THUGC NAY CHi DUNG THEO BON THUGC - BOC KY HUGNG DAN SG DUNG TRUOC KHI DUNG - BE XA TAM TAY TRE EM
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~ CARBAMAZ

TEN THUGC: Carbamaz

THANH PHAN: Cho 1 vién nén bac phim
Thanh phan hoat ché

Oxcarbazepin ...
Thanh phan ta dac ]

Sodium starch glycolate, microarystalline cellulose 102, povidon K30,
palyethylen glycol 6000, magnesi stearat, Aerosil, natri docusat, HPMC 615,
HPMC 506, maltadextrin, polyethylen glycol 400, talc, titan dioxyd, mau oxyd
satvang.

DANG BAO CHE: Vign nén tron bao phim, mau ving, mat matnhan, mat mat
650300, canh v3 thanh vién lanh lan.

CHI DINH i

- Oxcarbazepin duoc chi dinh diéy rj nhiing con dang kinh cyc bé (gom nhiing
dang dang kinh: Co giat cuc b dan qidn, phic tap va co giat cuc b toan thé
hod thi phat) v déng kinh toén the nguyen phat co ciing - giat run, & nuéi
én v tré em tir4 tudi trd Ién,

- Oxcarbazepin duge chi dinh nhu 13 mét thugc chéing dang kinh dau tay trang
don i liéu hodc datriligu, Oxcarbazepin c§ thé thay thé cac thudc chiing dang
kinh khac khi i liéu hign tai chua di 68 kiém sodt dang kinh,

LIEU DONG - CACH DiING

Cach dilng: Udng kém hodc khang kém bia an, N&u khé nudt, cothé bé dai
vién dé dé nudt.

Ligu diing

- Nguei 6n va nquii gia

+ Bon tri ligu: Oxcarbazepin nén dudc bat dau véi lidu 600 mg/ngay
(810 ma/kg/ngay) chia hai lén. Higu qud diéy I7i t6t duge thay & mic liu
600 - 2400 ma/ngay. Néu duc chl dinh trén lim sang, ligu o the dugc tang
theém i da 600 mg/ngay theo khoang cich hang tudn ke tif i khdi ddu diing
thuge cho dén khi dat dudc ddp dng lam sang mong mudn. Trong hodn cinh
dinh liéu dwoc kigm sodt fai bénh vign, vigc tng liu thém tai 2400 mg/ngay
€ thé thifc hién sau 48 i

+ Pa i liéw: Oxcarbazepin nén dugc bat d3u véi mét liéu 600 mg/ngay
(8- 10 mg/kg/ngay) chia hai lin. Hiéu qua diéu L t6t duac thay & mic iy
600 - 2400 mg/ngay. Néu dugc chi dinh trén l3m sang, lieu cd the duge tang
thém mét lugng t61 da 600 mg/ngay thea cic khoang cich hang tuan ké tir lic
khdi dau ding thusc cho dén khi dat duoc dap iing lam sang mong muon.
Ligu hang ngay trén 2400 ma/ngdy duia dugc nghign cliu mat cich he thding
trén cac nghién ciu |am sang, €8 ratit kinh nghiém vdi liéu tdi 4200 ma/ngay.

300 mg

’

-Tréem 4 - 16 tudi
+ Da tif ligu, liéu khéi dau 8 - 10 mo/ka/ngay chia hai Ian, khing qua
600 mg/ngay. Lieu muc tidu nén dat dugc sau 2 tudn va phu thudc vao

can nang nhu sau
20-29kg 900 mg/ngay

29,1-39kg | 1200 mag/ngay
1800 mg/ngay

+Trong don tr iéy, oxcarbazepin nén duigc khdi déu vai liéu 8 - 10 mg/kg/ngay
chia hai lan,

Liéu c6 thé tang § ma/kg/ngy méi 3 ngay dén khi dat duoc liéu khuyén cio
hang ngay theo khdi lugng can nang nhu sau

