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ky hwong dan sir dung trueée khi ding.
em thdng tin, xin hoi y kién rhay thuéc.
dc nay theo s ké don cua thdy thuéc.

KAUSKAS

(Vién nén Lamotrigin)

To théng tin sin ph 3 Bao-gom hwong dén sie dung cho thubc cé nhiéu ham lwgng khdc nhau.
THANH PHAN:

M&i vién nén KAUSKAS-50 chira:

Lamotrigin.......c.ccc.... 50 mg

T4 dugc: Lactose monohydrat, povidon, cellulose vi tinh thé MI01, magnesi stearat, PEG 6000,
polysorbat 80, starch 1500, croscarmellose natri.

M3i vién nén KAUSKAS-100 chira: #
Lamotrigin................. 100 mg o
Td duoc: Lactose monohydrat, povidon, cellulose vi tinh thé MI0I, magnesi stearat, PEG 6000,
polysorbat 80, starch 1500, croscarmellose natri. k|

MGdi vién nén KAUSKAS-200 chira: X
Lamotrigin................. 200 mg

Td duoc: Lactose monohydrat, povidon, cellulose vi tinh thé MI01, magnesi stearat, PEG 6000,
polysorbat 80, starch 1500, croscarmellose natri.

PAC TINH DUQC LU‘C HQC

Nhém duoge ly: thude chong d6ng kinh, md ATC: N03AX09.

Lamotrigin 14 thuéc chdng co giit thong qua co ché chgn kénh natri. Thudc ngau chin sy dén truyén no
ron va trc ché su giai phong glutamat (chat din truyén than kinh giit vai tro quyét dinh trong khéi phat
con dong kinh).

Co ché vi sao lamotrigin c6 tac dung trong rdi loan ludng cuc chua duge biét r.

PAC TINH DUQC DPONG HQC

Hap thu: Lamotrigin hap thu nhanh va hoan toan tu' rudt va khong bj higu (mg vurot qua lan dau. Nong do
dinh trong huyét twong dat dugc 2,5 gidr sau khi ubng thuéc. Thoi gian dat ndng @5 dinh c6 thé kéo dai do
anh hudng cua thirc &n nhung lqung hép thu khéng bj anh huong

Phdn bo: bé: Gin két véi protem huyét tuo'ng khoa’mg 55%; rat hiém gap trromg hop gdy doe tinh khi thudc b
déy ra khoi protein huyét twong. Thé tich phan bo 0,92 - 1,22 L/kg.

Chg}gen héa: Enzym chiu traich nhiém chuyen héa lamotrigin 1a UDP- glucuronyl transferase. Lamotrigin
cam (g chuyén héa cuia chinh né dén mot mirc do nao d6 phu thudc vao liéu. Tuy nhién, khong co bang
chimg nao cho thiy lamotrigin gay anh hudng dén dugc déng cua thudc khac va tai liéu cho thiy gin nhw
khéng c6 tuong tac nao xay ra giifa lamotrigin va cac thudc chuyén héa qua enzym cytochrom P450.

Thai tric: D6 thanh thai huyct twong biéu kién & ngudi binh thm‘mg la 30 mL/phut. Lamotrigin dugc dao
thai d'lIO‘l dang chat chuyen héa lién hgp glucuronic trong nudc tiu. Dudi 10% duge dao thai dudi dang
khong dbi trong nudrc tiéu. Chi khodng 2% lamotrlgm dugc dao thai qua phan D§ thanh thai va thai gian
ban thai cua thudc khong phu thudc vao lidu. Thoi gian ban thai biéu kién cua thuoc duoc ude tinh
khoang 33 gi& (tir 14 dén 103 gi®). Thi gian ban thai cua lamotrigin bj anh huéng nhiéu bdi cac thude sir

dung chung.

CHI PINH:

Pong kinh

Nguoi lom va tré em trén 13 tuéi

— Pon trj hay phoi hep trong diéu tri dong kinh cuc bd hodc toan thé, bao gdm co cimg - co glat

— DPong kinh c6 lién quan dén hoi chimg Lennox-Gaustaut. Lamotngm duge sir dung trong diéu lr; ph01
hop nhung c6 thé sir dung 1a thude chong déng kinh ban dAu trong hdi chirng Lennox-Gaustaut.

J/
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Tré em tir 2 dén 12 tudi
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— Phdi hop trong diéu trj dong kinh cuc bd hay toan thé, bao gém co cing - co giat va co giat do hoi
chirmg Lennox-Gaustaut.
— Don trj dong kinh con vang y thie.

