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KAUSKAS-200

Lamotrigin 200 mg

DOC KY¥ HUGNG DAN SU DYNG TRUGC KHI DUNG

THANH PHAN: M8 vién nén chua:
L rigi 200 mg
TE dUPC VU BU ..o 1 vidn

_/

CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHi
OINH/THAN TRQNG & CAC THONG TIN KHAC:
Xin doc 13 hudng din s dyng

BAO QUAN: Nai kho rdo, trdnh dnh sdng, nhigt do
khéng qud 30°C
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TIEU CHUAN CHAT LUGNG: Tidu chufin nha sin xust
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Lamotrigine 200 mg

DAVIPHARM

Manufactured by: DAT VI PHU PHARMACEUTICAL
JOINT STOCK COMPANY

Lot M7A, Road D17, My Phuoc 1 Industrial Zone, Thol Hoa
Ward, Ben Cat Commune, Binh Duong Province, Vietnam

KAUSKAS; 300

xSy e

BOX OF 3
‘OD" &

o
F a"

R
et Q.<>‘\
D ‘D"‘

Lamotrigine 200 mg

KAUSKAS-200

KAUSKAS-200

Lamotrigine 200 mg

SE18SX :
Ngdy SX :
Han dung :

SPK




https;//nhéthuocngocanh.com/

Tén san phAm: Vi KAUSKAS-200 (Alu-Alu)

\ KAUSKAS-200 KAUSKAS-200 |

s
| |
|

Lamotrigin 200 mg Lamotrigin 200 mg
DAVIPHARM DAVIPHARM

| KAUSKAS-200 KAUSKAS-200

| Lamotrigin 200 mg Lamotrigin 200 mg
|

‘ E DAVIPHARM DAVIPHARM

| KAUSKAS-200

Lamotrigin 200 mg

KAUSKAS-200

Lamotrigin 200 mg

NG TY €6 PHAN DUGC PHAM DAT VI PHU

)
H DAVIPHARM DAVIPHARM i

| KAUSKAS-200 3 KAUSKAS-200

Lamotrigin 200 mg Lamotrigin 200 mg

|
|
H DAVPHARM DAVIPHARM ‘

\ KAUSKAS-200 KAUSKAS-200 |

Lamotrigin 200 mg Lamotrigin 200 mg ‘
? i
t DAVIPHARM E DAVIPHARM |

Ty 18 in trén gifly biing 100% kich thudc that




Doc ky hudng ddn si dung trude khi ding.
Néu can thém thong tin, xin hoi y kién thdy thuoc.
Chi ding thuoc nay theo sy ké don cua thdy thuoc.

KAUSKAS

(Vién nén Lamotrigin)

To thong tin san phdm nay bao gom huwdng dén sir dung cho thudc cé nhiéu ham lugng khdc nhau.
THANH PHAN:

M3i vién nén KAUSKAS-50 chira:

LAMOEIRIN, cernmsemmes s sres 50 mg

Td duwgc: Lactose monohydrat, povidon, cellulose vi tinh thé M101, magnesi stearat, PEG 6000,
polysorbat 80, starch 1500, croscarmellose natri.

Mai vién nén KAUSKAS-100 chira:

Lamotrigin ..consesvss s suee 100 mg

Té dwge: Lactose monohydrat, povidon, cellulose vi tinh thé MI101, magnesi stearat, PEG 6000,
polysorbat 80, starch 1500, croscarmellose natri.

M3i vién nén KAUSKAS-200 chira:

Lamotrigin................. 200 mg

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

PAC TINH DUQC LYC HQC

Nhém duge ly: thudc chdng dong kinh, ma ATC: NO3AX09.

Lamotrigin 1a thu6c chdng co giét thong qua co ché chen kénh natri. Thu6c ngan chin sy dén truyén no
ron va tc ché sy giai phong glutamat (chdt dan truyén than kinh giir vai trd quyét dinh trong kh&i phat
con dong kinh). ‘

Co ché vi sao lamotrigin cé tac dung trong rdi loan ludng cye chua dugc biét r3.

PAC TINH DUGC PONG HQC

Hdp thu: Lamotrigin hap thu nhanh va hoan toan tir rugt va khong bj hi¢u img vuot qua 1an dAu. Nong do
dinh trong huyét twong dat dugc 2,5 gidr sau khi udng thubc. Thoi gian dat ndng do dinh c6 thé kéo dai do
anh hudng cua thirc in nhung lugng hap thu khong bj anh hudng.

Phdn bé: Gén két vé6i protein huyét twong khoz'mg 55%; rat hiém gip trudng hop gy dc tinh khi thude bj
day ra khoi protein huyét trong. Thé tich phan b6 0,92 - 1,22 L/kg.

