R THUBC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
Vién nén
KAUSKAS-50
Vién nén
KAUSKAS-100
Vién nén

KAUSKAS-200

Thubc nay chi dung theo don thudc
Pé xa tAm tay tré em
Poc k§ huéng din sir dung truée khi ding
Théng biao ngay cho bac s§ hoic dwgc sj nhimg tic dung khong mong mudn khi sir dung thude

To thong tin sdn phdm nay bao gom hwéng dén siv dung cho thudc cé nhiéu ham liwong khdc nhau.

1. THANH PHAN CONG THUC THUOC:

Mbi vién nén KAUSKAS-50 chira:

Thanh phan hoat chit:

Lamotrigin .........ccecuvveeeeeen. 50 mg

Thanh phan td dwec: Lactose monohydrat, povidon, cellulose vi tinh thé M101, magnesi stearat,
PEG 6000, polysorbat 80, starch 1500, croscarmellose natri.

Mbi vién nén KAUSKAS-100 chura:

Thanh phén hoat chit:

Lamotrigin ..........cceeueeee 100 mg

Thanh phan td dwec: Lactose monohydrat, povidon, cellulose vi tinh thé M101, magnesi stearat,
PEG 6000, polysorbat 80, starch 1500, croscarmellose natri.

Mbi vién nén KAUSKAS-200 chira:

Thanh phén hoat chit:

Lamotrigin .........c.cceeueeeee 200 mg

Thanh phan td dwec: Lactose monohydrat, povidon, cellulose vi tinh thé M101, magnesi stearat,
PEG 6000, polysorbat 80, starch 1500, croscarmellose natri.

2. DANG BAO CHE:

KAUSKAS-50: Vién nén tron mau trang, mot mit c6 dap logo £, mit kia c6 dap gach ngang.
KAUSKAS-100: Vién nén dai, mau tréng, hai mat tron.

KAUSKAS-200: Vién nén dai, mau tréng, hai mat tron.

3. CHI PINH:

Pong kinh:

Ngueoi 1om va tré em trén 13 tudi:

- Pon tri hay phéi hop trong diéu tri dong kinh cuc bd hoac toan thé, bao gém co cung - co

giat.

- Pong kinh c¢6 lién quan dén hoi chimg Lennox-Gaustaut. Lamotrigin dugc st dung trong diéu
tri phdi hop nhung c6 thé sir dung 1a thudc chdng dong kinh ban dau trong hoi ching Lennox-
Gaustaut.

Tré em tir 2 dén 12 tudi:

1/13 0442.7T2



- Phoi hop trong diéu tri dong kinh cuc bd hay toan thé, bao gom co clmg - co giat va co giat do
hoi ching Lennox-Gaustaut.
- Don tri dong kinh con vang y thirc.

Réi loan ludng cuc:
Nguoi lon trén 18 tudi:

- Phong ngura giai doan tram cam & bénh nhan rdi loan ludng cuc chu yéu trai qua giai doan

tram cam.

- Lamotrigin khong dugc chi dinh cho diéu tri cép tinh giai doan hung phan hay tram cam.

4. LIEU DUNG - CACH DUNG:
Tai sir dung lamotrigin:

Béc si ké don nén can nhic ting dén lidu duy tri cta lamotrigin khi bat dau diéu tri lai voi
lamotrigin sau khi bénh nhan ngung st dung thudc vi bat ki 1y do nao, vi nguy co ndi ban
nghiém trong khi s dung lidu cao ban dau va vuot qua lidu duoc chi dinh cua lamotrigin.
Khoang cdch so véi liéu trudc cang xa thi cang nén cin nhic ting dén lidu duy tri ciia lamotrigin.
Khi thoi gian ngung sir dung lamotrigin vuot qud 5 1an thoi gian bén thai ctia thude, lamotrigin
nén duoc tang dén liéu duy tri theo lich phit hop.

Khong khuyén céo st dung lai lamotrigin khi truéc d6 bénh nhan bi ban da do ding lamotrigin
trir khi nguy co khong dang ké so véi 1oi ich ctia thude.

Pong kinh:

Khi cdc thuoc chong dong kinh/ thudc khac dugc thém vao hodc ngung st dung trong qua trinh
di€u tri voi lamotrigin, can nhac vé tdc dong cua ciac thuoc nay dén dugc dong hoc cua

lamotrigin.

Nowoi Ion va tré em tir 13 tudi tré lén:

(1 1an/ ngay)

(1 1an/ ngay)

Tuin 1 + 2 Tuin 3 + 4 Liéu duy tri thong thuong
Don tri:
100 - 200 mg/ ngay (chia 1 - 2 1an/ nga
25 mg/ ngay 50 mg/ ngay gl ngay ( £ay)

Khoang ting liéu t6i da 50 - 100 mg mdi 1 - 2 tuén.
Liéu duy tri tdi da 500 mg/ ngay.

Piéu tri phéi hop véi valproat (chit vrc

ché glucuronic héa lamotrigin):

12,5 mg/ ngay
(25 mg moi 2
ngay)

25 mg/ ngay
(1 1an/ ngay)

100 - 200 mg/ ngay (chia 2 1an/ ngay)
Khoang ting liéu t6i da 25 - 50 mg mdi 1 - 2 tuan.

hoéa lamotrigin:

Pic¢u tri phdi hop khong cé valproat nhung cé cic chit cim vng qua trinh glucuronic

50 mg/ ngay
(1 1an/ ngay)

100 mg/ ngay
(chia 2 1an/ ngay)

200 - 400 mg/ ngay (chia 1 - 2 1an/ ngay)
Khoang ting liéu t6i da 100 mg mdi 1 - 2 tuan.

Liéu duy tri tdi da 700 mg/ ngay.

Diéu tri phdéi hop khong cé valproat va chit cam ung qua trinh glucuronic héa

lamotrigin (Phenytoin, carbamazepin, phenobarbital, primidon, rifampicin, lopinavir/

ritonavir):
50 mg/ ngay 100 mg/ ngay 100 - 200 mg/ ngay (chia 1 - 2 1an/ ngay)
(1 1an/ ngay) (chia 2 1an/ ngay) | Khoang ting liéu t6i da 50 - 100 mg mdi 1 - 2 tuan.

