LT Z L,

(5) ATIE D2 FEFE RO MERR | fERR, FAEREE L OEE ) - £ ) - KBRS ORTHAEZ2 28 HDHD T,
AANFe G- O B ITIT H B E O R A O IR OBIEIC IR S ERWEIEET D 2 L,

6) LY AfERE (BME /7 I EMEERILERR) L ofFHICER L Tid, EHRTNCSL T LR Y iR
WOBMNCEEBRTHZ L,

(7) VAR F83UE RN 2 BRAEBBE OB G 10 | JRAEIRETE (AR ARTE 0 B 55 DL AR 7l R
EWT LD LT, FHEIICE v o 7V &0 K RER) | RS, O E . BRSO
B EEERRE SN TWD, Flo, LA RRZREINCEFTICBO T, HIH#EEEFICMZ TLAR R
NhVEEZBZ TRD D R VfiEEEFEREARE SN TS, BELOFEEEFEICZNDL ORER
WZOWTHBA L, 2 ORI LI2GEI2E, BEIRGE2 T4 57 EMEtl R A& %2175 2
L

i 0 (1) PHIERR AR & IZIRE K O HEHIRREE & 722 2B A O AZE S fuofkig©, ek E UL CHEWE. IR,
wE, AR, IREDO LR RENRH N, —FH, VAR R/NE, #8FER (V¥ x=) Tl
TERRROH B TEY 1D, PAEMABRNEOBZNDOH 55513, A XIXREDOREZ TV -DDOE
BICHRETHVERD S, £72, BWAHEE L TOAEAICITHSCER LAY, (VL2 Z2EAS
ETDEH) ) ol BAMEATENE (A EFIZITWVATR) (2RO H CEEICR S
TLOUEND D,

(2) VAR RSHABRBLAI O # 5% 52 1 1214, 8 REFILINIC AR 2 8 57 % L i @ L-DOPA K R 33 i
R EHA L, BEHORBUCORNRDBENDNH D,

31 HEZDVENGRME L., RaICHEE () L < HEIIm 2R & BIER 2/ RIZIZ 5
OOEATHD, ([V2HEZERUVAE W)

(4) R—=F v P GEBERE) WXL, VAR RANREIRPIICIEED 2 2T 2 b 008% < LA RXLE
w10 3ERERICHIRSI, BEMLE 1AEDNTIE 1 EONARE 5~6 REfIT R R L, EE
DO RIR E TR OEENTT & A LB BN,

LMLy s, BRENGHRTIZIZ 1 A 5 b TORRZIEROBTE (up and down BL%) % 4 5 FIH3
BLL, FITIFRMITERSEL L, —ERMZRICAICIFEET 2818 (on and off BI&) Oftx T 5%
LONRHDH, LR RANHMEECHEBL L35G, LA RSBUREERE SRR EA OO A 0 2 5
EIERDEE N 2720, 2 Fr—ADBHREERDLIBDOLH LD, RN THO= L~ —/L oK




LD bDOBHBLTL S 12,

1) wearing off (up and down) : U7 RSOREEFHGERHI N 272 A LB L. E-2h R G E
R BBIRT, BEOHATICN S RN VAPHREORD | (EREALICI T D LA R SLREFREH] O %
fiif. LA RANOMARERT., LA FSOEERIN - REHE QBN IIERT & LTET bh
TWd, &EE LTIE 1 AAEOHPAN TRGEMEZENT 272 ETHDH 19,

2) onandoff: LR KX T ary ha— L ENTWAHIRRE TERDEPELE L. BITRILEFE 720
ZOEFTOEBTET 2L AR DREN D 1 Bl X, BICIRT 5 2 &2 LIS ORREIS
ROBIG T, MRERROAEERANY XL T TR RRI LT 2 =0 EOH R, LR
AR 8 2 W W, LR R ROERNEIREZE L2 ERRIEMIF & L THRITF LN TWD, e LT
(THEFFROWNR, Jra U VA T OV, T s VT F U AT VEEE R ot —
XUV ARG L, 2N THEREAITRET S 19,