Chuyén héa: Enzym chju trach nhi¢m chuyén héa lamotrigin 1a UDP-glucuronyl transferase. Lamotrigin
cam tmg chuyén héa ctia chinh n6 dén mot mie d nao d6 phy thude vao lidu. Tuy nhién, khong c6 bing
chimg nao cho thdy lamotrigin gdy anh hudng dén dugc dong cua thube khac va tai liéu cho thdy gin nhu
khong c6 tuong tic ndo xay ra giira lamotrigin va cac thudc chuyén héa qua enzym cytochrom P450.

Thdi trir: D6 thanh thai huyét twong biéu kién & ngudi binh thudng 1a 30 mL/phut. Lamotrigin dugc dao
thai duéi dang chét chuyén héa lién hgp glucuronic trong nuéc tiéu. Du6i 10% dugc dao thai dudi dang
khéng ddi trong nude tiéu. Chi khodng 2% lamotrigin dugc dao thai qua phan. D§ thanh thai va thdi gian
ban thai cia thubc khong phu thudc vao lidu. Thoi gian ban thai biéu kién cia thude duge wdc tinh
khoang 33 gid (tir 14 dén 103 gid). Thoi gian ban thai cia lamotrigin bj anh hudng nhiéu bdi cac thudc sir
dung chung.

CHi PINH:

Pong kinh

Nguoi I6m v tré em trén 13 tuoi

— Pon trj hay phéi hop trong diéu trj dong kinh cyc bd hogc toan thé, bao gdm co cimg - co gidt.

— Dong kinh c6 lién quan dén hoi chimg Lennox-Gaustaut. Lamotrigin dugc sir dung trong diéu trj phoi
hgp nhung c6 thé sir dung 1a thudc chdng dong kinh ban dau trong hoi chimg Lennox-Gaustaut.
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Tré em tir 2 dén 12 tudi

— Phéi hop trong diéu trj dong kinh cyc bd hay toan thé, bao gbm co cimg - co gidt va co gidt do hdi
chimg Lennox-Gaustaut.

— Don trj dong kinh con ving y thic.

Roi loan lrémg cue

Ngwoi Iom trén 18 tuéi
— Phong ngra giai doan trdm cam & bénh nhan r01 loan luorng cyc chu yeu trai qua glal doan trdm cam.

— Lamotrigin khong dugc chi dinh cho diéu trj cdp tinh giai doan hung phén hay trim cam.

LIEU DUNG - CACH DUNG:

T4i sir dung lamotrigin

Bic si ké don nén can nhéc ting dén liéu duy tri cia lamotrigin khi bét d4u diéu trj lai v6i lamotrigin sau
khi bénh nhan ngung sir dung thudc vi bat ki ly do nao, vi nguy co ndi ban nghlem trong khi sir dung liéu
cao ban dau va vuot qua liu dugc chi dinh cua lamotrigin. Khoéng cach so v6i lidu trude cang xa thi
cang nén cén nhéc ting dén lleu duy tri cua lamotrlgm Khi thoi gian ngung sir dung lamotrigin vugt qua
5 lan thoi glan ban thai cta thuéc, lamotrigin nén dugc ting dén liéu duy tri theo lich phu hop.

Khéng khuyén cdo sir dung lai lamotngm khi truéc d6 bénh nhan bj ban da do dung lamotrigin trir khi
nguy co khong déng ké so v6i lgi ich ciia thudc.

Pong kinh

Khi cac thube chdng dong kinh/ thudc khac duqc thém vao hodc ngung sir dung trong qud trinh diéu trj
véi lamotrigin, cin nhéc vé tac dong cua cac thudc nay dén dugc dong hoc cua lamotrigin.

Nguoi lom va tré em tie 13 tuoi tré lén.

Pon tri:
100 - 200 mg/ngay (chia 1 - 2 1an/ ngay)
T o s Khoéng tng lidu t6i da 50 - 100 mg mdi I - 2 tuin.
ngay gay Liéu duy tri t8i da 500 mg/ngay.
Pidu trj phdi hgp véi valproat (chét \rc ché glucuronic héa lamotrigin):
12,5 mg/ngay 25 mg/ngay 100 - 200 mg/ngay (chia 2 1an/ ngay) .
(25 mg mai 2 ngdy) (1 lan/ngay) Khoang tang liéu tdi da 25 - 50 mg mbi 1 - 2 tuan.

Pidu trj phéi hgp khong c6 valproat nhung c6 cdc chét cim ing qud trinh glucuronic héa lamotrigin:

200 - 400 mg/ngay (chial-2 lan/ ngay)
(510 lg;g/ng;); (CL(.);) ;ll%/n? ngég' ) Khoang ting liu t6i da 100 mg mdi 1 - 2 tudn.
ngay ! gay Liéu duy tri t6i da 700 mg/ngay.