Piéu tri phoi hop véi chit khong ré ¢é twong tic dwoce dong véi lamotrigin hay khong:
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Chinh liéu twong tu phac dd diéu tri phdi hop c6 valproat.

Tré em tir 2 dén 12 tudi - Phdc do diéu tri khuyén cdo cho bénh dong kinh:

Tuén 1 + 2 Tuén 3 + 4 Liéu duy tri théng thwong
Don tri:
. 1 - 15 mg/ ngay (chia 1 - 2 1an/ ngay)
X 0,6 mg/ kg/ ngay NI o
0,3 mg/ kg/ ngay ) \ Khoéng tang liéu t61 da 0,6 mg/ kg/ ngay moi 1 - 2
N (chia 1 -2 lan/ N
(1 - 2 1an/ ngay) . tuan.
ngay)

Liéu duy tri t6i da 1a 200 mg/ ngay.

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

1 - 5 mg/ ngay (chia 1 - 2 1an/ ngay)
0,15 mg/ kg/ ngdy | 0,3 mg/kg/ ngdy | Khoang ting liéu téi da 0,3 mg/ kg/ ngay mdi 1 - 2
(1 1an/ ngay) (1 1an/ ngay) tuan

Liéu duy tri toi da 1a 200 mg/ ngay.

Piéu tri phoi hop khong c6 valproat nhung cé cac chit cim img qua trinh glucuronic
hoéa lamotrigin:

5 - 15 mg/ kg/ ngay (chia 1 - 2 1an/ ngay)
0,6 mg/ kg/ ngay | 1,2mg/kg/ngdy | Khoang tang liéu t6i da 1,2 mg/ kg/ ngay mdi 1 - 2
(chia 2 1an/ ngay) (2 1an/ ngay) tuan

Liéu duy tri toi da 1a 400 mg/ ngay.

Pi¢u tri phdi hop khong cé valproat va chit cam ing qui trinh glucuronic héa
lamotrigin (Phenytoin, carbamazepin, phenobarbital, primidon, rifampicin, lopinavir/

ritonavir):

1 - 10 mg/ kg/ ngay (chia 1 - 2 1an/ ngay)
0,3 mg/ kg/ ngay 0,6 mg/ kg/ ngay | Khoang tang liéu tdi da 0,6 mg/ kg/ ngay mdi 1 - 2
(1 - 2 1an/ ngay) (1 - 2 1an/ ngay) tuan

Liéu duy tri t6i da 1a 200 mg/ ngay.

Diéu tri phdi hop véi chit khong rd c¢6 twong tac dwoc dong véi lamotrigin hay khong:
Chinh liéu twong tu phac d6 diéu tri phdi hop c6 valproat.

Pé dam bao hiéu qua diéu tri nén theo ddi can nang cua tré va chinh liéu theo can nang. Bénh
nhan tudi tir 2 dén 6 tudi, nén chon liéu duy tri 14 giéi han trén cua liéu khuyén cdo.

Néu dong kinh c6 thé kiém sodt voi phac d6 diéu tri phdi hop, c6 thé ngung thudc chdng dong
kinh va bat dau don tri bang lamotrigin.

Tré em dudi 2 tuéi:

Dit liéu vé hiéu qua va an toan cua lamotrigin trong phéi hop diéu tri dong kinh cuc by & tré em
tir 1 thang dén 2 tudi con han ché. Khong c6 dir liéu ¢ tré em dudi 1 thiang tudi. Do d6
lamotrigin khéng nén st dung cho tré em duéi 2 tudi.

Réi loan luong cuc:

Vinguy co ndi ban khong nén st dung qua liéu duoc chi dinh.

Ngueoi 1om trén 18 tudi - mirc tang liéu khuyén cdo dé dat liéu duy tri trong diéu tri réi loan

luong cuc:
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Tuén 1 + 2 Tuén 3 + 4 Tuin 5 Liéu 6n dinh muc tiéu (tuin 6)"

+ Pon tri hoic phdi hop khong cé valproat va chit cam tng hoic irc ché glucuronic héa

lamotrigin:
25 mg/ ngay 50 mg/ ngay 100 mg/ ngay 200 mg/ ngay - liéu muyc tiéu thong
(1 1an/ ngay) (chia 1 - 2 1an/ | (chia 1 - 2 lan/ | thudng. (chia 1 - 2 lan/ ngay)

ngay) ngay) Khoang licu 100 - 400 mg/ ngay st
dung trong thu nghi€m lam sang.

+ Piéu tri phoi hop véi valproat (chét irc ché qua trinh glucuronic héa lamotrigin):

12,5 mg/ ngay | 25 mg/ ngay 50 mg/ ngay 100 mg/ ngay - lidu muc tiéu thong
(25 mg dung | (1 1an/ ngay) (chia 1 - 2 lan/ | thuong.
cich ngay) ngay) Liéu tdi da 200 mg/ ngay co thé sir

dung dua trén dap Gmng 1am sang.

+ Diéu tri phdi hop khong cé valproat nhung c¢é cic chit cim wng qua trinh glucuronic
hoéa lamotrigin (Phenytoin, carbamazepin, phenobarbital, primidon, rifampicin, lopinavir/

ritonavir):

50 mg/ ngay 100 mg/ ngay 200 mg/ ngay 300 mg/ ngdy trong tuan thir 6, néu
(1 1an/ ngay) (chia 2 1an/ ngay) | (chia 2 1an/ ngdy) | cAn ting dén liéu muc tiéu thong
thuong 400 mg/ ngay & tudn tha 7
(chia 2 1an/ ngay).

+ Piéu tri phéi hop véi chat khong ro c6 twong tac duge dong véi lamotrigin hay khong:
Chinh liéu twong tu phac d6 diéu tri phdi hop c6 valproat.

"Liéu 6n dinh muc tiéu s& khac nhau tuy theo dap tng 1am sang.