RO6i loan lwdng cue _
Nguoi lom trén 18 tudi

— Phong ngira giai doan tram cam & bénh nhéin réi loan ludng cuc chi yéu trai qua giai doan tram cam.
— Lamotrigin khéng dugc chi dinh cho diéu trj cp tinh giai doan hung phén hay traim cam. _

LIEU DUNG - CACH DUNG:

Tai sir dung lamotrigin

Béc si ké don nén can nhéc tang dén liéu duy tri cia lamotrigin khi bat ddu diéu trj lai véi lamotrigin sau
khi bénh nhan ngung sir dung thudc vi bét ki 1y do nao, vi nguy co ndi ban nghiém trong khi sir dung licu
cao ban ddu va vugt qua lidu duge chi dinh cta lamotrigin. Khoang cach so véi liéu truéc cang xa thi
cang nén can nhic ting dén lidu duy tri ctia lamotrigin. Khi théi gian ngung sir dyng lamotrigin Vot qué
5 1an thoi gian ban thai cua thue, lamotrigin nén duoc ting dén liéu duy tri theo lich phit hop.

Khong khuyén cdo sir dung lai lamotrigin khi truéc d6 bénh nhén bi ban da do ding lamotrigin trir khi
nguy co khong déng ké so véi lgi ich ctia thue. -

Pong kinh

Khi céc thubc chéng Qq‘,mg kinh/ thudc khac duqc thém vao hodc ngung sir dung trong qué trinh diéu tri
voi lamotrigin, can nhac vé tac dong cua cac thude nay dén dwogc dong hoc clia lamotrigin. -
Nguoi lom va tré em tir 13 tuéi tro lén.

(25 mg méi 2 ngay)

T TwAnl1+2 | Twn3+4 | Lituduytrithongthuong = =
Pon tri: :
100 - 200 mg/ngdy (chia 1 - 2 1dn/ ngdy)
?15 l‘gﬁ{:’g;y) (510 ]‘é“nﬁfj“g:); Khoang tang liéu t5i da 50 - 100 mg mdi 1 - 2 tudn.
g2y &y Liéu duy tri ti da 500 mg/ngay.
Pidu tri phbi hop véi valproat (chit irc ché glucuronic héa lamotrigin):
12,5 mg/ngay 25 mg/ngay 100 - 200 mg/ngay (chia 2 l4n/ ngay)

(1 lan/ngay)

Khoang ting liéu t6i da 25 - 50 mg méi 1 - 2 tuin.

Piéu trj phdi hop khong c6 valproat nhirng c6 céc chit cim ng qué trinh glucuronic héa lamotrigin:

50 mg/ngay
(1 lan/ngay)

100 mg/ ngay
(chia 2 lan/ngay)

200 - 400 mg/ngay (chia 1 - 2 lan/ ngay) A
Khoang tang lieu toi da 100 mg mdi 1 - 2 tuan.
Liéu duy tri tdi da 700 mg/ngay.

Dilu tri phdi hgp khéng c6 valproat va chit cAm g qua trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir):

50 mg/ngay
(1 lan/ngay)

100 mg/ ngay
(chia 2 lan/ngay)

100 - 200 mg/ngay (chia 1 - 2 1an/ ngdy)
Khoang tang lidu t6i da 50 - 100 mg méi 1 - 2 tuén.

Pidu trj phdi hop v6i chit khong rd c6 twong tic duge dong v6i lamotrigin hay khéng: Chinh liéu
twong tu phac d6 diéu trj phdi hop c6 valproat.

Tré em tir 2 dén 12 tubi - Phdc dé diéu tri khuyén cdo cho bénh ding kinh

V4

. Tuanl1+2

Tuan3+4 |

_ Licu duy tri thong thwrimg

Pon tri: [ Lio veni
A ] L)

0,3 mg/kg/ngay
(1 - 2 1an/ ngay)

) Maats Phion ML)
A 2

0,6 mg/kg/ngay
(chia 1 - 2 lan/ ngdy)

1 - 15 mg/ngay (chia 1 - 2 lan/ ngay) ]
Khoang tang lidu téi da 0,6 mg/kg/ngay méi 1 - 2 tuan.
Liéu duy tri t6i da 1a 200 mg/ngay.

Diéu trj phoi hop véi valproat (chét irc ché glucuronic héa lamotrigin):

0,15 mg/kg/ngay
(1 lan/ngay)

0,3 mg/kg/ngay
(1 lan/ngay)

1 - 5 mg/ngay (chia 1 - 2 lan/ ngiy)
Khoang ting liéu téi da 0,3 mg/kg/ngay mbi 1 - 2 tudn
. Liéu duy tri t6i da la 200 mg/ngay.
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Diéu trj phoi hgp khéng cé valproat nhung ¢6 cdc chit cim ing qu trinh glucuronic héa lamotrigin:

g 3 5 - 15 mg/kg/ngay (chia 1 - 2 lan/ngay)
(gﬁfzg{ggzgg) Lé'?ﬁg;}%;” Khoing tang liéu t6i da 1,2 mg/kg/ngay o011 2 ks

Liéu duy tri t3i da 12 400 mg/ngay.