Pidu trj phdi hop khong c6 valproat va chit cdm ing qu4 trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir):

50 mg/ngay 100 mg/ ngay 100 - 200 mg/ngay (chia 1 -2 14n/ ngay)
(1 lan/ngay) (chia 2 lan/ngay) ~ Khoang tang lidu ti da 50 - 100 mg méi 1 - 2 tuan.

Piéu trj phoi hQ’p v6i chit khéng rd c6 twong tdc dugc dpng véi lamotrigin hay khong: Chinh lidu
twong tyr phac dd diéu trj phdi hop c6 valproat.

Tré em tix 2 dén 12 tudi - Phdc d6 diéu tri khuyén cdo cho bénh dong kinh
| Licu duy tri thong th

Pon tri:

5 X 1-15 mg/ngay (chial-2 lan/ ngay)
0.2 mg{k g/ neay 0.’6 mg/k %/ ngay Khoang tang lidu tdi da 0 6 mg/kg/ngay moi 1 - 2 tuln.
(1-2lan/ngdy) | (chial-2lan/ngdy) Liéu duy tri t8i da 1a 200 mg/ngay.
Diéu trj phdi hgp véi valproat (chdt irc ché glucuronic héa lamotrigin):
X 3 1-5 mg/ngay (chia 1 -2 lan/ ngay)
0, 1(? ?;Zﬁggniay 0,(31r111§:/l; ¢ gg)a Y Khoang téng lidu tdi da 0,3 mg/kg/ngay moi 1 - 2 tuan
gay g2y Liéu duy tri t3i da 1a 200 mg/ngay.
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Pidu trj phbi hgp khong c6 valproat nhung c6 cic chit cim ing qua trinh glucuronic héa lamotrigin:
5-15 mg/kg/ngay (chial-2 lan/ngay)
(gﬁgg{kafl/:g:g ) 1,(2;:\5,1//1; gg/ Zf)a Y Khoang ting lidu toi da 1,2 mg/kg/ngdy mdi 1 - 2 tuin
Liéu duy tri toi da la 400 mg/ngay.
Piéu trj phoi hgp khong c6 valproat va chat cam ung qu4 trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir):
1-10 mg/k ngay (chia 1 - 2 lan/ngay)
(()13 x;g]gl;% r;i;))l (()i6 l;glgkn% l;%;))’ Khoang tang liu tbi da 0,6 mg/kg/ngdy méi 1 - 2 tudn
Liéu duy tri tdi da 1a 200 mg/ngay.
Didu trj phdi hgp véi chit khong r6 c6 twong tic duge dong v6i lamotrigin hay khéng: Chinh licu
twong tyr phéc d6 diéu tr; phdi hop c6 valproat.
Dé dam bao hiéu qua dleu trj nén theo ddi cin ning cua tré va chinh liéu theo cén ning. Bénh nhan tudi tir
2 dén 6 tudi, nén chon liéu duy tri 14 gi6i han trén cua liéu khuyén céo.
Néu dong kinh c6 thé kiém so4t véi phéc dd diéu trj phi hep, c6 thé ngung thudc chéng dong kinh va bt
dau don trj bing lamotrigin.
Tré em dum 2 tudi
Dir lleu vé hleu qua va an toan cua lamotrigin trong phon hop didu trj dQng kinh-cyc bd ¢ tré em tur 1
thang dén 2 tudi con han che Khéng c6 dit liéu ¢ tré em dudi 1 thang tudi. Do d6 lamotrigin khong nén
su dung cho tré em duéi 2 tudi.
Roi loan hrO'ng cuc
Vi nguy co ndi ban khong nén sir dung qua liéu dugc chi dinh.
Ngwoi Iom trén 18 tudi - mikc ting lidu khuyén cdo dé dat lidu duy tri trong diéu tri réi loan ludmg cuc.

+ Pon trj hoic phon hqp khong co valproat va chat cam u'ng hoac rc che glucuromc héa
lamotrigin:

25 mg/ngay 50 mg/ngay 100 mg/ngay 200 mg/ngdy - liu myc tiéu théng
(1 1an/ngay) (chial-2 1an/ngay) | (chia 1 - 2 lan/ngdy)| thudng. (chla 1 - 2 lAn/ngay)

Khoang lidu 100 - 400 mg/ngay sir dung
trong thir nghiém lam sang.
+ Diéu tri phoi hgp véi valproat (chat irc ché qua trinh glucuronic héa lamotrigin):

12,5 mg/ngay 25 mg/hgay 50 mg/ngay 100 mg/ngay - lieu muyc tiéu thdng
(25 mg dung | (1 lan/ngay) (chia 1 - 2 1an/ngay) thuong
cach ngay) Liéu t6i da 200 mg/ngay c6 thé sir dung

dya trén dap Umg lam sang.
+ Piéu trj phoi hgp khéng c6 valproat nhung c6 cic chit cim ng qu4 trinh glucuronic h6a lamotrigin
(Phenytoin, carbamazepin, phenobarbiton, primidon, rifampicin, lopmavnr/rltonavnr)
50 mg/ngay 100 mg/ngay 200 mg/ngay 300 mg/ngay trong tuan thir 6, néu can
(1 lan/ngay) (chia 2 lan/ngay) (chia 2 lan/ngay) tang dén liu myc tiéu thong thuong 400
mg/ngay & tudn thi 7 (chia 2 lan/ngay).
+ Diéu trj phoi hop véi chit khéng rd c6 twong tdc duge dfng véi lamotrigin hay khéng: Chinh liéu
tuomg tu phéc dd diéu trj phi hop c6 valproat.