Newoi I6n trén 18 tudi - Hiéu chinh lieu on dinh duy tri hang ngdy sau khi ngung sir dung cdc
thudc khdc trong diéu tri roi loan ludng cuc:

Khi dat liéu 6n dinh duy tri hang ngy, c6 thé ngung str dung cdc thudc khdc theo liéu trinh dudi
day:

Tuin 1 (bit diu sau
khi ngung thuoc Tuan 2 Tuén 3 tré di"
khac)

Liéu on dinh duy tri

lamotrigin hién tai

+ Ngung sir dung valproat (ting gap doi liéu hién tai, khong vuot qua 100 mg/tuin)

Duy tri lidu nay (200 mg/ ngay)

100 mg/ nga 200 mg/ nga 5
& neay & neay (chia 2 An/ ngay)
. . . Duy tri liéu nay
200 mg/ ngay 300 mg/ ngay 400 mg/ ngay X
(400 mg/ ngay)

+ Ngung sit dung cdc chdt cam ng qua trinh glucuronic héa lamotrigin (Phenytoin,

carbamazepin, phenobarbital, 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 thudce khong tre ché hoiic cam tng dang ké qua trinh glucuronic héa
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lamotrigin

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

+ Diéu tri phdi hop véi chat khong ré cé twong tic dwoc dong véi lamotrigin hay khong:

Duy tri liéu lamotrigin hién tai va hiéu chinh lidu theo dap tmg 1am sang.

*C6 thé tang liéu 1én 400 mg/ ngay néu can.
Nguoi lon trén 18 tuéi - hiéu chinh liéu lamotrigin hang ngdy sau khi sir dung thém thuoc diéu
tri réi loan lwéng cwc khdc:

Khong c6 kinh nghiém 1am sang trong viéc hiéu chinh liéu hang ngay lamotrigin sau khi sir
dung thém thudc khéc. Tuy nhién, dva trén nghién ctru cic thudc khéc, c6 thé s dung nhu sau:

N Tuén 1 (bat diu sau
Liéu on dinh

o khi thém thudc Tuén 2 Tun 3 tré di
lamotrigin hién tai )
khac)
+ St dung thém valproat:
200 mg/ ngay 100 mg/ ngay Duy tri lidu nay (100 mg/ ngay)
300 mg/ ngay 150 mg/ ngay Duy tri liéu nay (150 mg/ ngay)
400 mg/ ngay 200 mg/ ngay Duy tri lidu nay (200 mg/ ngay)

+ Sir dung thém cdc chit cam wng qua trinh glucuronic héa lamotrigin (Phenytoin,
carbamazepin, phenobarbital, primidon, rifampicin, lopinavir/ ritonavir) ¢ bénh nhan

khong sir dung valproat:

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

+ Str dung thém cac thudc tre ché hoiic cam timg khong dang ké qua trinh glucuronic héa

lamotrigin:

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

+ Diéu tri phoi hop véi chat khong ro c6 twong tic dwoc dong véi lamotrigin hay khong:

Chinh liéu twong tu phac d6 diéu tri phdi hop c6 valproat.

Ngung sir dung lamotrigin ¢ bénh nhan bi réi loan lwéng cwc: Trong thir nghiém 1am sang, tan
suat, mirc d6 nghiém trong hodc loai tic dung khéng mong mudén khéng ting 1én sau khi ngimg
lamotrigin so véi gia dugc. Do d6, bénh nhan c6 thé nging lamotrigin ma khong can giam liéu.
Tré em duwéi 18 tudi: Lamotrigin khong dugc khuyén cdo str dung cho tré em dudi 18 tudi do
thiéu dit liéu vé an toan va hiéu qua.

Péi twong dic biét:

Phy nit ding thudc trdnh thai: C6 thé 1am ting do thanh thai cua lamotrigin khoang 2 lan, dan
dén giam ndéng do lamotrigin. Can tang liéu lamotrigin 1én gép 2 1an. Trong tuan khéng sir dung
thudc tranh thai, nong d6 lamotrigin tang gap 2 lan, lam ting nguy co giy ra tac dung khong
mong mudn phu thudc lidu. Do d6, can nhéc sir dung thudc tranh thai khong c6 tudn nghi (vi du:
vi du thudc tranh thai hormon sir dung lién tuc hodc sir dung phuong phép tranh thai khong
hormon).

Bdt ddu sir dung thuéc trdnh thai hormon ¢ bénh nhédn dang si dung 6n dinh lamotrigin va
khong sir dung chdt cam g qud trinh glucuronic héa lamotrigin: Lidu duy tri lamotrigin trong
hau hét cac trudng hop déu can phai ting 1én 2 lan. Khi bat dau sir dung thudc tranh thai hormon,
tang lidu lamotrigin 50 - 100 mg/ tuan theo dap ung lam sang. Po ndng do lamotrigin huyét
thanh trude va sau khi s dung thubc tranh thai hormon dé dam bao né)ng do lamotrigin dugc
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duy tri. Diéu chinh liéu lamotrigin néu can. Dbi voi phy nit sir dung thude tranh thai hormon c6
1 tudn nghi, ndng d6 lamotrigin huyét thanh nén dugc do trong tuan thir 3 ¢6 str dung thude
tranh thai, vi du ngay 15 - 21 chu ky sir dung thudc. Cén nhic sir dung thudc tranh thai khong c6
tun nghi.

Ngung sir dung thudc trdnh thai hormon ¢ bénh nhin dang sir dung 6n dinh lamotrigin va
khong sw dung chdt cam ung qud trinh glucuronic héa lamotrigin: Liéu duy tri lamotrigin & hau
hét cac truong hop can giam 50%. Nén giam dan heu lamotrigin 50 - 100 mg/ tuan (ti 1¢ khong
vuot qua 25% téng lidu trong tuan) trong vong 3 tudn, trir khi c6 chi dinh 1am sang nao khac. Do
nong d6 lamotrigin huyét thanh trudc va sau khi str dung thudc tranh thai hormon dé dam bao
nong do lamotrigin dugc duy tri. O phy nit mudn ngung st dung thudc tranh thai hormon c6 1
tudn nghi, ndng do lamotrigin huyét thanh nén dugc do trong tuan thir 3 diéu tri tich cuc, vi du
ngay 15 - 21 chu ky sir dung thuéc. Khong nén ldy mau xét nghiém nong do lamotrigin trong
vong 1 tuan dau sau khi ngung thudc.

