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Maquette quéng cdo sin phdm: Lamostad 50 va Lamostad 100
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Lamotrigin 50 mg

THANH PHAN :

M@i vién nén Lamostad 50 chia: ‘
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M®i vién nén Lamostad 100 chua:

Lamotrigin.... ...100 mg

T4 dugc viia ﬂu ...1vién

(Cr;spowdon kall acesuifam bﬁt mii cam, mamtol coliondal silica khan, natri stearyl fumarat)
MO T

Vign nén Lamostad 50 c6 hinh trén, mau tring, mdt mat khic s8 “507, mft mat tran.
Vién nén Lamostad 100 c6 hinh trdn, mau tring, mot mat khdc s& 1007, mot mat tron.

DUQC LUC HOC
C4c k6t qud nghién cliu vé dugc Iy cho riing lamotrigin 1a chét éic ché céc kénh natri cdng md theo dién thé
phu thudc vao lidu ding. Thubic gdy cén trd sy phong dién dugc duy tri Ip di 1p lai trong cac noron thin kinh
phuy thudc vao lidu diing va dién thé va tic ché su phdng thich khong hgp Iy ciia glutamat (ot acid amin déng
vai trd then chét trong sy phat sinh con dong kinh), ciing nhu tic ché can biing phét glutamat ciia dién thé
hoat dong.

DUGC BONG HOC
Lamotrigin dugc hdp thu nhanh chong va hoan toan qua rudt véi su chuyén hoa bubc ddu khong dang ke.
Néng db dinh trong huyét tuang dat duc sau khi usng khodng 2.5 gid. Khodng 55% thudc gdn két voi protein
huyt tuong. RAt it khi bj ddy ra khoi protein huyét tuong ddn dén doc tinh. Thé tich phan bd 1a 0,92 - 1,22
I/kg. D9 thanh thii trung binh & trang théi dn dinh & ngudi I6n khoé manh 12 39 + 14 mi/phit.
Do thanh thai clia lamotrigin dugc chuyén hoa ddu tién vai sy thai trll sau do © dang lién hop vdi glucuronid
trong nuc tidu. Dui 10% thudc dugc thi trif qua nudc tigu dudi dang khong ddi. Chi khodng 2% dang lién
hop dugc thai trir qua phan. DO thanh thai va thai gian bén thai phu thudc lidu. Thoi gian ban thai trung binh &
ngudi khoé manh 12 24-35 giti. UDP-glucuronyl transferase dugc xdc dinh la men chiu trach nhigm chuyén
hod lamotrigin.
Lamotrigin tu cdm (ng chuyén hod chinh nd & mic do nhe phu thudc vao liéu. Tuy nhién, khong c6 bing
chitng cho réing lamotrigin dnh hung dén dugc dong hoc clia céc thubc chdng dong kinh khdc va it xay ra
tuong tac thudc gitla lamotrigin va céc thudc chuyén hoa bbi cac men cytochrom P450.
Thai gian ban thai clia lamotrigin bi &nh huding I6n bdi thudc ding d8ng thoi. Thoi gian ban thai trung binh
gidm con khoéng 14 gid khi dung v6i céc thudc gay glucuronid hoa nhu carbamazepm va phenytoin, tang [én
trung binh khodng 70 gid khi diing chung véi natri valproat.

CHi BINH
pong kinh & ngudi 16n va tré em trén 12 tudi:

- Pong kinh cuc bo don thudn.

- Bong kinh cuc b phiic tap.