Diéu trj phdi hgp khong c6 valproat va chat cam g qua trinh glucuronic héa lamotrigin (Phenytoin,

l:arbamazepm, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir):

1 - 10 mg/kg/ngay (chia 1 - 2 lan/ngay)
?13_1';%:;%!;3&3))/ ?iﬁ_n;glging;); Khoang tin g liéu toi da 0,6 mg/kg/ngay m?n 1 -2 tudn

Y g2y Liéu duy tri tdi da 12 200 mg/ngay.

Diéu trj phoi hep véi chit khﬁng rd ¢6 twong tic duge dfng v6i lamotrigin hay khéng: Chinh liéu

tucmg tu phac do diéu trg phdi hop c6 valproat.

Pe dam bio hi¢u qua diéu tri nén theo ddi can nang clia tré va chinh liéu theo cin ning. Bénh nhan tudi tir

2 dén 6 tudi, nén chon liéu duy tri 1a giéi ha.n trén cua liéu khuyén cao

Neu dong kinh c6 thé kiém soat véi phac do diéu trj phdi hop, c6 thé ngung thudc chéng dong kinh va bt

dau don trj bing lamotrigin.

M&Oﬁ

Dt ligu vé hléu qué va an toan cua lamotrigin trong phdi hop diéu trj dong kinh cyc by & tré em tir 1

thang dén 2 tudi con han che Khong c6 dir ligu & tré em dudi 1 thang tudi. Do d6 lamotrigin khéng nén

sir dung cho tré em duéi 2 tudi.

Réi loan ludng cwe

Vi nguy co noi ban khong nén sir dung qua lidu dugc chi dinh.

Nguoi lon trén 18 tudi - mikc tang liéu khuyén cdo dé dat liéu duy tri trong diéu tri réi loan heimg cuc.

~ Tuanl+2 " Tuan 3 iéu on dinh mii‘é,tlén (tulin 6)’

+ Pon tri hodc phoi hop khong cé valpmat va chat cam img hodc irc ché glucuronic héa\
lamotrigin:

25 mg/ngay 50 mg/ngay 100 mg/ngay 200 mg/ngay - Iiéu muyc tiéu thong
(1 lan/ngay) (chia 1 - 2 lan/ngay) | (chia 1 - 2 lan/ngay)| thuong. (chia 1 - 2 lan/ngay)

Khoang lidu 100 - 400 mg/ngay sir dung
trong thir nghiém lam sang.

+ Diéu tri phdi hop véi valproat (chit irc ché qui trinh glucuronic héa lamotrigin):

12,5 mg/ngay 25 mg/ngay 50 mg/ngay 100 mg/ngay - lieu myc tiéu théng
(25 mg dung | (1 lan/ngay) (chia 1 - 2 lan/ngay)| thuong. )
cach ngay) Liéu toi da 200 mg/ngay c6 thé sir dung

dua trén ddp ing l4m sang.

+ Pidu trj phdi hop khong cé valproat nhung c6 cic chit cim g qud trinh glucuronic héa lamotrigin
(Phenytoin, carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir):

50 mg/ngay 100 mg/ngay 200 mg/ngy 300 mg/ngay trong tuan thir 6, néu can
(1 lan/ngay) (chia 2 lan/ngay) (chia 2 lan/ngay) tang dén liéu muc tiéu thong thm‘mg 400
mg/ngay & tudn thir 7 (chia 2 Iam’ngay)

+ Diéu trj phfu ho’p voi chﬁt khdng rd c6 tuong tic duge djng véi lamotrigin hay khéng: Chinh lieu
tuong t|,r phac dd diéu tri phdi hop cé valproat.

*Liéu 6n dinh myc tiéu s& khac nhau ty theo ddp (mg ldm sang.

Ngwoi lon trén 18 tudi - Hiéu chinh liéu on dinh duy tri hing ngay sau khi ngung sic dung cdc thudc khdc
trong diéu tri roi loan ludmg cuc. .
Khi dat lidu on dinh duy tri hing ngay, c6 thé ngung sir dung céc thudc khac theo ligu trinh dudi day

hﬁ:oiﬁg;n hién tai | khi ngung thuéc khéc)

+ Ngung sir dung valproat (ting gap doi liéu hién tai, khong_mg't qui 100 mgltuan)

Duy tri liéu nay (200 mg/ngay)

100 mg/ngay 200 mg/ngay (chia 2 lAn/ngay)
< : 3 Duy tri liéu na
200 mg/ngay 300 mg/ngay 400 mg/ngay ( 430 i E’EEQY;

v
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+ Ngung sir dung cic chat cim img qua trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir

400 mg/ngay 400 mg/ngay 300 mg/ngay 200 mg/ngay

300 mg/ngay 300 mg/ngay 225 mg/ngay 150 mg/ngay

200 mg/ngay 200 mg/ngay 150 mg/ngay 100 mg/ngay
+ Ngung sir dung cac thuéc khong e ché hoic ciam irng ding ké qua trinh glucuronic héa
lamotrigin

Duy tri liéu muc tiéu dat duoc ( 200 mg/ngay:; chia lam 2 lan) (khoang liéu 100 - 400 mg/ngay)

+‘D|5u tri phdi hop véi chit khéng ré c6 twong tic duge ddng véi lamotrigin hay khéng: Duy tri
lidu lamotrigin hién tai va hiéu chinh liéu theo dap rng lam sang.

*C6 thé tang liéu 1én 400 mg/ngay néu can.

Nguoi lom trén 18 tuéi - hiéu chinh liéu lamotrigin hang ngay sau khi sir dung thém thudc diéu tri rdi loan

ludng cuc khdc.
Khong c6 kinh nghiém ldm sang trong viéc hiéu chinh liéu hang ngdy lamotrigin sau khi sir dung thém

thudc khac. Tuy nhién, dya trén nghién ciru cac thudc khéc, c6 thé sir dung nhur sau:

o
a lamotrlgm hién

e ¢ khac)
+ Sir dung thém valproat
200 mg/ngay 100 mg/ngay Duy tri liéu ndy (100 mg/ngdy)
300 mg/ngay 150 mg/ngiy Duy tri ligu nay (150 mg/ngiy)
400 mg/ngay 200 mg/ngay Duy tri liéu nay (200 mg/ngay)

+ Sir dung thém cdc chiat cam ng qud trinh glucuronic héa lamotrigin (Phenytoin, carbamazepin,
phenobarbiton, primidon, rifampicin, lopinavir/ritonavir) & bénh nhin khéng sir dung valproat

200 mg/ngay 200 mg/ngay 300 mg/ngay 400 mg/ngay
150 mg/ngdy 150 mg/ngay 225 mg/ngay 300 mg/ngay
100 mg/ngay 100 mg/ngay 150 mg/ngay 200 mg/ngay

+ Sir dung thém céc thudc tic ché hodic cim ing khong déng ké qua trinh glucuronic héa lamotrigin

Duy tri lieu myc tiéu dat dugc (200 mg/ngay; khoang lieu 100 - 400 mg/ngay)

+ Ditu trj phoi hop véi chét khéng rd c6 twong tic dugc dgng véi lamotrigin hay khong: Chinh liéu
tuong tu phéc dd diéu tri phdi hop c6 valproat.

Ngung sir dung lamotrigin ¢ bénh nhdn bi roi loan ludng cuc: Trong thir nghiém lam sang, tan suét, mirc
d6 nghiém trong hodc loai tac dung khong mong mudn khong téng lén sau khi ngimg lamotrigin so v&i
gia dugc. Do d6, bénh nhén c6 thé ngimg lamotngm ma khéng cin giam liéu.

Tre em duwdi 18 tudi: Lamotrigin khong duoc khuyén céo sir dung cho tré em duéi 18 tudi do thiéu dir liéu
ve an toan va hiéu qua.

Poi twong dic biét

Phu nit ding thudc trdnh thai: C6 thé lam ting do thanh thai cua la.motrlgm khoang 2 1in, din dén giam
nong d6 lamotrigin. Can tang liéu lamotrigin 1én gép 2 lin. Trong tuin khdng sir dung thudc tranh thai,
nong do6 lamotrlgm tang gap 2 lan, lam ting nguy co gdy ra tac dung khong mong muodn phu thude liéu.
Do d6, can nhic sir dung thudc tranh thai khong c6 tuan nghi (vi du: vi du thudc trénh thai hormon sir
dung lién tuc hoZc sir dung phuong phép tranh thai khong hormon).