Bdt dau sir dung lamotrigin & bénh nhdn dang sit dung thuéc trdnh thai hormon: Hiéu chinh
lidu theo liéu khuyén céo thong thuong trong t& huéng dan st dung nay.

Bdt ddu hodc ngung sic dung thudc trdanh thai hormon & bénh nhdn dang siv dung 6n dinh
lamotrigin va chdt cdm itng qud trinh glucuronic héa lamotrigin: Khong yéu cau diéu chinh dén
lidu duy tri khuyén céo cta lamotrigin.

Stk dung vdi atazanavir/ ritonavir: Khong can diéu chinh liéu khi ding thém lamotrigin & bénh
nhan dang dung atazanavir/ ritonavir.

O bénh nhan dang ding lamotrigin liéu duy i va khong ding chdt cim (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 so4t nong do lamotrigin huyet tuong trudc va
trong 2 tuan sau khi bit dau sir .dung hodc ngung atazanavir/ ritonavir dé danh gia viéc diéu
chinh liéu lamotrigin c6 that sy can thiét.

Sur dung voi lopinavir/ ritonavir: Tuong tu nhu voi atazanavir/ ritonavir.

Ngueoi cao tuéi (> 65 tuéi): Khong can hiéu chinh lidu.

Suy than: Than trong khi stt dung lamotrigin cho bénh nhan suy than. O bénh nhan suy than giai
doan cudi, liéu khoi dau lamotrigin nén dya trén cic thuéc bénh nhan dang sir dung; Giam liéu
duy tri c6 thé hiéu qua & bénh nhan giam chic ning than ning.

Suy gan: Ban dau, khoang ting liéu 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). Khoang ting liéu
va liéu duy tri nén duoc diéu chinh theo dap tng 1am sang.

5. CHONG CHI PINH: , ‘ ,
Man cam vo1 lamotrigin hodc voi bat ky thanh phan nao cta thuoc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ban da:

D3 ¢ bao céo phan ung trén da nghiém trong, thudng xay ra trong 8 tudn dau tién diéu tri véi
lamotrigin. Pa sé ban da nhe va tu khéi, tuy nhién ban da nghiém trong can nhép vién va ngung
st dung lamotrigin cling da dugc bdo cdo. Céc ban da c6 kha ning de doa dén tinh mang nhu
hoi ching Steven-Johnson (SJS), hoai tir thugng bi nhiém ddc (TEN) va phat ban do thube kem
theo ting bach cdu ua acid va nhimg triéu chimg toan than (DRESS), hay goi chung 12 hoi
chiing qua man (HSS).

Ban da nghi€m trong xay ra ¢ tré em nhiéu hon nguoi 16n. O tré em, triéu chimg cua ban da ¢6
thé nham 14n véi nhidm tring, bac si nén can nhic kha ning giy ra ban da va st trong 8 tuan
dau sir dung lamotrigin.

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

- Liéu khoi dau cao va khoang tiang liéu lamotrigin vuot qud khuyén céo.

- St dung chung véi valproat.

Than trong ¢ bénh nhén c6 tién st di ung hay ban da vdéi cic thudc khéc vi kha nang bi ban da
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khong nghiém trong & cdc bénh nhan nay sau khi diéu tri v6i lamotrigin ting gip 3 lan.

Tét ca bénh nhan (nguoi 16n va tré em) bi ban da nén dwoc danh gia tinh trang ngay va ngung
thudc trir khi ban da khong do lamotrigin. Khong nén bat dau diéu tri lai voi lamotrigin & bénh
nhan da ting ngung lamotrigin do ban da trir khi loi ich vuot trdi so voi nguy co. Néu bénh
nhan bi SJS, TEN hodc DRESS khi sir dyung lamotrigin, khong duoc diéu tri lai v6i lamotrigin.
Ban da 1a mot phan ctia hoi ching qud man di kem v6i cdc triéu ching toan thé khic bao gdom
s0t, sung hach lympho, phu mat, bat thuong huyet hoc va gan, viém ndo vo khuan. Hoi chiing
biéu hién ¢ nhidu mirc dd va c6 thé, hiém khi, dan den dong mau n6i mach lan téa va suy da co
quan. Chi ¥ ghi nhan cdc biéu hién sém ciia qua mén (vi du sét, sung hach lympho) mic di
chwa xuét hién ban da. Néu cdc dau hiéu va triéu chimg nay xuét hién, bénh nhan nén dugc danh
gid tinh trang ngay va ngung lamotrigin néu khong tim ra duoc nguyén nhén.

Viém ndo vo khuén bién mét khi ngung thudc trong hau hét cic truong hop, nhung tai lai trong
mot s6 truong hop sur dung lai lamotrigin. St dung lai lamotrigin 1am cac triéu ching xuat hién
lai nhanh va thuong nghiém trong hon. Khong nén diéu tri lai lamotrigin & bénh nhan da ngung
thudc do viém ndo vo khuén do str dyng lamotrigin.

Lam x4u di tinh trang 1am sang va nguy co tu ti:

Y nghi va hanh vi tu tir d3 dwoc bdo cdo & bénh nhan diéu tri v6i thude véi cdc chi dinh khic
nhau. St dung thudc c6 nguy co lam ting nhe ¥ nghi va hanh vi ty tir. Co ché van chua rd va
khong ngoai trr kha nang do lamotrigin. Do d6, bénh nhan nén dwoc kiém soét d4u hiéu y nghi
va hanh vi ty tu va diéu tri thich hgp. Bénh nhan (va nguoi cham sdc bénh nhéan) nén tim tu van
y té khi d4u hiéu cua y nghi hodc hanh vi ty tir xudt hién.

O bénh nhan bi rdi loan ludng cuc, lam xau di cac triéu chting trAm cam v/ hodc tu tir c6 thé
xay ra khi c6 hodc khong diung thubc diéu tri rdi loan ludng cyc, bao gom lamotrigin. Do d6
bénh nhan st dung lamotrigin dé diéu tri réi loan ludng cuc nén duoc theo doi chit ché tinh
trang 1am sang (bao gém sy xuat hién cic triéu chimg mai) va ty tir, dic biét khi bat dau diéu tri,
hodc thay d6i liéu. Nhitng ngudi di ting c6 hanh vi va ¥ nghi tu tir, nguoi tré tudi va bénh nhan
biéu hién nhiéu ¥ nghi tu tir trude khi bat dau diéu tri, ¢ nguy co cao hon va nén duoc theo doi
chit ché trong sudt qua trinh diéu tri.