Tai liéu thong tin cho cdn b y 1&

L amostad 100

Lamotrigin 100 mg

- Dong kinh co ciing - co giat toan thé thif phét.
- Dong kinh co cling - co gidt toan thé nguyén phét.
LIEU LUGNG VA CACH DUNG
Ligu trong liéu phap don tri
- Tudn 142; 25 mg x 1 ldn/ngay
- Tuln 3+ 4: 50 mg x 1 lAn/ngay. Sau do, liu nén dugc ting dén t6i da 50-100 mg mdi 1-2 tudn dén  khi
dat dugc dap (ing t6i uu.
- Lifuduy tri thubng dung: 100 - 200 mg x 1 ln/ngay hoiic chia 2 1dn/ngay. Mt s6 b&nh nhan doi hoi liéu
lamotrigin 500 mg/ngay mdi dat dugc dap ing mong mudn.
Li€u trong liéu phép hd trg
- (ibénh nhan dang ding valproat c6 hoic khdng c6 dung bat ky thudc chong déng kinh nao khic:
+ Tudn 1 +2:25 mg dung cach ngay.
+ Tudn3+4:-25mgx 1 I4n/ngay. Sau do, lidu nén dugc ting d&n t6i da 25-50 mg mdi 1-2 tudn dén khi
dat dugc dap tng i uu.
+  Liéu duy tri thudng dirng: 100 - 200 mg x 1 1dn/ngay hodc chia 2 lan/ngay.
- { bénh nhan dang ding ddng thai cac thudc chdng dong kinh hodc cac thudc gay cdm ting su glucuronid
hoa lamotrigin co hodc khdng c6 diing cac thudc chdng dong kinh khac (trif valproat):
+ Tudn1+2:50mgx1Idn/ngay.
+ Tudn 3 +4:100 mg chia 2 n/ngay. Sau do, liéu nén dugc tang dén tdi da 100 mg mdi 1-2 tudn dén
khi dat dugc dap tng toi uu.
+  Ligu duy tri thudng dung: 200 — 400 mg chia 2 [4n/ngay. Mot s bénh nhan doi hdi lidu lamotrigin 7
mg/ngay méi dat dugc dap Gng mong mudn.
@ banh nhin dang diing oxcarbazepin khong ding véi bat ky thudc cdm ing hodc thudc ic ché sy
glucuronid hoa lamotrigin khac:
+ Tudn1+2:25mgx114n/ngay.
+ Tudn3+4:50 mg x 114n/ngay. Saudo, liu nén dugc ting dén t6i da 50-100 mg mdi 1-2 tudn dén khi
dat dugc dap lng t6i uu.
+  Liu duy tri thuding diing:100 — 200 mg x 114n/ngay hodc chia 2 ldn/ngay.
Suygan
LiBu khdi ddu, liéu tang dan va lidu duy tri thuding gidm khoédng 50% & b&nh nhan suy gan vifa va 75% @
b&nh nhan suy gan nang. Nén diéu chinh lidu ting dan va liéu duy tri theo dap ting lam sang.
CHONG CHi BINH
Qué man v6i lamotrigin hodc véi bdt ky thanh phan nao trong cdng thiic.
THAN TRONG
- Dacé cac bao cdo vé nhiing phan tng phy & da, thudng xy ra trong vong 8 tudn ddu sau khi bat dau diéu
tri v6i lamotrigin. Phan 16n phat ban nhe va c6 gi6i han, tuy nhién him g3p phat ban da nang de doa tinh
mang gdm hdi chiing Stevens Johnson va hoai ti biéu bi nhiém dgc.
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L amostad 50

Lamotrigin 50 mg

C4n than trong khi diéu trj cho bénh nhén ¢ tién sii di éing hodc phét ban véi cac thudc chdng dang kinh
khic vi tdn sudt bi phat ban khéng nghiém trong sau khi diéu tri véi lamotrigin & nhiing b&nh nay cao han gan
3 14n so v6i nhifng bénh nhan khéng c6 tién sii trén.

Nén xac dinh va ngung lamotrigin ngay & tat c& cac bénh nhin (ngudi I6n va tré em) tién trién phét ban trif
khi phat ban that sy khong lién quan dén thudc. Khong nén bt ddu lai lamotrigin 6 nhiing bénh nhan da b
qué min trudc do.

Nén co huéing dan ngila thai riéng biét cho phu nif dang & tudi sinh dé. Nén khuy&n khich phu nii dang & tudi
sinh dé sif dung cac bién phap trénh thai thay th& c6 higu qua khong thudc ndi tiét to.

- Giong nhu cac thudc dong kinh khac, viéc ngung lamotrigin dot ngdt c6 thé gay con dong kinh hdi dng. Nén
giam liéu tir tir qua thoi gian 2 tudn, tri khi 6 mai ban tam vé tinh an toan (nhu phat ban) doi hoi phai ngung
thudc ngay. .

TUONG TAC THUOC

- Mot vai thude chdng dang kinh cam ting men chuyén héa thubc (nhu phenytoin, carbamazepin, phenobarbital
va primidon) gy glucuronid hoa lamotrigin va lam ting chuyén héa lamotrigin va cd thé cn phai tang lidu.

- Natri valproat, {fc ché sy glucuronid hod lamotrigin, 1am gidm chuy8n héa lamotrigin va tang thoi gian ban
thai trung binh cia lamotrigin gdp gdn 2 an.

- P co b4o cdo vé nhiing tic dung phu trén hé thdn kinh trung uong bao gdm nhic ddu, budn ndn, md mét,
chéng mit, nhin doi va mat diéu hoa & bénh nhan dang dung carbamazepin sau khi bit ddu lamotrigin.
Nhiing téc dung ndy thudng hdi phuc khi gidm liéu carbamazepin. Anh hubing tuong ty cling dugc thay trong
qud trinh nghién ctiu lamotrigin va oxcarbazepin 6 nhiing ngudi I6n tinh nguyén khoé manh, nhung viéc giam
liéu thi chua dugc nghién ciiu.

N&ng do toan than cla lamotrigin bi gidm khoang mét nifa khi dung ddng thai vdi thudc ngifa thai duting
uéng. Biéu nay dan dén gidm diéu hba dong kinh sau khi ding thém thuc nglia thai dudng udng hodc gidm
tac dung phu sau khi ngung thudc ngifa thai. C6 thé cn phai diéu chinh lidu lamotrigin.