*Liéu on dinh muyc tiéu s& khac nhau ty theo ddp ing lam sang.

Nguweoi lon trén 1 8 tudi - Hiéu chinh liéu én dinh duv tri hang ngay sau khi ngung s dung cdc thuéc khdc

trong dzeu trg roi loan lwimg cuc.
Khi dat lidu dn dinh duy tri hang ngay, c6 thé ngung sir dung cac thudc khac theo lidu trinh dudi day

i 5 o o
+ Ngu'ng sir dung valproat (ting gap don lleu hlgn tal, kho ng u'q’t qua 100 mg/tuan)

Duy tri liéu nay (200 mg/nga
100 mg/ngay 200 mg/ngay Y (chia 2 )l/afl/ngay)g/ 8ay)
5 5 i g Duy tri liéu na
200 mg/ngay 300 mg/ngay 400 mg/ngay ( 4310 5 g,/ngéy;,
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+ Ngung st dung cac chat cim ung qud trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbiton, primidon, rifampicin, lopinavir/ritonavir

400 mg/ngdy 400 mg/ngdy 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 sitr dung cic thudc khéng irc ché hodic cam \ng ddng ké qui trinh glucuronic héa

lamotrigin

Duy tri liéu myc tiéu dat dugc (200 mg/ngdy; chia lam 2 1an) (khoang liéu 100 - 400 mg/ngay)

+‘Diéu tri phdi hgp véi chat khéong rd co twong tac duge d)ng véi lamotrigin hay khong: Duy tri
liéu lamotrigin hién tai va hiéu chinh liéu theo dp {mg ldm sang.

*Cé thé tang lidu 1&n 400 mg/ngay néu can.

Ngwoi lom trén 18 tudi - hiéu chinh lidu lamotrigin hang ngay sau khi sir dung thém thudc diéu tri réi loan

lwdmg cuec khdc.

Khong c6 kinh nghiém ldm sang trong vi¢c hiu chinh lidu hang ngay lamotrigin sau khi sir dyng thém

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

200 mg/ngdy 100 mg/ngay Duy tri liéu nay (100 mg/ngdy)
300 mg/ngay 150 mg/ngay Duy tri liéu ndy (150 mg/ngay)
400 mg/ngay 200 mg/ngay Duy tri liéu ndy (200 mg/ngdy)

+ Sir dyng thém céc chat cdm @ng qué trinh glu
phenobarbiton, primidon, rifampicin, lopinavir/ritonavir) & bénh nhin khéng

curonic héa lamotrigin (Phenytoin, carbamazepin,

sir dung valproat

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

+ Sir dung thém céc thudc ire ché hoic cim img khong déing ké qua trinh glucuronic héa lamotrigin

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

+ Didu trj phdi hgp v6i chit khong rd c6 tuong tdc duge dyng v6i lamotrigin hay khéng: Chinh liéu
tuong ty phac dd diéu trj phdi hgp cé valproat.

Ngung str dung lamotrigin ¢ bénh nhdn bi réi logn lwomg cuc: Trong thir nghiém 1am sang, tan suat, mirc
do nghiém trong hogc loai tic dung khdng mong mudn khong ting 1én sau khi ngimg lamotrigin so v6i
gia dugc. Do d6, bgnh nhén c6 thé ngig lamotrigin ma khong can giam liéu.

Tré em dudi 18 tudi: Lamotrigin khong duge khuyén céo sir dung cho tré em dudi 18 tudi do thiéu dir ligu
vé an toan va hiéu qua.

Doi twgng dic biét

Phu ni¢ ding thudc trdnh thai: C6 thé 1am ting d thanh thai cta lamotrigin khoang 2 1an, dan dén giam
ndng 49 lamotrigin. Can tang lidu lamotrigin 1én’ gip 2 lan. Trong tun khong sir dung thudc tranh thai,
ndng d lamotrigin ting glp 2 lan, 1am ting nguy co gdy ra tdc dung khong mong mudn phy thuge lidu.
Do d6, can nhic sir dung thubc tranh thai khong c6 tuan nghi (vi dy: vi du thudc tranh thai hormon st
dung lién tuc hodic sir dung phuong phép trénh thai khong hormon).