Can nhic thay doi phac dd diéu tri, bao gdm kha ning ngung thubc & bénh nhén c6 tinh trang
1am sang xau di (bao gom sy xuat hién cic triéu chimg méi) va/hodc xuat hién ¥ nghi/hanh vi tu
ttr, ddc biét néu triéu ching nghiém trong, dot ngdt khoi phat, hodc khong thude céc triéu ching
hién c6 cua bénh nhan.

Thuoc tranh thai hormon:

Tic dong cia thudc trdanh thai hormon trén hiéu qud lamotrigin: St dung phdi hop
ethinyloestradiol/levonorgestrel (30 ng/150 pg) lam tang d6 thanh thai cua lamotrigin khoang 2
lan, 1am giam ndng d6 lamotrigin din dén mat kiém so4t ching co giat. Sau khi hi¢u chinh lidu,
lidu duy tri lamotrigin nén ting 1én (khoang 2 1an) trong hau hét cac truong hop dé dam bao hidu
qua diéu tri t6i da. Khi ngimg thudc tranh thai hormon, d6 thanh thai lamotrigin giam maot nira.
Nong d6 lamotrigin ting 1én lam ting tac dung khong mong mudn phu thudc liéu.

O bénh nhan chua st dung che”lt cam tmng qua trinh glucuronic va dang sur dung thudc tranh thai
hormon bao gém 1 tuin nghi, ndng d6 lamotrigin s& tang dan trong tuan nghi. Sy thay dbi nong
do lamotrigin co thé giy ra tic dung khéng mong mudn. Do d6, can nhic st dung thudc tranh
thai khong c6 tuan nghi (thudc tranh thai hormon lién tuc hodc phuong phép khéng hormon).
Tuong tac giita cdc thudc tranh thai duong udng hay liéu phdp thay thé hormon véi lamotrigin
chua dugc nghién ctru du céc thude nay anh hudng dén duoc dong hoc lamotrigin twong tu nhau.
Tdc déng ciia lamotrigin trén hiéu qud thudc trdnh thai hormon: Khi st dung lamotrigin voi
mot thude tranh thai hormon (phdi hop ethinyloestradiol/levonorgestrel), cé sy gia ting dang ké
d6 thanh thai va thay d6i FSH va LH huyét twong. Chua 3 tac dong ctia cac thay ddi nay trén su
rung trimg. Tuy nhién, khong thé loai trir kha ning lam giam hiéu qua thudc tranh thai. Do do,
bénh nhan nén bao cao ngay céac thay d6i vé kinh nguyét cho béc si, vi du rong kinh.
Dihydrofolat reductase:

Lamotrigin trc ché nhe dihydrofolic acid reductase, vi thé c¢6 kha ning anh hudng dén chuyén
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hoa folat trong qua trinh diéu tri 1au dai. Tuy nhién, lamotrigin khong lam thay doi nong do
hemoglobin, thé tich trung binh hdng cau, hogc ndng d6 folat té bao hong cau hodc huyét twong
sau 1 nam hoic ndng do folat t& bao hong cau sau 5 nam.

Suy thén:

Nghién ciru str dung don lidu & bénh nhan suy than giai doan cudi, nong do lamotrigin huyét
tuong khong thay d6i dang ké. Tuy nhién, c6 su gia ting qué trinh glucuronic héa; than trong
khi sir dung cho bénh nhan suy than.

Tré em:

Chua c6 dir lidu vé tac dong cta lamotrigin trén qué trinh sinh truong, phat trién gi6i tinh va
nhan thirc, cam xuc va hanh vi & tré em.

Pong kinh:

Nhu céc thube khac, ngung lamotrigin dot ngét c6 thé gy phan ung nguoc. Trur truong hop lién
quan dén sy an toan cia thudc (nhu ban da) thi phai ngumg ngay thudc.

Di ¢6 bao cao co gidt nghiém trong bao gdm tinh trang dong kinh toan thé c6 thé dan dén tidu
co van, suy da co quan va dong mau ndi mach lan toa, d6i khi din dén tir vong. Cic ca tuong tu
cung xay ra khi str dung lamotrigin.

Tan suét co gidt c6 thé ting 1én thay vi cai thién trén 1am sang. O bénh nhén bi nhiéu hon mét
loai co giat, nén danh gia lgi ich viéc kiém sodt loai co giat nay néu tinh trang cua loai co giat
khic ngay cang xau di.

Dong kinh giat rung co c6 thé ning hon khi sir dung lamotrigin.

R6i loan lréng cue:

Tré em duwdi 18 tudi: Piéu tri trAm cam 1am tang nguy co y nghi va hanh vi tu tir & tré em va
thanh thiéu nién bj rdi loan trAim cam va cdc rdi loan tam 1y khac.

Thubc ¢6 chira lactose, bénh nhén mac bénh di truyén hiém gip khong dung nap galactose, thiéu
hut Lapp lactase hoac roi loan hép thu glucose - galactose khong nén diing thudc nay.

Thubc c¢6 chira polysorbat 80 c6 thé gay di tng.

7. SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

O phu nir dang diéu tri dong kinh, khong nén ngung thude dot ngodt do ¢ thé bi phan timg nguoc
va anh hudong nghiém trong dén me va thai nhi. Nén str dung don tri ngay khi c6 thé vi st dung
nhiéu thude ¢ thé dan dén nguy co bat thudng bam sinh hon don tri.

Phu nir ¢6 thai:

Str dung liéu thap nhét ¢ hiéu qua diéu tri.

Do tic ché nhe dihydrofolic acid reductase nén c6 thé lam ting nguy co t6n thuong co tim thai
nhi. Nén str dung acid folic khi ¢6 ¥ dinh mang thai va trong thai ki.

Nong d6 lamotrigin ¢ thé giam trong thai ki, lam giam hiéu qua kiém soat co git. Sau khi sinh,
ndng d6 lamotrigin ting nhanh trd lai, c6 thé gay ra tic dung khong mong mudn. Theo déi ndng
d6 va tac dung khéng mong mudn ctia lamotrigin trude, trong va sau khi mang thai.