20kg | 600-900 mg/ngay
25kg | 900-1200 mo/ngay

g [ 0 tongngy |

-Beénh nhan suy gan: Khong cén digu chinh liéu dgi vai bénh nhén suy gan nhe
va vifa. Oxcarbazepin chua dugc nghign cifu trén bénh nhan Suy gan nang.
~Benhnhan suy than: D véi bénh nhin suy ehiicnang thin (g thanh thai creatinin
dudi 30 mU/phiit), oxcarbazepin nén dutc khdi déu vdi iéu bang nia fiéy thudng
diing (300 mg/naay) va téing dn lidu a8 duge dap ifng Iam sang mong mudin.
CHGNG CHi DINH

Qud man véi cic thanh phén cia thusc

CANH BAo VA THAN TRONG KHI DUNG THUGC

- Bénh nhén i tiing ¢6 phan ting qua man véi carbamazepin nén dugcthing
bio trudc réng khodng 25 - 30 % 55 bénh nhan nay cé thé man cim véi
oxcarbazepin. Phan ing qua man cé theé xdy ra trén bénh nhan khéng cé tign
st di ing vdi carhamazepin. Néng 0 natri huyét tvong duei 125 mmol/L,
thting khdng phéi trigu chiing bénh 1§ va khang cin phdi digu chinh lidy
thudc, duac quan sit thiy trén 2,7 % sg bénh nhan duge diéu tri bing
oxcatbazepin. Kinh nghiém qua cic thit nghiém Iam sang cho thiy ndng @6
natri huyét tuong sé trd vé binh thuting khi giam liéu hodc ngimg ding
oxcarbazepin haac khi bénh nhén dvoe diéu tri bdo tn (vi du: Luang dich vao
<o thé dugc gidi han). Trén nhiing b&nh nhin ¢ c6 tinh trang bénh I than i
kem nhu ndng 6@ natri thip hosc bénh nhan dang duoe digu 11 v edc thudc
fam gidm ndng d natri (vi dy: Thudc Igi tiéu, thude kem véi viéc tiet ADH
khdng thich hap), nén do nng dg natri huyét thanh trirdc khi bit diu tri liéu,

0kg 1200~ 1800 mg/ngay
55kg | 1200- 1300 ma/ngay
60 kg 1200-2100 mg/ngay
1200- 2100 mg/ngay
1500~ 2100 mg/ngay

-Bénh nhan nird da tudi sinh con nén dugc cdnh bao ring viéc diing dong thi
oxcarbazepin v cic thudc tranh thai hormon cd thé fam loi thudc tranh thai
nay gidm hiéu qua (xem lugng tac thudc). Nhitng hinh thifc tranh thai khéng
horman dude khuyén cao khi diing oxcarbazepin.

= Su than trong nén duac thuc hign néy ding rugu ket hop vdi ligu phdp
oxearbazepin do 6 khd néng lam tang tac dung an than,

- Ciing gidng nhu tat c cac thusic chéng dang kinh, oxcarbazepin khi ngling
st dung nén dugt giam liéu tir tir 4é gidm t6i thiéu kha nang tang tan suit con
dong kinh.

SU DUNG THUGC CHO PHY NI €6 THATVA CHO CON B

Phu nif ¢6 thai: Hign nay chua c nhifng nghién ciu s ching day di 88
dénh gia vé tinh an toan clia oxcarbazepin trong thsi ky thal nghén. Néy phu
nif dang diing axcarbazepin phat hién cg thai hodc néu cin thiét phai bit dau
diéu tri biing oxcarbazepin trang khi dang cd thai, thi lgi ich cla viéc diing
thudc phai duge can nhiac mit cich thén trong véi nguy co tiém an ¢6 thé e
1a dai vdi viec hinh thanh thai, Oxcarbazepin va san pham chuyén héa c6 hoat
tinh cila né (dan xuat 1 O-menohydroxy (MHD)) qua duc nhau thai,

Phu ni cho con bi: Oxcarbazepin va MHD dudc bai fiét qua sira me. Nhiing tac
dung do oxcarbazepin trén tré sa sinh theo con dutig nay chua dugc 16, Vi thé
ngiing diing thudc khi dang cho con bi hojc ngling cho con bii khi diing thudc.
ANH HUGNG COA THUGC LEN KHA MANG LT XE VA VAN HANH MiY Mdc
Oxcarbazepin cd thé gay chang mat va budn ngd. Do dé khang nén I3 xe hodc
van hanh may mac, lam vigc trén cao cho dén ki xdc dinh mifc dd an toan cho
nhiing hanh déng nay,