Bdit ddu su dung thudc trdnh thai hormon ¢ bénh nhdn dang sir dung én dinh Iamatngm va khéng sur
dung chdt cam ung qud trinh glucuronic héa lamotrigin: Liéu duy tri lamotrigin trong hau hét cac trudmg
hop déu can phai ting lén 2 lan. Khi bat dau sir dung thudc tranh thai hormon, tang lidu lamotrigin 50 -
100 mg/tudn theo dap ung lam sang. Do ndng d6 lamotrigin huyét thanh truéc va sau khi sir dung thude
tranh thai hormon @& dam bao ndng d6 Iamotrlgm duqc duy tri. Piéu chinh liéu lamotrlgm néu can. Déi
v6i phy nir stir dung thudc tranh thai hormon c6 1 tudn nghi, ndng d6 lamotrigin huyet thanh nén dugc do
trong tudn thir 3 c6 sir dung thudc tranh thai, vi du ngay 15 - 21 chu ky sir dung thubc. Can nhéc sir dung
thudc trénh thai khong ¢6 tuan nghi.

ng s dung thudc trénh thai hormon ¢ bénh nhén dang st dung on dinh .’amomgm va khong s dzmg
chat cdm umg qud trinh g!ucuromc héa lamotrigin: Lidu duy tri lamotrigin & hau hét céc tn.rémg hop can
giam 50%. Nén glém dan liéu lamotrigin 50 - 100 mg/tudn (ti 1& khong vuot qua 25% tong liu trong tuan)
trong vong 3 tudn, trir khi c6 chi dinh 1dm sang nao khéc. Po ndng d6 lamotrigin hu;:t/thanh trude va sau
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khi str dung thude tranh thai hormon dé dam bao ndng d¢ lamotrigin duge duy tri. & phu nir mudn ngung
str dung thudc tranh thai hormon c6 1 tuan nghi, ndng dd lamotrigin huyét thanh nén dugc do trong tudn
thir 3 diéu trj tich cue, vi du n§§1y 15 - 21 chu ky sir dung thuée. Khong nén ldy méu xét nghiém ndng do
lamotrigin trong vong 1 tuan dau sau khi ngung thudc. —

Bat ddu sir dung lamotrigin ¢ bénh nhdn dang st dung thudc tranh thai hormon: Hiéu chinh lidu theo lidu
khuyén céo théng thudng trong t& hudéng dan sir dung nay.

Bdt ddu hodc ngung sir dung thudc tranh thai hormon & bénh nhdn dang sit dung én dinh lamotrigin va
chdt cam img qud trink glucuronic héa lamotrigin: Khong yéu cau diéu chinh dén liéu duy tri khuyén cdo
cua lamotrigin. _

Str dung vi atazanavir/ritonavir: Khong can diéu chinh liéu khi ding thém lamotrigin & bénh nhén dang
dung atazanavir/ritonavir. -~

O bénh nhan dang diing lamotrigin lidu duy tri va khong diing chit cam (mg qué trinh glucuronic héa, ¢6
thé tang liéu lamotrigin khi ding thém atazanavir/ritonavir, hodc giam lidu néu ngung sir dung
atazanavir/ritonavir. Kiém soat ndng 4% lamotrigin huyét twong truéc va trong 2 tuin sau khi bit ddu sur
dung hodc ngung atazanavir/ritonavir dé danh gia viéc diéu chinh liéu lamotrigin c6 thét sy can thiét. -
Str dung voi lopinavir/ritonavir: Tuong tu nhu véi atazanavir/ritonavir. -~

Nguoi cao tuéi (> 65 tudi): Khong cin hiéu chinh liéu. -~

Suy thdn: Than trong khi sir dung lamotrigin cho bénh nhén suy than. O bénh nhén suy than giai doan
cudi, liéu khoi diu lamotrigin nén dya trén céc thudc bénh nhan dang sir dung; giam liéu duy tri cé thé
hiéu qua & bénh nhén giam chirc ndng than ning. ~

Suy gan: Ban dau, khoang ting lidu va lidu duy tri nén giam xudng 50% & bénh nhan suy gan trung binh
(Child-Pugh B) va 75% & bénh nhén suy gan ning (Child-Pugh C). Khoang ting lidu va Iigéu duy tri nén
dugc diéu chinh theo dap tmg 1am sang.

CHONG CHi DINH: '
Qua man véi lamotrigin hodc bét cit thanh phan nao clia thude. —

LUU Y PAC BIET VA THAN TRQNG KHI SU DUNG THUOC:

Ban da

Dd c6 bao céo phén ung trén da nghiém trong, thudmg xdy ra trong 8 tuan dAu tién diéu trj véi lamotrigin.
Da so ban da nhe va ty khoi, tuy nhién ban da nghiém trong can nhdp vién va ngung sir dung lamotrigin
cling da dugc bdo cdo. Céc ban da cd kha nang de doa dén tinh mang nhu héi chitng Steven-Johnson
(SJS), hoai tir thugng bi nhiém ddc (TEN) va phét ban do thubc kém theo ting bach cau wa acid va
nhiing triéu chirng toan than (DRESS), hay goi chung la hdi ching qua min (HSS).

Ban da nghiém trong xdy ra & tré em nhiéu hon ngudi 16n. O tré em, triéu chimg ciia ban da c6 thé nham
lan v6i nhiém triung, bac si nén cn nhic kha ning gdy ra ban da va sbt trong 8 tudn ddu sir dung
lamotrigin.