Bt ddu ste dung thudc tranh thai hormon & bénh nhdn dang sir dung én_dinh lamotrigin va khong si
dung chdt cam vmg qud trinh glucuronic héa lamotrigin: Liéu duy tri lamotrigin trong hau hét cac trudong
hop déu can phai tang lén 2 1an. Khi bt dau sir dyng thudc tranh thai hormon, ting liéu lamotrigin 50 -
100 mg/tudn theo d4p umg l4m sang. Po ndng do lamotrigin huyét thanh truéc va sau khi sir dung thu6e
tranh thai hormon d& dam bao ndng d6 lamotrigin dugc duy tri. Didu chinh liéu lamotrigin néu can. Péi
vGi phy nit sir dung thudc tranh thai hormon c6 1 tudn nghi, ndng dd lamotrigin huyét thanh nén dugc do
trong tuan thir 3 c6 sir dung thudc tranh thai, vi du ngay 15 - 21 chu ky sir dung thuéc. Can nhéc sir dung
thudc tranh thai khong c6 tudn nghi.
N, st dun e trd j

thudc trdnh thai hormon ¢ b
chdt cam img qud trinh glucuronic héa lamotrigin: Liéu duy tri lamotrigin & hiu hét céc trudng hop can
giam 50%. Nén giam din lidu lamotrigin 50 - 100 mg/tudn (ti 1§ khong vuet qua 25% tdng lidu trong tudn)
trong vong 3 tuin, trir khi c6 chi dinh 14m sang nao khac. Po ndng d¢ lamotrigin huyét thanh trudc va sau

/
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khi sir dung thudc tranh thai hormon dé dam bao ndng do lamotrigin dugc duy tri. & phy nir mudn ngung
str dung thudc tranh thai hormon c6 1 tudn nghi, ndng dd lamotrigin huyét thanh nén dugc do trong tuin
thir 3 diéu trj tich cyc, vi dy ngay 15 - 21 chu ky sir dung thuéc. Khong nén 14y miu xét nghiém ndng do
lamotrigin trong vong 1 tudn dau sau khi ngung thudc.

Bt ddu sir dung lamotrigin ¢ bénh nhdn dang sir dung thudc trdnh thai hormon: Hiéu chinh lidu theo liéu
kh}lyép céo thong thudng trong td huéng dan st dung nay.

Bt ddu hodc ngung sir dung thudc trdnh thai hormon ¢ bénh nhdn dang sir dung on dinh lamotrigin va
chdt cdm img qud trinh glucuronic héa lamotrigin: Khong yéu cAu didu chinh dén lidu duy tri khuyén cdo
cua lamotrigin.

Str dung véi atazanavir/ritonavir: Khong can diéu chinh liéu khi dung thém lamotrigin & bénh nhén dang
dung atazanavir/ritonavir. )

O bénh nhan dang dung lamotrigin lieu duy tri va khong dung chét cam tmg qua trinh glucuronic héa, c6
thé tang lidu lamotrigin khi dung thém atazanavir/ritonavir, hodc giam lidu néu ngung str dung
atazanavir/ritonavir. Kiém soat ndng do lamotrigin huyét twong tru6e va trong 2 tudn sau khi bat dau sir
dung hoic ngung atazanavir/ritonavir dé danh gia viéc diéu chinh liéu lamotrigin c6 thét sy can thiét.

Stz dung véi lopinavir/ritonavir: Tuong ty nhu véi atazanavir/ritonavir.

Nguoi cao tudi (> 65 tuéi): Khong can hiéu chinh lidu. '

Suy thdn: Thén trong khi sir dung lamotrigin cho b¢nh nhan suy than. § bénh nhan suy than giai doan
cudi, lidu khdi dau lamotrigin nén dya trén cac thu6c bénh nhan dang sir dung; giam liéu duy tri c6 thé
hi¢u qua & bénh nhan giam chirc ning thin n3ng.

Suy gan: Ban diu, khoang ting liu va liéu duy tri nén giam xudng 50% & bénh nhan suy gan trung binh
(Child-Pugh B) va 75% & bénh nhan suy gan ning (Child-Pugh C). Khoéng ting liéu va liéu duy tri nén
dugc didu chinh theo dap (mg lam sang.

CHONG CHI PINH:
Qué mén véi lamotrigin hofic bét cir thanh phan nao ciia thudc.

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

Ban da

P4 c6 béo cdo phan ung trén da nghiém trong, thudng xay ra trong 8 tudn dAu tién diéu trj véi lamotrigin.
Da s6 ban da nhe va ty khoi, tuy nhién ban da nghiém trong can nhap vién va ngung sir dung lamotrigin
ciing da dugc bao céo. Cac ban da c6 kha niang de doa dén tinh mang nhu hdi chimg Steven-Johnson
(SJS), hoai tir thugng bi nhiém doc (TEN) va phat ban do thuéc kém theo ting bach ciu ua acid va
nhitng tri¢u chimg toan than (DRESS), hay goi chung 1a hi chimg qua mén (HSS).