(5) HTJE D 22 ZEFE O MEAR-CMER . FREIRE S, RS R OREIEA 2 % < BB 2 FEANLBOEE TH
D, TGOS, FEEMENSLETH D,

(6) & LU HEFRIEIT H AR THID CRRB SN RIG MAO BEAITH Y . LA RRELHEI L OFFH A A]
BECThD, 5L, B XY UEREITEORE - AROFHHAN THRIMEL KD WREMER &5, &
RMEE Ko T235E . LA RSRAIE O EER (RIfES) NREBT LR S 20T, FHIICE
LT+ BN NETH D,

(7) LR RSBIAI T RS 2 RAREBN I X 2 WA, JRAOMEAROTHE S O @Bl EIE ) ORIE
G NERINTZZ L0 b, LR RRRAIR O RS U FRIEFEB3 oM EEE LT, [HER
FEARRERE] OBEICEEH L., EEREZMNLZ L& L,

(%) Dodd ML, et al.:Arch Neurol 2005;62(9):1377-1381

2012 4E 7 Az, FRMESRST (EMA) @ PAVWPH X, LR RoSBUHEI RS U R IREEEE, b7

=0 AFN KT AT 27 —E (COMT) BLEKICH LT, EHEMHIEREEEORER L LT Ak

BEE L, B A2BNT 57 8 ORINELTAEE (SmPC) SETEHERT 5 & OfE#HREH Lz, 207,

(B AR OEA~OEBHEFEEOMER E LT BRatkmE, &8 . [BERKORES

(22D XD IR E ORI OWTHAT 2 2 &) 2oL Lz,

MPhVWP : 77—~ bV 7 v AEEHRS

R=F Y IFRIEFRD T2 LR RNEFRA], RS U REREEE 2 LT b BEICB W T,

R Ui EEGERE (DDS) AME SN TWnb, Z0%, LR RAGHERAID S 727~V YET

& LTUR RAEHRAICOENEFERRKDL, MINRA CEOFTHERIA B E 2 #2222 &L

7. DDS |TEBERUGEICLEREEZB X T2 RN U FRRIEE~OERE L ML LT\ 5, DDS

(Z ko THAEATEICKIEZ AT 2 X5 R EEHlEES OEIRBBITEEWRET 2 & & bic, BFXDT

FIER~DOIEEWREN LI TH D,
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Madopar 4.1 Therapeutic indications
100mg/25mg Hard Parkinsonism - idiopathic post-encephalitic.

Previous neurosurgery is not a contra-indication to Madopar.

4.2 Posology and method of administration

Dosage and administration are variable and no more than a guide can be
given.

Adults
Patients not previously treated with levodopa

The recommended initial dose is one capsule or dispersible tablet of
Madopar 50 mg/12.5 mg three or four times daily. If the disease is at an
advanced stage, the starting dose should be one capsule or dispersible
tablet of Madopar 100 mg/25 mg three times daily.

The daily dosage should then be increased by one capsule or dispersible
tablet of Madopar 100 mg/25 mg, or their equivalent, once or twice weekly
until a full therapeutic effect is obtained, or side-effects supervene.

In some elderly patients, it may suffice to initiate treatment with one
capsule or dispersible tablet of Madopar 50 mg/12.5 mg once or twice
daily, increasing by one capsule or dispersible tablet every third or fourth
day.

The effective dose usually lies within the range of four to eight capsules or
dispersible tablets of Madopar 100 mg/25 mg (two to four capsules of
Madopar 200 mg/50 mg) daily in divided doses, most patients requiring no
more than six capsules or dispersible tablets of Madopar 100 mg/25 mg
daily.

Optimal improvement is usually seen in one to three weeks but the full
therapeutic effect of Madopar may not be apparent for some time. It is
advisable, therefore, to allow several weeks to elapse before contemplating
dosage increments above the average dose range. If satisfactory
improvement is still not achieved, the dose of Madopar may be increased
but with caution. It is rarely necessary to give more than ten capsules or
dispersible tablets of Madopar 100 mg /25 mg (five capsules of Madopar
200 mg/50 mg) per day.