TUONG TAC, TUONG KY CUIA THUGC

-Cicnghién ciiu i vitro va in vivo da cho thdy oxcarbazepin it c6 kha nang gay
ra cde tuong tacthudc. Oxcarbazepin dtge danh gid & cac microsom gan nguii
dé xécdinh khd nang cia thudc itc ché cic enzym cytachrom P450 chinh chiu
tréch nhiém 46i véi viéc chuyén héa cic thudc khic. Ket qud cho thay
oxcarbazepin v sin pham chuy&n héa cé hoat tinh dugc l cira thudic (MHD) it
€6 hoac khang 6 khd nang hoat diing nhu I3 cac chdt e che ddi vai hau hét
dc enzym cytochrom P450 ngudi da dugc danh gia (CYP1AZ, CYP246,
CYP2(9, CYP2D6, CYP2E, CYP4AY v CYPAT 1), trlr CYP2C19, Vi vay, tuong tac
thudic cd thé xdy ra khi ding ddng thai liéu cao oxcarbazepin vai cic thuge
duge chuyén hda bidi CYP2C19 (vi du: Phenobarbital, phenytoin).

= n vitro, nong a6 UBP-glucuronyl transferase ting cho théy su cim (ing ciia
enzym nay. C6 sy ting 22 % ddi vai MHD va 47 % of véi oxcarbazepin dugc
quan sal thay. Vi MHD chi |3 mét cht yéu géy cim (ing UDP-glucuronyl
transferase, nén nd khang o kha nang cd téc dung lén cic thude duoc dao thai
chil yéu nhd sukét hop qua cac UDP-glucuronyl transferase (vi du: Acid valproic,
lamatrigin).




- Ngoai ra, oxcarbazepin va MHD con gay cdm (g mat tiéu nhém cytochrom
P4503A (CYP3A4 va CYP3AS) chiu trach nhigm trong vige chuyén hoa cicchdt
déi khang dihydropyridin calcium va cic thudc tranh thal dudng udng, dan
dén két qua [amgiam néng 63 huyét tuang clia nhiing thudc nay.
_ Dot Ié gan protein huyét tuong cla MHD thap (40 %), nhiing tudng tac
quan trong irén [4m sang véi cic thudc khac qua viec canh tranh vi tri gan két
protein khing c6 khd nang xdy ra.

- Nhiing chit gay cdm Ung manh cic enzym cytochrom P450 (vi du:
Carbamazepin, phenytoin va phenabarbital) dugc théy lam gidm néng do
huyét tuang ciia MDH (29 -40 %).
- Cic thudc tranh thai hormon: Oxcarbazepin duge thiy 1a @ téc dung 66i véi
hal thanh phan, ethinylestradiol (EE) va levanorgestrel (LNG), trong mot
thudc trénh thal. Cac gid trf trung binh AUC ciia EE va LNG bf giam 48 - 52 %.
Nhitng nghién cifu véi cac thudc trénh thai dudng utng hodc cy khac chua
duoc tién hanh. Vi vay, viéc diing dong thei oxcarbazepin véi cac thuac franh
thai hormon ¢ thé [am nhiing thudc tranh thai nay giam higu luc (xem Cnh
bio va than trong khi diing thubc).
- Céc thubc d6i khang calei: Sau khi ding ddng thi nhiéu lan vdi
oxcarbazepin, cac gid tri AUC clia felodipin b gidm 28 %. Tuy nhién, ndng do
huyét tugng van gitt & mdc dugc Khuyén cdo cho didu tri. Mt khdc, verapamil
[3m gim 20 % nong 44 huyét tuang cla MHD. Sy giam néng dé huyét Wwong
nay ciia MHD khang dugc xem la cd lin quan vé lam sang.

- Cic tuong téc thudc khic: Gmetidin, erythromycin va dextroproxyphen
khéng anh huéing tdi dugc dong hoc ciia MHD, can viloxazin chi géy nhiing
thay dti nho dai vi nang d huyét tuong clia MHD (khoang 10 % cao hon néu
diing déna thi nhiéu 13n). Nhing ket qua véi warfarin cho thay khéng c6
chiing ¢ nio vé tudng téc thudc khi diing déing thai mat 1an hodc nhiéu lan
véi oxcarbazepin.