Ban da nghiém trong xdy ra & tré em nhicu hon ngudi 16n. 3 tré em, triéu chimg cia ban da c6 thé nhdm

1an véi nhiém trung, bac si nén cén nhic kha ning gy ra ban da va sbt trong 8 tuan dau st dung
lamotrigin. .

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

- Lidu khéi dAu cao va khoang tang liéu lamotrigin vuot qua khuyén céo.

- Str dung chung véi valproat.

Than trong & bénh nhén ¢ tién str dj ing hay ban da véi céc thu6c khac vi kha ning bj ban da khong
nghiém trong & cac bénh nhan nay sau khi diéu trj véi lamotrigin ting gép 3 lan.

Tét ca bénh nhan (ngudi 16m va tré em) bj ban da nén dugc dénh gid tinh trang ngay va ngung thude trir
khi ban da khong do lamotrigin. Khong nén bét du diéu trj lai v&i lamotrigin & bénh nhén da timg ngung
lamotrigin do ban da trir khi 1¢i ich vuot trdi so véi nguy co. Néu bénh nhan bj SJS, TEN hoic DRESS
khi sir dung lamotrigin, khong dugc diéu trj lai v6i lamotrigin.

Ban da 12 mdt phan cta hdi chimg qué man di kém véi céc tridu chimg toan thé khac bao gdm sét, sung
hach lympho, phil mit, bt thudng huyét hoc va gan, viém ndo vo khudn. Hoi ching biéu hién & nhidu
mirc d6 va c6 thé, hiém khi, din dén dong mau ndi mach lan tda va suy da co quan. Chu y ghi nhén céc
bidu hién sém cua qua mén (vi dy sot, sung hach lympho) mc di chua xuét hién ban da. Néu cac du
hidu va triéu chimg nay xuat hién, bénh nhan nén dugc dénh gié tinh trang ngay va ngung lamotrigin néu
khong tim ra dugc nguyén nhén.

Viém ndo vo khuin bién mét khi ngung thudc trong hau hét céc trudng hgp, nhung téi lai trong mot s&
truong hop sir dung lai lamotrigin. Sir dung lai lamotrigin lam cac triéu chimg xuét hién lai nhanh va
thuong nghiém trong hon. Khéng nén diéu trj lai lamotrigin & bénh nhan dd ngung thudc do viém néo vo
khuén do sir dung lamotrigin.

Lam x4u di tinh trang 1am sang va nguy co ty tir
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Y nghi va hanh vi ty tir d& dugc bdo cdo & bénh nhan diéu trj véi thude véi céc chi dinh khéc nhau. Sir
dung thubc c6 nguy co lam ting nhe y nghi va hanh vi ty tir. Co ché van chua 5 va khong ngoai trir kha
ning do lamotrigin. Do d6, bénh nhan nén dugc kiém soat ddu higu y nghi va hanh vi ty tir va diéu trj
thich hgp. Bénh nhén (va ngudi chdm séc bénh nhan) nén tim tu vén y té khi ddu hi¢u cta y nghi hogic
hanh vi tyr tir xuat hién.

G bénh nhan bj réi loan ludng cuc, 1am x4u di céc triéu chimg trim cam va/hogc tyr tir 6 thé xay ra khi ¢6
hogc khéng ding thubc diéu trj ri loan ludng cyc, bao gdm lamotrigin. Do d6 bénh nhén sir dung
lamotrigin dé didu trj rdi loan ludng cyc nén dugc theo ddi chit ché tinh trang 1dm sang (bao gém sy Xudt
hién céc triéu chimg méi) va tyr tir, dic biét khi bit diu diéu tri, hogc thay ddi liéu. Nhimg ngudi da timg
c6 hanh vi va ¥ nghf tyr tir, ngudi tré tudi va bénh nhan biéu hién nhiéu y nght ty tir trude khi bét dau diéu
tri, c6 nguy co cao hon va \nén‘duqc theo doi chét ché trong sudt qua trinh diéu trj.

Can nhéc thay ddi phéc dd diéu trj, bao gdm kha ning ngung thudc & bénh nhan c6 tinh trang 1am sang
xéu di (bao gém sy xudt hién cac triéu chimg méi) va/hodc xuit hién y nghi/hanh vi ty tr, dc biét néu
triéu chimg nghiém trong, dot ngdt khoi phat, hodc khong thude cde trigu ching hién c6 ctia bénh nhan.
Thudc trinh thai hormon

Tdc dong cua thudc trdnh thai hormon trén hi¢u qud lamotrigin: Sk dyng phéi hop
ethinyloestradiol/levonorgestrel (30 pg/150 pg) lam ting d¢ thanh thai cua lamotrigin khoang 2 1an, lam
giam ndng o lamotrigin dan dén mat kiém soat chimg co giat. Sau khi hi¢u chinh lidu, lidu duy tri
lamotrigin nén tang lén (khoang 2 14n) trong hiu hét c4c truomg hop dé& dam béo hiéu qua didu tr tdi da.
Khi ngimg thudc tranh thai hormon, d9 thanh thai lamotrigin giam mot nira. Nong % lamotrigin tang lén
1am tang tac dung khong mong mudn phy thudc liéu.