Phu nir cho con bu:

Lamotrigin qua duoc sita me, ndng d6 trong sita me c6 thé 1én dén 50% va c6 thé giy ra tac
dung duoc 1y & tré. Can nhic loi ich va nguy co khi sir dung cho ba me dang cho con bu.

Kha néang sinh san:

Thi nghiém trén dong vat khong cho thdy anh huéong dén qud trinh sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Vi dap tng ctia mdi nguoi voi thude chdng dong kinh khac nhau, nén khuyén bénh nhan dung
lamotrigin thong bao cho béac sy nhiing van dé gip phai khi 14i xe hodc van hanh may moc.

Chua c6 nghién ctru anh hudng cua thudc 1én kha ning lai xe hodc van hanh may moc.
Lamotrigin c6 thé gy cac tac dung khong mong mudn 1én hé than kinh nhu chéng mit va nhin
d6i nén can than trong khi dung thubc & bénh nhan lai xe hodc van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC:
Twong tac:
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Nghién ctru twong tac thude chi duge thuc hién trén nguoi 10n.

UDP-glucuronyl di duoc xac dinh 1a enzym chiu trach nhiém chuyén héa lamotrigin. Chua c6
bang chimg lamotrigin gdy cam ung hodc trc ché dang ké trén 1am sang cdc enzym chuyén héa
oxy héa thudc, va thuong khong cé twong tac giita lamotrigin va thudc chuyén héa boi enzym
cytochrom P450. Lamotrigin c¢6 thé cam tmng chuyén héa ctia chinh né nhung tac dung it va
thuong khoéng anh huong dang ké trén 1am sang.

Thudc tic ché dang ké su glucuronic héa lamotrigin: Valproat.

Thudc cam tng dang ké sy glucuronic héa lamotrigin: Phenytoin, carbamazepin, phenobarbital,
primidon, rifampicin, lopinavir/ ritonavir, phéi hop ethinyloestradiol/ levonorgestrel, atazanavir/
ritonavir.

Thudc khong wc ché hodc cam tng dang ké sy glucuronic héa lamotrigin: Oxacarbazepin,
felbamat, gabapentin, levetiracetam, pregabalin, topiramat, zonisamid, lithi, bupropion,
olanzapin, aripiprazol.

Twong tic lién quan dén cdc thuéc chong dong kinh khdc:

Valproat tic ché sy glucuronic héa lamotrigin, lam giam chuyén hoa lamotrigin va ting thoi gian
ban thai trung binh cua lamotrigin gan gap 2 lan. O bénh nhan ding chung lamotrigin va
valproat, nén dung phac dd diéu tri phu hop.

Mot s6 thude chéng dong kinh nhit dinh (nhu phenytoin, carbamazepin, phenobarbital va
primidon) cam ung cdc enzym chuyen héa thubc & gan, cam tng su glucuronic héa lamotrigin
va ting chuyén héa lamotrigin. O bénh nhin ding chung lamotrigin vo6i phenytoin,
carbamazepin, phenobarbital va primidon, nén dung phac do6 dleu tri phu hop.

D3 c6 bao céo bién ching trén h¢ than kinh trung wong bao gdm chéng mat, mat diéu héa, nhin
d6i, nhin mo va budn noén & bénh nhin ding carbamazepin sau khi ding lamotrigin. Céc bién
chtng nay thudng khoi khi giam liéu carbamazepin. Anh hudng tuwong tu cling dugc thay khi
nghién ciru dung chung lamotrigin va oxcarbazepin & nguoi tinh nguyén khoe manh, nhung
chua c6 nghién ctru giam liéu.

D3 c6 bao cao giam ndng do lamotrigin khi ding chung lamotrigin véi oxcarbazepin. Tuy nhién,
trong mot nghién ciru tién ciru, oxcarbazepin 1200 mg va lamotrigin 200 mg khong lam thay doi
chuyén héa cia nhau. Vi vdy ¢ bénh nhan ding chung oxcarbazepin va lamotrigin, phac d6 diéu
tri hd trg voi lamotrigin khong kém valproat va khong kem thudc cam tng glucuronic héa
lamotrigin nén dugc su dung.

Trong nghién ctru & ddi twong khoe manh, sir dung chung lamotrigin (100 mg x 2 1an/ ngay) va
felbamat (1200 mg x 2 1an/ ngay) trong 10 ngdy cho thdy khéng c6 anh hudng trén duoc dong
hoc cua lamotrigin.

Duya trén phan tich hdi ctru ndng d6 huyét twong & bénh nhan dung lamotrigin ciing va khong
cling v6i gabapentin, gabapentin khong 1am thay d6i d6 thanh thai biéu kién caa lamotrigin.

Kha ning twong tac giita lamotrigin va levetiracetam dwoc danh gia dya trén ndng do huyét
thanh ciia ca hai thudc trong mot thir nghiém 1am sang. Thong tin cho thay lamotrigin khong anh
huong dén duoc dong hoc cua levetiracetam va nguoc lai.

Nong d6 day huyét twong & trang thai on dinh cia lamotrigin khéng bi anh huéng khi ding
chung pregabalin (200 mg x 3 1an/ ngay). Khong co twong tac duoc dong hoc gitta lamotrigin va
pregabalin.

Dung chung lamotrigin va topiramat khong lam thay doi ndng d6 huyét twong lamotrigin.
Lamotrigin lam ting nong do topiramat 15%.

Trong nghién ctu & bénh nhan dong kinh dung chung lamotrigin (150 - 500 mg/ ngay) va
zonisamid (200 - 400 mg/ ngdy) trong 35 ngay, khong c¢6 anh huong dang ké trén duoc dong
hoc cua lamotrigin.

Mic di ¢6 su thay doi ndng do huyét twong ciia cc thude chdng dong kinh khac duoc bdo céo,
nghién ciru cho thiy khong c6 bang chimg lamotrigin anh hudng dén ndng do huyét twong khi
ding chung. Bang chimg tir thir nghiém in vitro cho thdy lamotrigin khong thay thé céc thudc
chéng dong kinh khéc khoi vi tri gan két protein.