Treatment should be continued for at least six months before failure is
concluded from the absence of a clinical response.

Madopar 50 mg/12.5 mg capsules or dispersible tablets may be used to
facilitate adjustment of dosage to the needs of the individual patient.




Patients who experience fluctuations in response may be helped by
dividing the dosage into smaller, more frequent doses with the aid of
Madopar 50 mg/12.5 mg capsules or dispersible tablets without, however,
altering the total daily dose.

Madopar 200 mg/50 mg capsules are only for maintenance therapy once
the optimal dosage has been determined using Madopar 100 mg/25 mg
capsules or dispersible tablets.

Patients previously treated with levodopa

The following procedure is recommended: Levodopa alone should be
discontinued and Madopar started on the following day. The patient
should be initiated on a total of one less Madopar 100 mg/25 mg capsule
or dispersible tablet daily than the total number of 500 mg levodopa
tablets or capsules previously taken (for example, if the patient had
previously taken 2g levodopa daily, then he should start on three capsules
or dispersible tablets Madopar 100 mg/25 mg daily on the following day).
Observe the patient for one week and then, if necessary, increase the
dosage in the manner described for new patients.

Patients previously treated with other levodopa/decarboxylase inhibitor
combinations

Previous therapy should be withdrawn for 12 hours. In order to minimise
the potential for any effects of levodopa withdrawal, it may be beneficial
to discontinue previous therapy at night and institute Madopar therapy
the following morning. The initial Madopar dose should be one capsule or
dispersible tablet of Madopar 50 mg/12.5 mg three or four times daily.
This dose may then be increased in the manner described for patients not
previously treated with levodopa.

Other anti-Parkinsonian drugs may be given with Madopar. Existing
treatment with other anti-Parkinsonian drugs, e.g. anticholinergics or
amantadine, should be continued during initiation of Madopar therapy.
However, as treatment with Madopar proceeds and the therapeutic effect
becomes apparent, the dosage of the other drugs may need to be reduced
or the drugs gradually withdrawn.

FElderly

Although there may be an age-related decrease in tolerance to levodopa in
the elderly, Madopar appears to be well-tolerated and side-effects are
generally not troublesome.

Children

Not to be given to patients under 25 years of age: therefore, no dosage
recommendations are made for the administration of Madopar to children.

Madopar capsules are for oral administration. They should be taken with,
or immediately after, meals.
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A=A NT U T AU B3 Drugs which have been taken by only a limited
(2016 4 2 A, number of pregnant women and women
MADOPAR, of childbearing age, without an increase in the
Roche Products Pty frequency of malformation or other direct
Limited) or indirect harmful effects on the human fetus

having been observed.

Studies in animals have shown evidence of an
increased occurrence of fetal damage,

the significance of which is considered
uncertain in humans.
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Madopar 4.3 Contraindications
100mg/25mg Madopar must not be given to pregnant women or to women of
Hard Capsules, childbearing potential in the absence of adequate contraception. If
Roche Products pregnancy occurs in a woman taking Madopar, the drug must be
Limited)

discontinued (as advised by the prescribing physician).

4.6 Use during preghancy and lactation

Madopar is contra-indicated in pregnancy and in women of childbearing
potential in the absence of adequate contraception.

Since it is not known whether benserazide passes into breast milk,
mothers requiring Madopar treatment should not nurse their infants,
since the occurrence of skeletal malformations in the infants cannot be
excluded.
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Madopar 4.2 Posology and method of administration
100mg/25mg Hard
Capsules, Roche Children

Products Limited)
Not to be given to patients under 25 years of age, therefore, no dosage
recommendations are made for the administration of Madopar to children.

4.3 Contraindications

Madopar must not be given to patients less than 25 years old (skeletal
development must be complete).
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