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Rx Thufic k& don

Vién nén bao phim GOMDIPIN 600 mg
(Dxcarbazepin)
[THANH PHAN] M3i vién cd chita:
i weinnnes. 600 MQ.
thé, Croscarmellose sodium, Hypromellose 2910,
Cofioidal silicon dioxide, Magnesium stearate, Opadry 03844115 Pink.

(md TA]
Vién nén dai bao phim, mau héng, mat mat c6 khdc ky ty “0C/600" va mit
oon lai khic ky ty "D W/D.W".

[CHI BINH]

Oxcarbazepin dugc ding don doc hodc phii hgp vi cac thudc ching co gidt
khdc a8 diéu tri a0ng kinh cyc b & ngudi 1n va tré nhd trén 4 Wi

Diing phdi hgp voi cdc thuSc ching co giat khic d diu tr dong kinh cyc b
0 tré nhd tir 2 Wi trd 1en,

ILIEU DUNG VA CACH DONG]

Cdch ding:

Udng Oxcarbazepin hai len mBi ngay véi cing hodc khdng ciing thiic dn.

Liéu ding:

Ngudi Idn va tré em trén 16 tdi

Liéu phdp phdi hop:

Nén khéi ddu lifu 600mg/ngay (B-10ma/kg), chia hai In, ¢6 thé ting liéu
600mg/ngay mbi tudn cho 16i liéu khuygn cdo hang ngay 1 1200mg/ngay
chia hal 1dn. Mic dii liéu trén 1200mg/ngay o thé hiéu qud trong mot s0
tniing hop, nhung phdn Ign bénh nhan khang dung nap ligu 2400mg do tic
dung ngogi y trén hé thin kinh trung wong.

Bénh nhan chuyén tir ligu php phdi hgp sang don trj ligu: li8u khii ddu
oxcarbazepin 600mg/ngay, chia 2 Idn, ddng thoi gidm ddn 1ifu cla thubc phbi
hap cho dén khi ngimmg hén 12 3-6 tudn, trong khi lidu 18 da clia oxcarbazepin
la 2400mg/ngay, c6 thé dat dugc trong 2-4 tudn,

Kndi 64u bdng don trj liu: Nén khai d4u lidu 600mg/ngdy, chia hai 4. Lidu
cd thé tang 300mg mdi 3 ngay dén lidu t6i da 1200mg/ngay chia 2 in.

Tré em 4-16 tufi:

Ligu phdp ph8i hyp: 8-10mg/kg/ngay chia hai i4n, khong qud 600mg/ngay.
Lifu duy tri nén dat dugc sau 2 tudn, phy thude vio cdn nlng bBnh nhan nhy saiw
Bdng 1. Lifu duy trl & tré em ding oxcarbazepin trong ligu phap phdi hop

Can ngng (ky) | Liéu ding (mg/ngay chia hai I4n)
20-29 900
29,1-39 1200
>39 1800

Chuyén tir ph&i hgp sang don trf 11@e: Lisu khi 4y oxcarbazepin
8-10mg/kg/ngay chia hai 14n, Khi cdc thudc chdng dong kinh khdc duge thay
thé bling oxcarbazepin, liéu c4c thulic ching ddng kinh khic dung ddng thai
nén dusc gidm dén trong thai gian khdi diu tri ligu oxcarbazepin. Dibu trj cac
thudt chding dfng kinh khdc ding déng theii nén dugc chdm dat trang vong
3-6 tudn, ciing thoi gian nay, liéu oxcarbazepin c6 the tang theo chi dinh trén
ldm sang 10mg/kg/ngay cdch hang tufin dén khi dat lidu khuyén cio mdi
ngay (bing 2)

Bang 2, Liu duy tri & tré em ding oxcarbazepin don trj ligu

Cén ndng Khodng lifu ding (mg/ngay chia hai 1n)
(kg) Tir Dén
20 600 900
25 900 1,200
30 800 1,200
35 900 1,500
40 900 1,500
45 1,200 1,500
50 1,200 1,800
55 1,200 1,800
60 1,200 2,100
65 1,200 2,100
70 1,600 2,100