Twong tic lién quan dén thuéc tic dpng trén tam than khdc:
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Dugc dong hoc cua lithi sau khi dung 2 g lithi gluconat khan 2 lan/ ngay trong 6 ngay khong bi
thay d6i khi ding chung véi lamotrigin 100 mg.

Liéu lap lai bupropion duong udng khong anh huéng dang ké dén duoc dong hoc ctia lamotrigin
lidu don va chi 1am ting nhe AUC ctia lamotrigin glucuronid.

Trong mot nghién ctru ¢ nguoi 16n khoe manh, olanzapin 15 mg lam giam AUC va Cnax cua
lamotrigin twong tng trung binh 24% va 20%. Anh huéng nay thuong khong cé ¥ nghia 1am
sang. Lamotrigin 200 mg khong anh huong dugce dong hoc olanzapin.

Liéu 1ap lai lamotrigin 400 mg dudng udng khong anh huong dang ké trén 1am sang dén dugc
dong hoc cua lidu don risperidon 2 mg.

Trong nghién ctru & bénh nhén rdi loan ludng cuc dung lamotrigin (100 - 400 mg/ ngay), heu
aripiprazol dugc tang tir 10 mg/ ngay 1én lidu muyc tiéu 30 mg/ ngay trong vong 7 ngly va tiép
tuc ding 1 1dn/ ngay trong 7 ngly tiép theo. Cmax vd AUC clia lamotrigin giam trung binh
khoang 10%. Anh huéng nay thuong khong gy hau qua 1am sang.

Thtr nghiém in vitro cho thay sy hinh thanh chit chuyén héa chinh ctia lamotrigin, 2-N-
glucuronic, bi ¢ ché tbi thiéu khi ding chung véi amitriptylin, bupropion, clonazepam,
haloperidol hodc lorazepam. Nhiing thir nghiém nay ciing cho thidy sy chuyén héa cia
lamotrigin thudng khong bi wc ché bai clozapin, fluoxetin, phenelzin, risperidon, sertralin hozc
trazodon. Thém vao d6, nghién ctru chuyén héa cua bufuralol sir dung vi lap thé gan ngudi cho
thdy lamotrigin khong Iam giam d¢ thanh thai cua thudc chuyén héa chii yéu boi CYP2D6.
Twong tic lién quan dén thuoc tranh thai hormon:

Anh hudng ciia thude tranh thdi hormon 1én dwoc déng hoc lamotrigin:

Trong thir nghiém st dung phdi hop thudc tranh thai duong ubng ethinylestradiol/
levonorgestrel 30 pg/ 150 pg, d6 thanh thai ciia lamotrigin ting khoang 2 1an khi ding chung,
gdy giam AUC va Cpax twong mg trung binh 52% va 39%. Nong d6 huyét thanh lamotrigin
tang trong giai doan khong su dung thuoc tranh thai, véi nong d6 cao gap khoang 2 lan so véi
nong do khi diéu tri phéi hop. Khong can phai hiéu chinh huéng dan tang liéu khuyén cdo cho
lamotrigin dya trén viéc st dung thudc tranh thai hormon, nhung liéu duy tri lamotrigin can
duoc ting 1én hodc giam xudng trong hau hét truong hop khoi dau hodc nging sir dung thudce
tranh thai duong udng.

Anh huong cia lamotrigin lén dwoc dong hoc thudc trdanh thai hormon:

Trong mdt nghién ctru, liéu ¢ trang thii 6n dinh lamotrigin 300 mg khong anh huéng dén duoc
dong hoc cua thanh phan ethinylestradiol cua thudc tranh thai duong uéng. C6 su ting nhe do
thanh thai cua thanh phan levonorgestrel, gdy giam AUC va Ciax levonorgestrel twong tmg 19%
va 12%. Kiém tra ndng do huyet thanh cua FSH, LH va estradiol cho thay giam tic dung uc ché
hormon budng tring ¢ mot s6 phu nit, mac du kiém tra ndng do progesteron huyét thanh cho
thdy khong c6 bang ching hormon cua sy rung trimg. Anh huong cua sy ting nhe do thanh thai
levonorgestrel, va thay doi ndng d6 huyét thanh FSH va LH 1én su rung trimg con chua rd. Anh
huong cua lamotrigin liéu khong phai 300 mg/ ngay chwa duoc nghién ctru va chua co nghién
ctru véi cdc thudce tranh thai hormon khéc.

Twong tdc lién quan dén cdc thuoc khdc:

Rifampicin tdng do thanh thai ctia lamotrigin va giam thoi gian ban thai lamotrigin do cam Ung
cic enzym gan chiu trach nhiém cho qué trinh glucuronic héa. O bénh nhan dung phdi hop
rifampicin va lamotrigin, nén dung phac d6 diéu tri phit hop.

Lopinavir/ ritonavir 1am giam nong d6 huyét twong lamotrigin con mot nira, do cam tng sy
glucuronic hoéa. O bénh nhan dung phéi hop lopinavir/ ritonavir va lamotrigin, nén dung phac dd
diéu trji phi hop.

Atazanavir/ ritonavir (300 mg/ 100 mg) diing trong 9 ngay lam giam AUC huyét tuong va Cpax
lamotrigin (liu don 100 mg) twong tng trung binh 32% va 6%. O bénh nhan ding phdi hop
atazanavir/ ritonavir va lamotrigin, nén dung phac d6 diéu tri phix hop.

Thong tin danh gia in vitro cho thdy lamotrigin 12 mot chét tc ché OCT 2 & ndng d6 c6 tac dung
lam sang, nhung chét chuyén héa N(2)-glucuronic khdng c6 tinh chit nay. Sir dung chung
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lamotrigin v&i cdc thudc thai trir qua than, 1a chat nén ctia OCT 2 (nhu metformin, gabapentin va
vareniclin), c6 thé gdy ting ndng d6 huyét trong cia nhitng thudc nay.

Chua 16 nhiing tuong tac nay c6 anh hudng trén 1dm sang hay khong nhung nén can than & bénh
nhan ding chung lamotrigin véi nhitng thudc nay.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khong mong muén phén theo tin suét va hé co quan:

Rat thirong gép, ADR > 1/10

Than kinh: Nhtc dau.