Ngoai ra, nguy co ban da twong quan nhiéu véi:

- Liéu khdi dau cao va khoang tang liéu lamotrigin vuot qua khuyén céo.

- Sir dung chung véi valproat.

Thén trong & bénh nhan c6 tién sir dj (mg hay ban da véi cac thudc khac vi kha nang bj ban da khéng
nghiém trong & cac bénh nhan nay sau khi diéu tri véi lamotrigin ting gép 3 lan.

Tat ca bénh nhan (ngudi 16n va tré em) bj ban da nén dugc danh gia tinh trang ngay va ngung thudc trir
khi ban da khong do lamotrigin. Khéng nén bat diu diéu tri lai v&i lamotrigin & bénh nhén da timg ngung
lamotrigin do ban da trir khi lgi ich vugt trdi so véi nguy co. Néu bénh nhén bj SIS, TEN hoic DRESS
khi sir dung lamotrigin, khong dugc diéu trj lai véi lamotrigin.

Ban da la mt phan cta hdi chimg qua mén di kém véi céc triéu chimg toan thé khac bao gbm sbt, sung
hach lympho, phii mit, bat thuong huyét hoc va gan, viém ndo v6 khudn. Hji chirg biéu hién & nhiéu
mirc d6 va cé thé, hiém khi, d3n dén dong mau ndi mach lan téa va suy da co quan. Chi y ghi nhan céc
biéu hién sém ctia qud mén (vi du sét, sung hach lympho) mic di chua xuit hién ban da. Néu céc ddu
hiéu va tri¢u chirng nay xudt hi¢n, bénh nhan nén dugc danh gia tinh trang ngay va ngung lamotrigin néu
khong tim ra dugc nguyén nhan.

Viém ndo v6 khuan bién mét khi ngung thudc trong hiu hét cac truong hop, nhung téi lai trong mot sé
truomg hogp str dung lai lamotrigin. Sir dung lai lamotrigin lam céc triéu chimg xuét hién lai nhanh va
thurong nghiém trong hon. Khong nén diéu tri lai lamotrigin & bénh nhan da ngung thudc do viém ndo vo
khuén do sir dung lamotrigin. -~

Lam xAu di tinh trang lim sang va nguy co ty tir
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Y nghi va hanh vi ty tir 44 dugc bao cdo & bénh nhén diéu trj véi thudc véi céc chi dinh khac nhau. Sir
dung thudc c¢6 nguy co lam ting nhe ¥ nghi va hanh vi tu tir. Co ché van chua rd va khéng ngoai trir kha
ning do lamotrigin. Do d6, bénh nhén nén dugc kiém soat ddu hiéu y nghi va hanh vi ty tir va diéu tri
thich hgp. Bénh nhan (va ngudi chdm séc bénh nhén) nén tim tr van y té khi diu hiéu ciia y nght hodc
hanh vi tur tir xuét hién.

& bénh nhan bj réi loan ludng cuc, 1am x4u di cc triéu chimg trim cam va/hodc tyr tir c6 thé xay ra khi c6
hoic khéng dung thubc diéu trj rbi loan ludng cuc, bao gém lamotrigin. Do d6 bénh nhan sir dun
lamotrigin dé diéu tri rdi loan ludng cyc nén dugce theo dbi chat ché tinh trang lam sang (bao gém sy xuat
hién céc triéu chimg mai) va tu tir, dac biét khi bat dau diéu trj, hoac thay ddi liéu. Nhirmg ngudi da timg
¢6 hanh vi va y nghi t tir, ngudi tré tudi va bénh nhéan biéu hién nhiu y nghi ty tir truée khi bt diu didu
tri, c6 nguy co cao hon va nén dugc theo ddi chit ché trong subt qua trinh diéu tri.

Cén nhac thay ddi phac dd diéu tri, bao gbm kha ning ngung thudc & bénh nhan cé tinh trang 1am sang
xau di (bao gdm sur xuat hién céc triéu chimg méi) va/hodic xuat hién y nghi/hanh vi tir tir, dic biét néu
triéu chu‘ng nghiém trong, dot ngdt khai phat, hodc khong thude céc triéu chimg hién ¢6 clia bénh nhén.~
Thudc tranh thai hormon

Tdc _dong cua thudc trdnh thai hormon trén hiéu qua lamomgm St dung phcu hop
ethmyloestradmlﬂevonorgestrel (30 ng/150 pg) lam tang d6 thanh thai cua lamotrigin khuéng 2 1in, 1am
giam ndng d6 lamotrigin din dén mat kiém soat chimg co giat. Sau khi hi¢u chinh lidu, lidu duy tri
lamotrlgm nén ting lén (khoang 2 1dn) trong hau hét cac truorng hop dé dam bao hiéu qua diéu trj t5i da.
Khi ngimg thudc tranh thai hormon, d9 thanh thai lamotrigin giam mot nira. Nong d9 lamotrigin ting lén
lam tang tdc dung khong mong mudn phu thude liéu.