Tré em 2-3 wéi: chua c6 nhiéu thong tin

Liéu phap phti hop: 8-10mg/kg/ngay, khdng qua B0Omg/ngay, chia 2 Hn,
Ligu duy tri nén dat duge sau 2 tuln v phy thujic vao can néng bénh nhan:
Can ning < 20kg: khii ddu 16-20ma/kg/nody, tang fiu ddn vi dat toi lidu duy
iri tf da sau 2-4 tuln va khbng nén qui 60mg/kg/ngay (t6i da 600mg/ngay).
Ngudi 16n tudi (65 tudi trd 1en);

Khdng c6 liéu khuy&n cdo ddc biét cho benh nhin I6n tubi do lidu diy trj
dugc didu chinh cho timg bénh nhan. Chi digu chinh lisy cho bénh nhdn Ion

wdi kém gidm chic nang thdn (thanh thai creatinin < 30miphat).

B&nh nhan suy than: DY thanh thai chit chuyén héa co hoat tinh
10-monohydroxy (MHD) gidm do thanh thai creatinin gidm, oxcabazepin nén
duc kndi ddu voi lifu bAng niia lidu khdi ddu thudng diing (300mg/ngay) &
bénh nhdn 6 thanh thai creatinin dudi 30ml/phit. Liéu duy trl c6 thé tang
ddn ddn khi dat duc d4p ing IAm sing mong mudh.

Bgnh nhan suy gan: Khang cdn diéu chinh liéu dGi voi bénh nhan suy gan
nhe va vifa; tuy nhién, tinh an toan va higu qud ciia oxcarbazepin chua digic
nghién ciu trdn benh nhdn suy gan ndng, vi véy c4n than trong khi chi dinh
li€u lugng cho bénh nhan suy gan ning.

ICHONG CHi BINH)
Bénh nhan qua min cdm vdi thudc hodic bat kj thanh phdn nao ciia thulc.

[THAN TRONG VA CANH BAO BAC BIET]

Ha natri huyét:

Ha natri huy8t (ndng d¢ natri huy&t thanh dutii 125mEq/) da duge ghi nhin &
bénh nhin ding oxcarbazepin, phdn Ion cic truing hop xdy ra trong vong 3
thang diéu trj ddu tién va ty khéi sau khi gidm Iiu hojc ngung thudc va‘holc

han ché ti€p dich. Banh nhdn cdn dugc theo dBi chit chd trong thili gian difu ,/% >

tri duy tri oxcarbazepin, dc bigt trén bEnh nhan diing phoi hop thulic thai {
nalri hodc bénh nhdn ¢6 nguy cd cao vé ha natri huyst.

Nguy cd ty viin
D ligu tir céc nghiln clu o6 kiém sodt gid duge cho thiy tAng nguy ¢o by vin
g0m thi 60 hodic y nghi, lién quan d&n sir dyng cc thudc chiing dong kinh.
Nguy co nay thubing xdy ra 1 tudn sau khi b4t ddu diing thuSc va kéo dai dén 24
tln. Bdah nhan ding céc thubc ching ddng kinh a8 didu trj ddng kinh c6 nguy
oo ty vAn cao hon diéu tri céc bénh khdc. Do 6, theo i chat ché bénh nhan
v cac bigu hign trdm cdm, thai o, y nghT ty vAn. Khi thy thi 0 b4t thudng
trong khi diu trj biing thudc chéing ddng kinh, can nhic ngung dimg thudc.
Ngung disng oxcarbazepin

Vige noiing a6t ngdt cac thudc chiing dang kinh bao gdm oxcarbazepin cd thé
lam tang tin sudt co gidt, vigc ngung ding thudc nan dugc thte hién t tir
Trong truing hap cén ngung ngay oxcarbazepin, cdn IAp tic didu trj béing
thudc chéing ddng kinh thay thé khic.