TAC DUNG KHONG MONG MUGN CUA THUGC

Céc tac dung khéng mong mudn sau day dugc liét ké theo he ca quan
va theo tan suit, quy udc nhu sau: Rat thudng gdp (ADR = 1/10),
dhufing g3p (1100 < ADR < 1/10),itgap {1/1000 < ADR < 1/100), hém g3p
(1/10000 < ADR < 1/1000) va r&t hiém gap (ADR < 1/10000), khing biét
(khing thé uc tinh tir diliéu sén o).

Trén céc thil nghiém 1am sang, cdc phén tfng c6 hai clia oxcarbazepin thuding
nhe va thoang qua, chil yéu xay ra lic bat dau diéu td.

-Toan than

-+ Rét thuting gap: Mét moi.

+ Thuging gap: Suy nhuge.

+ Rat hiém gap: Phi mach, nhiing rdiloan vé man cam da co quan (dactrung
hidi cic tridu chitng nhu phat ban, sat, bénh 1y hé bach huyet, cac xét nghiém
chifc nang gan bt thuting, tang bach cau ua eosin, dau khdp).

- Hé thn kinh trung vang

+ Rét thurding gap: Chong mat, dau dau va budn nga.

+ Thuting gap: Ban chén, hay quén, thi o, mat diéu hoa, mat tap trung, lan
lan, trm c3m, bién dai tinh cam (vi du: NGng nay), gidt nhan cau, run rdy.

- Ha tim mach

Rt hiém gap: Loan nhip (vf du: Block nhi that).

- Hé tiéu hda

+ Rat thutging gap: Budn nén, non.

+ Thuing gap: Tao bién, tiéu chay, dau bung.
~Huyét hoc

+KKhéng thudng gap: Giam sd lugng bach cau.

+ Rt higm g3p: Gidm tiéu cau.

-Gan

+Khéng thitng gap: Tang men gan nhu transaminase va/hogc phosphatase kigm.
+ Rat hiém gap: Viém gan.

- Nhiing rdi loan vé chuyén héa va dinh dutng

+Thung gap: Ha natrl huyét.

4 Rat hiém gap: Ha natri huyét kem theo cic ddu higu va triéu chiing nhu cic
con dang kinh, 13 16n, mat tinh to, bénh 1f ndo (xem thém phén hé than
kinh trung udng vé tac dung khong meng muén), réi loan thi gidc (vi du: Nhin
m), ndn, budn non.

- Davamd dudida

+Thutmg gap: Tring ca, hidi, phat ban.

+ it gap: May day.

+ Rét higm gap: Hoi chiing Stevens-Johnson, Lupus ban dd hé thong.

- Gidcguan

-+ Rét thuding gap: Nhin di.

+ Thutting gip: Hoa mét, nhiing rdi loan bat thubmg thi gidc (vi du: Nhin md).
Théng bdo ngay cho Bdc s hodic DugesTnkiing phdn ting ¢ hgi gdp phdi
kehi sif dung thudc
QUA LYEU VA CACH XU TRT
Triéu chiing
Mat s6 truéng hop ca bigt vé qua Jiéu da duoc bdo co, Lidu toi da da duoc
diing 12 khodng 24000 mg. Cac triéu chiing qué liéu gdm budn ngd, chang
mit, budn ndn, ndn, tang dong, ha natri huyét, mat diéu hoa, gidt nhan ciu,
i i
Tat ca bénh nhan déu dufgc phuc hdi bang diéu tri triéu chiing. Khang cd thudc gidi
doc dac hieu. Vigc diéu tr trigu ching va 6 trg nén dugc tién hanh thich hop. Viec
Joai b thudc biing rifa da day vé/hoac hép phu hing than hoat nén dugc xem xét.
DUGCLYC HOC
Nhém diéu tri: Thudic chéng co giat, khang dang kinh
M ATC: NO3AFD2
Oxcarhazepin fa thudc chang co giat. Hoat tinh dugchoc clia oxcarbazepin chit
yéu dugc phat huy qua san pham chuyén ha la dan xudt 10-monohydroxy
cila oxcarhazepin (MHD). Co ché téc dong chinh xdc clia oxcarbazepin va MHD
chua dsac hiéu bigt mat cich chi tiét, tuy nhién trong nhiing nghién cliu dién
sinh 1 hoc in vitro cho théy ching phong bé kénh natri nhay cm dién the
trong nao, do dé [am dn dinh mang t€ bao than kinh b tang hung phan, tc
ché st phong dién 13p lai & té bao than kinh va gidm bat sy lan tda cia cic
ung dong synap than kin.