Da va m6 dudi da: Phét ban da.

Thuong gap, 1/100 <ADR <1/10

Tam than: Hung hing, kho chiu.

Than kinh: Budn ngii, chéng mit, run, mét ngu, kich dong.

Tiéu héa: Budn ndn, non, ti€u chay, khé miéng.

Co xuong va mo lién két: Pau khép.

Toan than va duong st dung: Mét moi, dau, dau lung.

It gap, 1/1.000 <ADR <1/100

Than kinh: M4t diéu hoa.

Thi giac: Nhin doi, nhin mo.

Da va m6 dudi da: Rung téc.

Hiém gap, 1/10.000 < ADR <1/1.000

Than kinh: Rung giat nhan ciu, viém mang nio vo triing.

Thi gidc: Viém két mac.

Da va m6 dudi da: Hoi chiing Stevens-Johnson.

Rat hiém gdp, ADR <1/10.000

Mau va h¢ bach huyet Bat thuong huyet hoc bao gom giam bach cau trung tinh, giam bach cau,
thiéu m4u, giam tiéu cau, giam toan thé huyet ciu, thiéu mau bat san, mat bach cau hat.

Mién dich: Hoi chimg qua man (bao goém triéu chimg nhu sdt, sung hach bach huyét, phit mat,
bat thuong vé mau va gan, déng mau rai réc long mach, suy da ndi tang).

Tam than: Ld 13n, 4o gidc, giat co.

Than kinh: Pimg khong vimng, rdi loan van dong, lam nang thém bénh Parkinson, anh huong
ngoai thap, chirmg mua giat mda von, ting tan suat dong kinh.

Gan - mat: Suy gan, rdi loan chic nang gan, chi s6 xét nghiém chire ning gan ting.

Da va mé duéi da: Hoai tir biéu bi nhiém doc, phan tng da do thudc kém ting bach cau i toan
va triéu ching toan than.

Co xuong va mo lién két: Phan tmg gidng lupus.

Chura ré tdn sudt

Mau va hé bach huyét: Sung hach bach huyét.

Tam than: Ac mong.

Thuéc c6 thé gay ra cdc tac dung khong mong muon khdc, khuyén bénh nhdn théng bdo cdc tic
dung khong mong muén gdp phai khi ding thudc.

11. QUA LIEU VA CACH XU TRI:

Triéu chung:

ba c6 bao cao qua lidu cap tinh Ién dén 10 - 20 1an liéu diéu trj tdi da, c6 trudng hop tir vong.
Triéu ching bao gém cir dong mét khong kiém soat, that diéu, khong tinh tao, dong kinh con
16n, hon mé. Kéo dai khoang QRS ciing ¢6 thé duge ghi nhin & cac bénh nhan sir dung qua lidu.
Kéo dai QRS trén 100 mili gidy c6 thé do nhidm ddc nghiém trong.

Xur tri:
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Diéu trj hd tro thich hop khi qua liéu. Dung than hoat dé giam héap thu thudc tir dudng tiéu hoa.
Khéng c6 kinh nghi¢m tham phén mau trong diu tri qua licu lamotrigin. O 6 nguoi tinh nguyén
suy than, 20% lamotrigin dugc loc ra khoi co thé sau 4 gio tham phan mau.

12. PAC TINH DUQC LUC HOC:

Nhém dugec Iy: Thubc chong dong kinh. Ma ATC: NO3AX09.

Lamotrigin la thude chong co giat thong qua co ché chen kénh natri. Thubc ngan chan su dan
truyén noron va trc ché sy giai phong glutamat (chat dan truyén than kinh giir vai tro quyét dinh
trong khoi phéat con dong kinh).

Co ché vi sao lamotrigin c6 tac dung trong réi loan ludng cuc chwa dugc biét rd.

13. PAC TINH DUQC PONG HOQC:

Hap thu:

Lamotrigin hap thu nhanh va hoan toan tir rudt va khong bi hiéu img vuot qua lan ddu. Nong do
dinh trong huyét twong dat dugc 2,5 gio sau khi udng thudc. Thoi gian dat nong d6 dinh c6 thé
kéo dai do anh huéng cua thirc in nhung luong hap thu khéng bi anh hudng.

Phan bé:

Gan két v6i protein huyét tuong khoang 55%; rat hiém gap truong hop gy doc tinh khi thude bi
day ra khoi protein huyét tuong. Thé tich phan b6 0,92 - 1,22 L/ kg.

Chuyén héa:

Enzym chiu trach nhiém chuyen héa lamotrigin 1a UDP-glucuronyl transferase. Lamotrigin cam
ing chuyén hoa cta chinh né dén mét mirc do nao do phu thudc vao lidu. Tuy nhién, khong c6
bang chtng nao cho thiy lamotrigin gay anh huéng dén duoc dong cia thude khac va tai lidu
cho thdy gan nhu khong c6 twong tac ndo xay ra giira lamotrigin va cac thuéc chuyén héa qua
enzym cytochrom P450.

Thai troe:

Do thanh thai huyét twong biéu kién ¢ ngudi binh thuong 1a 30 mL/ phit. Lamotrigin duoc dao
thai dudi dang chat chuyén hoa lién hop glucuronic trong nudc tiéu. Dudi 10% duoc dao thai
du6i dang khong doi trong nude tiéu. Chi khoang 2% lamotrigin dugce dio thai qua phan. Do
thanh thai va thoi gian ban thai ctia thudc khong phu thude vao lidu. Thoi gian ban thai biéu kién
ctia thude duoc ude tinh khoang 33 gid (tir 14 dén 103 gid). Thoi gian ban thai ctia lamotrigin bi
anh huong nhiéu boi cac thude st dung chung.

14. QUY CACH PONG GOI:
KAUSKAS-50: Hop 3 vi x 10 vién.
KAUSKAS-100: Hop 3 vi x 10 vién.
KAUSKAS-200: Hop 3 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
_ THUOC:
Pieu kién bao quan: Noi kho rdo, tranh anh sang, nhi¢t do khong qua 30°C.

Han dung ciia thudc: 36 thang ké tir ngay san xuat.

Tiéu chuin chét lwong cia thudce: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU
(DAVIPHARM)
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