Phdn ing qua min cam

Cac phdn dng ngodi da trdm trong bao gbm hoi ching Stevens-Jonhson va
hoai tit bidu bi nhifm doc d3 duge ghi nhdn @ bénh nhan ding oxcarbazepin.
Thai gian trung binh dé bt ddu céc phin ing nay 14 19 ngy. Can nhis
ngung dung oxcarbazepin va thay thé bing thudc chdng dong kinh khic ma
khong ding 3p fai oxcarbazepin do t4i pht phdn éng ngoai da trdm trong.
Phdn (ng qud min cdm da co quan 82 dugc ghi nhdn & ngudi sit dung
oxcarbazepin. Mdc du cdc phan dng nay hidm xdy ra, phdn idn cdc benh
nhan phdi ndm vién va cham stc dac biét do de doa dén tinh mang. Cdc
bidu hién cira qud mdn cdm bao gém sOt, ngifa, ban dd, bé&nh hach bach
huy&t, xét nghiém bt thuing chic ndng gan, logn tao mdu, vism than, hoi
ching gan thdn, dau khdp, suy nhuge. Can nhdc ngung diing oxcarbazapin v
thay thé bling thulic chéing d6ng kinh khac ma khong ding l4p lai oxcarbaz-
€pin do xdy ra i phat phdn (mg trim trong.

Dxcarhazepin ¢6 ¢du triic lién quan d&n carbamazepin, 25-30% bénh nhan o6
tién sif qua mdn cdm véi carbamazepin cd thé qud man cdm vGi oxcarbaz-
epin, do d6. nén tranh ding oxcarbazepin trén nhém bénh nhin nay.

Téc dyng phy t&m thdn kinh

Tac dung phu tdm thdn kinh cla oxcarbazepin nhin chung phy thube lidu va
dugc phin loai thanh 3 nhém bao gbm:

- Suy gidm nhdn thitc nhu khé khdn trong tap trung, ngdn ngd, phin xa

- Tinh trang o mo hodc mét méi

- Khd khan trong phdi hgp ddng tic nhu mét digu hoa, rGi loan di lai

Giam chiic ndng tuyén gidp:

Gidm chitc nang tuy€n gidp 12 mt tic dung ngoai ¥ cia oxcarbazepin. XEq‘i' .

xét tdm quan trong clia hormon tuy@n gidp trén sy phat tridn cla tré sau sl |
theo dbi chilc nding gidp & nhdm tré em diéu trj oxcarbazepin, || <
Chide ndng gan: AN
D4 co ghi nhdn cac tiing hgp viBm gan va phdn I6n dugc difu tri khii. Khi'ed:

ysad

TAI]

biéu hign nghi ngd, c4n dnh qid chic ndng gan va ngung diéu tri oxcarbaz- .~ -

epin. Than trong khi dimg oxcarbazepin cho bénh nhdn suy gan nng.

Chde nang thgn:

Bénh nhan suy than (thanh thai creatinin < 30mi/phit) cdn than trong khi
diéu tri oxcarbazepin, ddc bigt voi li8u khdi ddu va lidu didu chinh. G4n thea
ddi néng d 10-monchydroxy (MHD) trong huy8t tuong.

[TUONG TAC THUGE)

Oxcarbazepin v& cdc chat chuyén hda c6 khd ning e ché cytochrom P450,
ddc bigt CYP2C19 trong chuyln hda cdc thubc chdng agng kinh khic (AEDs)
nhy phenytoin va phenobarbital. Oxcarbazepin va céc chit chuyfn héa ciia no
cling gay cam {ng men gan gém CYP3A4 va GYP3AS5. Do CYP3A4 va
CYP3A5 chuyn héa cac thudc d6i khing calcium dang dihydropyridin, thuSc
ngita thai duting vlng, mgt vai thusic chéng dong kinh, ¢4n didu chinh lidy cic
thulic ndy khi diing phdi hop vdi oxcarbazepin.

Thude chBng ddng kinh khéc:

Oxcarbazepin va chét chuyén héa ific ché chuyén héa qua gan ciia phenytoin va
phenobarbital, ket qud fam ting ndng d6 trong huy8t tuong 14n lugt 0-40% va
14-15%. Do dd, cdn gidm lifu phenytoin va phencbarbital. Ngugc tai, kha ning
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cdm dng enzym ca oxcarbazepin ¢4 thé Am gidm néng 00 trong huy€t tuing
clia carbamazepin 0-40%, cdn theo ddi chat chd va digu chinh lidy carbamaz-
epin. Carbamazepin, phenobarbital, phenytoin va acid valproic ¢ the lam gidm
ning a9 oxcarbazepin va cdc chdt chuyén hoa cia nd trong huyét tuong
Thufic ngita thai dudng uling

Oxcarbazepin c6 th lam tang chuyén héa cac thudc ngiza thai phoi hop, din
d&n 1am gidm néing d0 trong huyt tuong va dién tich dudi duing cong (AUC)
cla cdc thudc ndy. Sir dung déng thai oxearbazepin va cac thufis npua thai
dang phGi hgp cd thé 1am gidm higu qui cha cic thule tranh thai,

Thube chen kénh calci

Oxcarbazepin o6 thé lam t&ng chuyén hoa cdc thubc chen kénn calci (nhy
felodipin, verapamil), k&t qui [am gidm AUC clia cac thudc nay vi do d6 lam
oidm téc dyng ha huyet 4p.