DUJCDONG HOC

- Hap thu: Sau khi ugng, oxcarbazepin dugc hap thu hoan toanva duge chuyén
héa phan ldn thanh san pham chuyén hda o hoat tinh (MHD).

Thii gian dat néng do dirih trong huyét tiong 13 gy = 4,5 gi0 sau khi
ding thudc.

Thitc 3n khing dnh hugng dén t [& va kha nang hip thu ciia oxcarbazepin, do
6 c6 thé diing kem hodc khang ding kém thic an.

~ Phan bé: Thé tich phan b cita MHD 12 49 lit. Khodng 40 % MHD gan véi
protein huyét twang, chit yéu 1a gan vdi albumin. Sif gan k&t nay khang phu
thugc viao nang d huyét tiong trong pham vi lién guan dén viec diéu tri.
Oxcarbazepin va MHD khéng gan ket vdi alpha 1-add glycoprotein.

- Chuyén hoa: Oxcarbazepin nhanh chong dugc cac enzym cytosolic & gan
chuyén héa thanh MHD, chat nay chiu tac dung chinh déi véi cdc tac dung
dugc Iuc hoc cia oxcarbazepin. MHD tiép fuc dugc chuyén hda bdi si lien hop
véi acid glucuronic. Mt lugng nhé (4 % liéu ding) duac chuyén héa thanh
dang khong c6 hozt tinh (dan xust 10, 11-dibydroxy (DHDY).

~Thai trif: Oxcarbazepin dugc thai trir khdi ca thé chi yéu & dang cicsan pham
chuyén hoa dugc bai tiét phan ldn qua than. Hon 95 % liéu diing thai ra nudc
tiiy, trong dd dudi 1 % & dang oxcarbazepin khong d6i. Lugng bai tiet qua
phan chiém dudi 4 % liéu diing, khodng 80 % Jiéu dugc bai tiét qua nucc tiéu
duiti dang nhu MHD két hap glucuronic (43 %) hodcla MHD khang dai (27 %),
con lugng DHD khng cd hoat tinh chigm khong 3 % va céc chat két hap ciia
oxcarbazepin chiém 13 % liéu diing. Oxcarbazepin nhanh chong dugc loai trif
khéi huyét tuang véi théi gian ban thai khodng 1,3 - 3 gio. Trai lai, théi gian
ban thai cia MHD 12 9,3 £ 1,8 gid.

DU HIED LU ¥ VA KHUYEN CAO KHI DUNG THUGC

- Khong ding thudc qué han ghi trén hap, hodc khi co nghi ng@ vé chit
Ivang thudc,

- Doc ki husng din st dung trudc khi ding. Mugn biét thém thang tin vé
thudc, xin hay hi § kién clia Bac sThodc DucsT.

QUY CACH DONG G01: Thudc ép trong vi Alu/PVC, vi 10vién, hgp 51, cd kem
theo & hudng dan st dung.

pIEU KIEN BAQ QUAN: Mol kh thodng, tranh nh sing, nhigk dg éudi 30 °C.
HAN DUING: 36 thing ké tif ngay sén xuit.

TIEW CHUAN CHAT LUONG: TCCS.

Ngay xem xét sifa 431, cap nhit ndi dung huéng dan sif dung thudc:
20/07/2023

Ca'sérsmxudt
CONG TY CO PHAN DUOC DANAPHA
253 Diing i Thanh Khé, P. Thanh Khé Tay, 0. Thanh Khé, TP Da Nang, Viet Nam
Tel: 0236.3760130/0236.3760131  Fax: 0236.3760127
Email: info@danapha.com
Vi phén phdi trén todn quéc