o) bt;:nh nhan chua st dung chit cam Ung quéa trinh glucuromc va dang sir dung thuoc tranh thai hormon
bao gdm 1 tuan nghi, ndng do lamotrlgm s& ting dan trong tuan nghi. Su thay ddi nong d6 Iamotngm co
thé gay ra tic dung khéng mong muon. Do d6, can nhéc sir dung thude tranh thai khong ¢6 tuan nghi
(thude tranh thai hormon lién tuc hoic phucmg phap khong hormon).

Tuong tac giira cac thudc tranh thai duon g udng hay liéu phap thay thé hormon véi lamotrigin chua dugc
nghién ctru d céc thude ndy anh hudng dén duo'c dong hoc lamotrigin trong ty nhau.

Tdc dong cua !amorn,qm trén hiéu qua thudc trdnh thai hormon: Khi sir dung lamotrigin véi mot thude
tranh thai hormon (phdi hop eth:nyloestradlolflevonorgestrel) co sy gia ting déng ké do thanh thai va
thay ddi FSH va LH huyét twong. Chua rd téc déng cua céc thay ddi nay trén sy rung trimg. Tuy nhién,
khéong thé loai trir kha nang lam giam hiéu qua thudc tranh thai. Do d6, bénh nhéan nén béo c4o ngay cic
thay ddi vé kinh nguyét cho béc si, vi du rong kinh. _

Dlhydmfolat reductase

Lamotrigin (rc ché nhe dihydrofolic acid reductase, vi thé c6 kha nang anh huong dén chuyén hoa folat
trong qua trinh dleu trj lau da1 Tuy nhlcn Iamotngm khong lam thay d6i nong do hemoglobm, thé tich
trung binh hong cu, hodic ndng d9 folat té bao hdng ciu hoac huyét twong sau 1 nim hodc ndng d¢ folat
té bao hong cau sau 5 nam.

Suy thén

Nghlen ciru sir dung don lidu & bénh nhan suy than giai doan cudi, ndng d6 lamotrigin huyét twong khong
thay di déng ké. Tuy nhién, ¢6 sy gia ting qua trinh glucuronic héa; thin trong khi sir dung cho bénh
nhén suy than. -

Tré em

Chua c6 dir liéu vé tic dong clia lamotrigin trén qua trinh sinh trudng, phat trién giGi tinh va nhén thic,
cam xic va hanh vi & tréem. _.

Pong kinh

Nhur céc thude khac, ngung lamotrigin dot ngot c6 thé gy phan trng nguge. Trir truomg hop lién quan dén
s an toan cua thudc (nhur ban da) thi phai ngirng ngay thude.

Pa c6 bao céo co giat nghlem trong bao gom tinh trang dong kinh toan thé c6 thé dan dén tidu co vén, suy
da co quan va déng mau ndi mach lan toa, d6i khi dan dén tir vong. Céc ca tuong tyr ciing xay ra khi sir
dung lamotngm

Tan sudt co giat c6 thé tiing 1én thay vi cai thién trén lﬁm sang. O bénh nhén bj nhiéu hon mét loai co giat,
nén danh gia lgi ich viéc klern sodt loai co gidt nay néu tinh trang ciia loai co giat khac ngdy cang xau di.
Bong kinh giét rung co c6 thé nang hon khi sir dung lamotrigin. _

R&i loan lwdmg cure

Tré em duci 18 ruo: Piéu trj trim cam lam ting nguy co v nghi va hanh vi tir tir & tré em va thanh thiéu
nién bj rdi loan trim cam va céc réi loan tdm 1y khc. ﬁ/

Pé xa tAm tay tré em
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SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

O phy nir dang diéu tri dong kinh, khéng nén ngung thudc dot ngot do 6 thé bi phan img ngugc va anh
hudng nghiém trong dén me va thai nhi. Nén str dung don trj ngay khi c6 thé vi sir dung nhiéu thubc c6
thé dan dén nguy co bt thudng bam sinh hon don tri.

Phu nir ¢é thai

Sir dung lidu thdp nhét c6 hiéu qua diéu tri.

Do irc ché nhe dihydrofolic acid reductase nén c6 thé lam ting nguy co ton tuong co tim thai nhi. Nén sir
dung acid folic khi c6 y dinh mang thai va trong thai ki.