& bénh nhan chua sir dung chat cam img qua trinh glucuronic va dang sir dung thudc tranh thai hormon
bao gdm 1 tudn nghi, ndng 4o lamotrigin s& tang dan trong tudn nghi. Sy thay ddi ndng d6 lamotrigin c6
thé gy ra tac dung khong mong muon. Do d9, can nhéc st dung thubc tranh thai khéng cé tudn nghi
(thudc tranh thai hormon lién tuc hodc phuong phap khéng hormon).

Tuong tac giira cac thudc tranh thai duomg uong hay liéu phéap thay thé hormon v&i lamotrigin chwa dugc
nghién ciru du céc thudc nay anh hudng den xduqc ddng hoc lamotrigin twong ty nhau.

Tdc dong ciua lamotrigin trén hiéu qua thuoc trdnh thai hormon: Khi sir dung lamotrigin v&i mot thude
trinh thai hormon (phdi hgp ethinyloestradiol/levonorgestrel), ¢6 sy gia ting dang ké d thanh thai va

thay d6i FSH va LH huyét twong. Chua rd tdc dong cua cac thay di nay trén sy rung trimg. Tuy nhién,
khong thé loai trir kha ndng 1am giam hi¢u qua thudc tranh thai. Do d6, bénh nhan nén bao céo ngay cac
thay ddi vé kinh nguyét cho béc si, vi du rong kinh.
Dihydrofolat reductase

Lamotrigin trc ché nhe dihydrofolic acid reductase, vi thé c6 kha ning anh hudng dén chuyén héa folat

trong qua trinh diéu trj lau dai. Tuy nhién, lamotrigin khong lam thay d6i ndng 4% hemoglobin, thé tich
trung binh hdng cu, hogc ndng d¢ folat t& bao hong cAu hogc huyét twong sau 1 ndm hogc ndng d¢ folat
té bao hdng cu sau 5 nim. :
Suy than
Nghién ciru sir dung don lidu & bénh nhan suy than giai doan cudi, ndng do lamotrigin huyét twong khong
thay dbi dang ké. Tuy nhién, c6 sy gia ting qué trinh glucuronic héa; thén trong khi str dung cho bé¢nh
nhan suy thén.
Tré em
Chura ¢6 dir lidu vé tac dong clia lamotrigin trén qua trinh sinh trudng, phat trién giéi tinh va nhén thic,
cam xuc va hanh vi & tré em.
Pgng kinh
Nhur céc thude khéc, ngung lamotrigin dot ngot c6 thé gdy phan img nguoc. Trir trudng hop lién quan dén
sy an toan cuia thu6c (nhu ban da) thi phai ngimg ngay thudc.
P4 c6 bao cdo co giat nghiém trong bao gdm tinh trang dong kinh toan thé c6 thé din dén tiéu co van, suy
da co quan va dong méu ndi mach lan téa, doi khi dan dén tir vong. Céc ca twong ty ciing xay ra khi sur
dyng lamotrigin.
Tén suét co giat c6 thé tang Ién thay vi cai thién trén 14m sang. O bénh nhan bj nhiéu hon mdt loai co giét,
nén danh gia lgi ich vi¢c kiém soét loai co giat nay néu tinh trang cua loai co giat khac ngay cang x4u di.
Pong kinh giit rung co ¢ thé niing hon khi sir dung lamotrigin.
Roi loan ludmg cue :
Tré em dudi 18 tudi: Didu trj trAm cam lam ting nguy co y nghf va hanh vi ty tir & tré em va thanh thiéu
nién bj réi loan trAm cam va céc rdi loan tdm ly khéc.
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SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

O phu nir dang didu trj dong kinh, khong nén ngung thudc ddt ngdt do c6 thé bj phan {mg ngugc va anh
huéng nghiém trong dén me va thai nhi. Nén sir dung don trj ngay khi c6 thé vi sir dung nhiéu thudc c6
thé d4n dén nguy co bat thudng bam sinh hon don trj.

Phu nir c6 thai

Sir dung lidu thap nhit c6 higu qua diéu trj.