Rugu

Khdng ubng nau khi dang diing thudc vi co the lam tang tdc dung ngoai ¥
in thdn kinh trung uong.

[PHY N €6 THAI, PHY NU CHO CON BU)

Phy nif cé thai:

Cac nghién ci 1am sang kifm sodt 16t khi ding oxcarbazepin cho phu A c6
thai con han ché. Cac tac dung ngoai y da duse ghi nhin trong céc nghign
ciiu trén sic vat. Oxcarbazepin, chdt chuyén hoa ciia n6 qua dugc héng rao
nhau thai va phét hign trong tré so sinh. Sif dung oxearbazepin trong thai khy
mang thai chi khi lgi ich difu trj vugt trdii nguy co cho bio thai,

Phy nif cho con ba:

Oxcarbazepin vé chat chuyén hoa 6 hoat tinh clia nd dugc bai tist qua sa
me. Ty 1§ ndng df sla/huyét uong 0,5 dugc thdy d6i véi cd hal chdt, Do
nhiing nguy co liém &n cho tré, c4n ngung cho con bl khi diing thufc nay

[TAC DYNG TREN LAI XE VA VAN HANH MAY MOc)
Do thuc gdy chodng ving, budn ngl. Do d6, bénh nhan cdn thdn trong trong
khi Iai xe hodc van hanh may moc.

[TAC DUNG NGODAI Y]

Cée tic dyng ngoai ¥ dudi ddy di duge ghi nhan & cic lidu d&n
2400mg/ngay, bao gdm bénh nhan dan tri ligy, da trj ligu va bénh nhin trude
ddy chua timg diéu tri biing cac thuSc chéng dong kinh,

Céc téc dung ngoai ¥ voi ty 18 trén 10%, bao gém:

- Thdn kinh trung wong: chodng ving, lo mo, dau 04y, mat diby hoa, mét
mdi. chong mat

- Tiéu hoa: budn nn, 6i mifa, dau bung

- Thdn kinh-co: dang di bat thutng, ring minh

- Thi gidc: ching nhin doi, giat cdu mAt, tdm nhin bét thuting

Gdc tdc dyng ngoai y vdi Iy 1§ 1 - 10%, bao gbm:

- Tim mach: ha huy8t ap, phi chan

- Than kinh trung uong: ching hay quén, suy nghi bAt thudng, mat ngu, sot,
rGi logn van dfng, dién ndo a6 bat thubing, kich ddng, hén loan,

- Da; ban dé, myn

- Noi ti€t va chuyén hda: ha natri huyét

- Tiéu hoa: tidu chiy, khé tigw, to bén, rdi loan vi gidc, khd miéng, viem da
day, tang can

- Thin kinh-co: y&u co, dau ung, vin ddng b4t thung, loan dfng tac.

- Ho hdp: nhiBm khudn dudng h hdp trén, viem mii, nhim khudn ngue,
vigm xoang.

* Théng bdo cho bac sT bl ky tée dyng ngoal § ndo xdy ra khi ding thudt
nay.

[QUA LIEU]

Mot s8 nhd cdc triting hop qud 1iBu d duge ghi nhdn & lidu 107 da khodng
2400mg. C4c trigu chiing qué liéu bao gbm buln ngl, chodng vang, busn
non, 6i mila, gidm chifc nang vin ddng, ha natri huy8t, mAt didy hbda, rung
gidt nhan cdu. Khong co thuic gidi dgc ddc hidu Vi vAy, dibu tri trigu ching
va hd trg nén duge tifn hinh thich hap. Viéc loai bd thubic khdi da day va
/hodc h&p thu bing than hoat c6 thé dugc xem xét. TAt cd bénh nhan déu hdi
phuc sau khi diéu trj trigu ching.