PHU NU CO THAI VA CHO CON BU
Phu nil co thai
Néu viéc diBu tr véi lamotrigin dugc coi 13 cdn thiét trong thai ky, nén ding liéu diu trj thip nhat co thé.
Lamotrigin ¢6 tic dung ¢ ché nhe men dihydrofolic acid reductase va do do vé mat Iy thuy&t co thé din dén
gia ting nguy co t&n thuong phéi thai do gidm ndng db acid folic. Nén b3 sung acid foclic khi dy dinh mang
thai va trong thdi ky ddu mang thai.

Nhiing thay d6i v& sinh Iy trong thai ky cd th& dnh huGng dén ndng do lamotrigin va/hodc anh huting trj ligu.
DA c6 bao cao vé viec giam ndng do lamotrigin trong huyat tuong trong thai ky. Nén dam bao kiém soédt lam
sang thich hop & phy nif ¢ thai trong qud trinh diéu trj voi lamotrigin.

Phu nif cho con bi

Théng tin v8 vigc diing lamotrigin & phy ni cho con bil can han ché. Thang tin so b cho rang thudc di vao siia
me dat néng d hiing 40-60% nong do huyat thanh. O mot s6 it tré b me, ndng dg lamotrigin trong huyét
thanh dat t6i néng do co thé xay ra tac dung dugc Iy. Nén can nhic lgi ich ciia viéc nudi con béng sifa me vi
nguy co c6 thé xay ra tac dung phu & tré.

Tai liéu thong tin cho cdn bd y 1&

| amostad 100

Lamotrigin 100 mg

TAC DUNG PHY

- Phét ban, thuting & dang ban sdn, hay gép trong vong 8 tudn khi ddu didu trj va hdi phuc khi ngung ding
lamotrigin. Higm gap phat ban da ning de doa tinh mang bao gém hdi chiing Stevens-Johnson va hoai tif
bigu bi nhiém dac (hoi chiing Lyell). Mac dis phdn 16n hdi phuc khi ngung thudc nhung mt s6 bénh nhan
dé lai vét seo khang hdi phuc va higm c6 trudng hop tir vong lién doi.

- Céc phén ting phu dugc béo céo trong qua trinh don tri v6i lamotrigin gdm nhifc ddu, mét moi, phat ban,
budn ndn, chéng mat, tinh trang ngl lo mo va mét ngil. Cac tic dung phy khac gdm chiing nhin doi, md
mét, viem mang két, réi loan tiéu hoa (gdm ndn va tiéu chy), cdu kinh/hung hang, run, lo 4u, nhdm Ian va
4o giac. Phén-(ing gi6ng lupus rdt him gap da dugc bao cdo.

- P cb bdo cdo v nhiing bt thuting huyét hoc cé hoac khang lidn quan dén hoi chiing qué man. Nhiing
bat thudng nay gdm gidm bach cdu trung tinh, gidm bach cdu, thifu méu, gidm tiu cdu, gidm toan thé
huyét cdu, rat hiém gap thiéu mau bt san va mat bach cdu hat.

- Céc rfi loan van dong nhu tat giat co ty phat, run rdy, mat diéu hod, rung gidt nhdn cdu ciing dugc bao
cdo. DA ¢6 bdo cdo ring lamotrigin c6 thé 1am trdm trong hon cac trigu chiing liét rung parkinson & bénh
nhan bi bénh parkinson truc ddy v nhiing béo céo riéng biét vé nh hubing ngoai thap va chiing miia
gidt mia von & bénh nhan c6 tinh trang co bn nay. Gia ting tdn sudt ddng kinh rat higm gap.

QUA LIEU.

Triéu chiing

Ding qua lidu cdp tinh gdp 10-20 I4n lidu tri lidu t6i da da dugc bdo cdo. Qua liéu din dén cac trigu chiing
gbm rung giat nhan cdu, mat diéu hoa, suy giam nhan thic va hon mé.

Diéu trj

Trong truting hgp qud liu, nén dua ngudi bénh d&n bénh vién va diéu tri nang da thich hgp. N&u cin\nén
ti€n hanh rira da day.

BAD QUAN: Trong bao bi kin, noi khd mat.

HAN DUNG: 36 théng ké tii ngay san xudt.

DONG GOI: Vi 10 vién. Hop 3 vi.

TIEU CHUAN AP DUNG: Tiu chudin nha san xuét.

THUGC NAY CHi DUNG THEO DON CUA BAC Si

D€ xa tdm tay tré em
Khéng diing thudc qua thdi han sif dung
Poc ky hudng dan sit dung trudc khi ding
C4n hiét thém thong tin chi ti€t, xin hdi y kién bac si
Théng bao cho bac si nhitng 14c dung khéng mong mudn gap phai khi sit dung thudc
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