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

Nong d¢ lamotrigin c6 thé giam trong thai ki, lam giam hiéu qua kiém soat co giét. Sau khi sinh, ndng do
lamotrigin tang nhanh tré lai, c6 thé gay ra tdc dung khong mong mudn. Theo d6i ndng do va tac dung
khéng mong mudn ciia lamotrigin trudc, trong va sau khi mang thai.

Phuy nir dang cho con bu

Lamotrigin qua dugc sita me, ndng d¢ trong sira me c6 thé 1én dén 50% va c6 thé gay ra tac dung duge ly
& tré. Can nhéc lgi ich va nguy co khi sir dyng cho ba m¢ dang cho con bu.

Sinh san

Thi nghiém trén dong vét khong cho thdy anh hudng dén qua trinh sinh san.

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

TAC DUNG KHONG MONG MUON:

Rt thuong gdp: Nhirc déu.

Thuong gap: Cau gét, kh6 chju, ngu ga, chéng mit, run réy, mat ngu, lo au, budn ndn, non, tiéu chay, khd
miéng, mét moi, dau, dau lung, dau khop. '

Khéng thwong gdp: Nhin d6i, nhin mo, thét diéu.

Hiém: Viém mang két, viém néo vo khuén,

Rét hiém: Hoi chimg qua mén (bao gdm triéu chimg nhu sdt, sung hach lympho, phi mt, bét thudng gan
va mau, déng mau ndi mach lan tda, suy da co quan), la 1an, 40 giac, may giat (TIC), rdi loan véan dong,
lam nang hon bénh Parkinson, hiéu img ngoai thip, mia mdy tay chén, tén tan sudt co gidt, suy gan, bat
thudng chirc ning gan, ting chi s6 chirc nang gan, phan ing gidng lupus, bat thudng huyét hoc nhu: giam
bach cu, giam bach cAu trung tinh, thiéu méu, giam tiéu cdu, giam té bao mau, thiéu mau 4c tinh, giam
bach cau hat. :

Khong rd: Ac mong, sung hach lympho.

Théng bdo cho thdy thudc nhimg tdc dung khong mong muon gdp phdi khi ste dung thuoc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Enzym chju trach nhi¢m chuyén héa lamotrigin 12 UDP-glucuronyl transferase. Lamotrigin khong cam
tmg hay trc ché céc enzym chuyén héa thudc oxy héa & gan va tuong tic gitra lamotrigin va cac thuée
chuyén héa bdi cytochrom P450 hau nhu khéng xay ra. Lamotrigin c6 thé cam (g chuyén héa cta chinh
né nhung anh hudng khéng déng ké.

.

Anh hudmg cua cdc thuoc khdc dén qud trinh glucuronic héa lamotrigin

Thubc trc ché dang ké qua trinh glucuronic héa lamotrigin: valproat.

Thubc cam img dang ké qua trinh glucuronic héa lamotrigin: Phenytoin, carbamazepin, phenobarbiton,
primidon, rifampicin, lopinavir/ritonavir, phdi hop ethinyloestradiol/levonorgestrel, atazanavir/ritonavir.
Thubc khong tc ché hay cam {mg déng ké qua trinh glucuronic héa lamotrigin: oxcarbazepin, felbamat,
gabapentin, levetiracetam, pregabalin, topiramat, zonisamid, lithium, bupropion, olanzapin, aripiprazol.

QUA LIEU & XU TRi:
Tri¢u ching va diu higu: Da c6 béo céo qua lidu cp tinh 1én dén 10 - 20 lén lidu didu trj t6i da, c6
trudng hop tir vong. Trigu chimg bao gdm cir dong mat khong kiém sodt, that diéu, khong tinh tdo, dong
kinh con 16n, hon mé. Kéo dai khoang QRS ciing c6 thé dugc ghi nhan & cac bénh nhan sir dung qua liéu.
Kéo dai QRS trén 100 mili gidy c6 thé do nhiém ddc nghiém trong.
Pidu tri: Diu trj h3 trg thich hop khi qua lidu. Ding than hoat dé gidm hip thu thudc tir dudng tiéu héa.
Khong c6 kinh nghi¢m thAm phan mau trong diéu trj qua lidu lamotrigin. & 6 ngudi tinh nguyén suy than,
20% lamotrigin dugc loc ra khoi co thé sau 4 gid thim phan mau.
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PONG GOI: Hop 3 vi x 10 vién

BAO QUAN:Noi kho rdo, tranh 4nh sang, nhiét 46 khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat

HAN DUNG: 36 thang ké tir ngdy san xuat.

San xuét tai:
DAVIPHARM

CONG TY CO PHAN DUGQC PHAM DAT VI PHU

(DAVIPHARM) _

L6 M7A, Dudng D17, Khu cong nghiép My Phude 1, Phudong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam
Tel: 0274.3567.687

TP.DAM BAO CHAT LUGNG
DSJ@w%ﬁ%d%ﬁ%ﬁ

1UQ.CUCTRqONG
TRUONG PHONG
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