[DUgC LYC HOC)

Hogt tinh dugc hoc clia oxcarbazepin chil yéu dugc phat huy qua chét chuyén
h6a cg hogt tinh ciia nd 12 10-monohydroxy (MHD). Ca ché tac dgng chil yBu
dya trén tac dyung chen cdc kenh natri nhay cm difn thé, nha do, 1am Gn
dinh mang thdn kinh bj t4ng hung phan, iic chd sy chap dién 13p Iai & t& bao
thdn kinh va gidm bot sy lan tda cila cic xung ddng qua synap thdn kinh.
Ngodi ra 60 ddn kali tang vé sy didu bién clia cdc kénh calci hoat hoa dién
the cao ciing c6 thé gop phdn vio tc dung chéing co giat cla thube. Khong
¢0 tuong tac thudc quan trong nao véi céc vi tri tigp nhan chat din truyén
thdn kinh hodic chat diéu bign ndo.

[oUgc BONE HOC)

Halp thu: Sau kni wing, oxcarbazepin duse hdp thu hodn todn va duic chuyéin
héa phdn I6n & gan thanh ch&t chuyén héa co hoat tinh 10-monohydroxy
(MHD)

Sau khi ding lifu duy nh&t 600mg oxcarbazepin trén nhing ngudi tinh nguyén
nam khoe manh & finh trang ddi, thoi gian trung binh dé dat ndng do toi da

(Tmax) la 4,5 gio. Oxcarbazepin c6 thé diing kem hodc khdng kém thiic 3n do
c6 di ligu xdc nhdn thic an khang dnh hubng 0én 1y 18 vi khd ndng hip thy
oxcarbazepin.

Phan bd: thé tich phan b bifu kién clia chdt chuyén hoa MHD 2 49 Iit
Khodng 40% MHD gdn vdi protein huy&t tuong, chil y&u vai albumin, Sy gén
k8t knong phu thudc vao ndng db huyst thanh trong pham vi lién quan dén
vigc diéu tri. Oxcarbazepin va cht chuydn hoa MHD khong g4n vao
alpha-1-glycoprotein. Oxcarhazepin c6 khd nang di qua nhau thai vi dugc tim
thdy trong sa me.

Chuyén héa va thai trir: oxcarbazepin gidm nhanh chang bdi enzym cytosolic
@ gan thanh chit chuyén hoa cd hoat tinh 10-monohydroxy MHD), 1a chat cd
tc dung dugc Iy cila oxcarbazepin. MHD tifp tyc dugc chuydn hoa b lien
hgp véi acid glucuronic vA mdt lugng nhé (4% liéu diing) b oxy héa thanh
chat chuyén hoa khang 6 hoat tinh (10,11-dihydroxy derivative, DHD).

Han 95% liéu ding thai ra nudc tidu, trong @6 dudi 1% & dang oxcarbazepin
khing ddi. Dudi 4% lidu ding dugc bai tigt qua phan, Khodng 80% liéu dugc
bai tift qua nudc tifu hozc 49% MHD lign hop glucuronid, 27% MHD khang
6di, khodng 3% DHD khng co hoat tinh va 13% oxcarbazegin dang lién hop,
Oxcarbazepin nhanh chong logi tri khoi huy8t tuong vai thai gian ban hiy
khodng 2 gid. Thai glan bin hiy cia MHD khodng 9 giti va thas gian ban hily

cila MHD 4 19 git khi thanh thai creatinin dusi 30myphit. = s
[BONG G011 Hap 3 vi x 10 vign L/ Z //
-

[BAD QUAN] Bio quin trang bao bl Kin & nhiét a9 dusi 30°C
[HAN DUNG] 36 thang ké ti ngay sn xuft
[TIEU CHUAN] Tigu chudin nha sin xust

4 9 B e o e i e

Néu cdn thém thdng tin xin hdi § kifn bac s
Thufic nay chi dugc ding theo don ciia hdc si”

Nh3 sdn xusi:
DAEWOONG PHARMACEUTICAL CO., LTD
35-14, Jeyakgongdan 4-qil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qudc.

TUQ.CUC TRUONG
P.TRUGNG PHONG

Fham Thi Vin Hank
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