Nong d6 lamotrigin c6 thé giam trong thai ki, lam giam hiéu qua kiém soét co giat. Sau khi sinh, ndng %
lamotrigin tang nhanh tré lai, ¢6 thé gdy ra tic dung khong mong mudn. Theo d&i ndng do va tac dung
khong mong mudn ciia lamotrigin trudc, trong va sau khi mang thai.

Phu nir dang cho con bui

Lamotrigin qua dugc sita me, ndng d¢ trong sira me c6 thé 1én dén 50% va c6 thé gay ra tac dung duoc Iy
& tré. Can nhic lgi ich va nguy co khi sir dung cho ba me dang cho con ba. ~

Sinh sin

Thi nghiém trén dong vat khong cho thiy anh hudng dén qua trinh sinh san. -~

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Hoi y kién béc si. D4 ghi nhan chéng mit va nhin d6i khi sir dung lamotrigin.

TAC DUNG KHONG MONG MUON:

Rdt thwong gdp: Nhire déu.

Thuong gap: Cau gét, khé chiu, ngt ga, chéng mat, run réy, mat ng, lo 4u, budn ndn, non, tiéu chay, kho
miéng, mét moi, dau, dau lung, dau khép.

Khéng thuomg gép: Nhin d6i, nhin mo, that diéu.

Hiém: Viém mang két, viém nio v khuén.

Rat hiém: Hoi chirng qua man (bao gém triéu chirng nhu sot, sung hach lympho, phil mit, bat thuon g gan
va méau, ddng mau ndi mach lan toa, suy da co quan), It 1an, do giac, may giat (TIC), r6i loan vén dong,
lam ning hon bénh Parkinson, hiéu img ngoai thap, miia may tay chan, tang tan suat co giat, suy gan, bat
thudng chitc ning gan, ting chi sb chirc nang gan, phan (mg ging lupus, bat thudng huyét hoc nhu: giam
bach cdu, giam bach cdu trung tinh, thiéu méu, gidm tidu ciu, giam té bao mau, thiéu méau 4c tinh, giam
bach cau hat.

Khéng ré: Ac mong, sung hach lympho.

Théng bdo cho thdy thudc nhimg tdc dung khdng mong mudn gdp phai khi sir dung thudc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Enzym chiju trach nhiém chuyén héa lamotrigin 14 UDP-glucuronyl transferase. Lamotrigin khéng cam
tmg hay irc ché céc enzym chuyén hoa thudc oxy héa & gan va trong tic giita lamotrigin va céc thube
chuyén héa bdi cytochrom P450 hau nhu khong xay ra. Lamotrigin ¢6 thé cam {mg chuyén héa cuia chinh
né nhung anh hudng khong dang ké.

Anh huong ciia cdc thude khdc dén qud trinh glucuronic héa lamotrigin

Thudc irc ché dang ké qua trinh glucuronic héa lamotrigin: valproat.

Thudc cam tng déng ké qua trinh glucuronic héa lamotrigin: Phenytoin, carbamazepin, phenobarbiton,
primidon, rifampicin, lopinavir/ritonavir, phi hop ethinyloestradiol/levonorgestrel, atazanavir/ritonavir.
Thude khong trc ché hay cam mg dang ké qua trinh glucuronic héa lamotrigin: oxcarbazepin, felbamat,
gabapentin, levetiracetam, pregabalin, topiramat, zonisamid, lithium, bupropion, olanzapin, aripiprazol.

QUA LIEU & XU TRi:

Tri¢u chimg va diu higu: Di c6 béo céo qué lidu cp tinh 1én dén 10 - 20 lan lidu didu trj toi da, c6
trrdmg hop tir vong. Triéu chimg bao gdm cir dong mit khong kiém soat, that diéu, khong tinh tdo, dong
kinh con 16n, hén mé. Kéo dai khoang QRS ciing c6 thé dugc ghi nhén & céc bénh nhan sir dung qua liéu.
Kéo dai QRS trén 100 mili gidy c6 thé do nhiém dc nghiém trong.

Pidu tri: Didu trj hd trg thich hop khi qua lidu. Dung than hoat d¢ gidm hap thu thude tir duong tiéu héa.
Khéng c6 kinh nghiém tham phan mau trong diéu trj qua liéu lamotrigin. O 6 ngudi tinh nguyén/suy thén,
20% lamotrigin dugc loc ra khoéi co thé sau 4 gidr thidm phdn méu. ~ J
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DONG GOI: Hop 3 vi x 10 vién

BAO QUAN:Noi khd rdo, tranh anh séng, nhiét d6 khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuét

HAN DUNG: 36 thang ké tir ngay san xuét.

Sép xuét tai: .

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Puong D17, Khu CN My Phuée 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét
Nam

Tel: 0650-3567689 Fax: 0650-3567688
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