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Rx
Thudc nay chi ding theo don thugc

Docky huéng dan sir dung truéc khi diing
DE thudc xa tam tay tré em

THANH PHAN-HAM LUGNG: Mdi vién nén chiia
Thanh phan hoat chat:
Phenobarbital
Thanh phan t4 duoc:
Lactose monohydrat, tinh b6t san, mau Patent blue, povidon
K30, magnesi stearat, Aerosil
DANG BAO CHE: Vién nén hinh théi dai, miu xanh lo, mat mit
€0 vach ngang, mdt mét nhan, canh va thanh vién lanh Iari. '
CHi DINH
Diéu tri dong kinh & ngudi 16n va tré em, dung don tri liéu hodc
phéi hop v6i thudc diéu tri dong kinh khac.
- Con ddng kinh toan thé: Con co giat, con co ciing, con co
cling - co giat.
- Con dong kinh cuc bg: Con dong kinh cuc bé ¢6 hoic khéng
6 kém con cuc bé toan thé héa thi phat.
LIEU DUNG - CACH DUNG
Cach dung: Diing duéng uéng. Hiéu qua diéu tri cla thudc chi
6 thé danh gia sau 15 ngay diéu tri.
Liéu diing: Duing theo su huéng dan clia Bac sihodc liéu trung binh
*Tré em (tuy theo trong lugng):
- Dui 20 kg: 5 mg/kg/ngay, chia 1 hodc 2 Ian. :
-Tr 20 dén 30 kg: 3 dén 4 mg/kg/ngay, chia 1 hodc 2 lan.
-Trén 30 kg: 2 dén 3 mg/kg/ngay, chia 1 hodc 2 lan.
DGi voi tré dudi 6 tudi, nén nghién vién thudc va tron véi thic
an trudc khi dung.
* Ngudi I6n: 2 - 3 mg/kg/ngay, 1 lan/ngay khi di ngu.
CHONG CHi DINH
- Qua man vdi phenobarbital, cic barbiturat khac hoac bat ky
thanh phan nao ctia thuéc. :
- Ngudi bénh suy ho hap nang, c6 khé thé hodc tac nghén.
- Ngudi bénh r6i loan chuyén héa porphyrin.
- Suy gan nang hodc suy than nang.
- Dang diéu tri bang cobicistat, rilpivirin, telaprevir, acid cholic,
ifosfamid, daclatasvir, delamanid, dasabuvir, ombitasvir-paritaprevir,
ledipasvir hoac voriconazol.
- S dung két hop vdi St. John's wort,
CANH BAO VA THAN TRONG KHI DUNG THUOC
-Khéng ngiing thudc dot ngot vi 6 thé gay ra dong kinh lién tuc.
- Phai duing thuéc déu dan hang ngay
+ O ngudi 16n: Sau 6 thang diéu tri, néu khong con dong kinh
méi dugc ha liéu, sau 2 nam néu khong con dong kinh mdi duoc
ngling thu6c.
+ 0 tré em: Sau 3 théng khdng con can dong kinh méi dugc ha
liéu va ngling thudc.

10mg

- Gidm liéu 461 vdi ngudi bi sy gan, than, nguds g3, nguei nghién ruou,
- Cdm udng rugu va cac loai nu6c giai khat c6 alcohol trong thai
giandungthuéc.,

-G tré nhd can dung thém vitamin D, phong coi xuong,

- G tré 50 sinh, néu ngudi me c6 diing thudc nay, tré s& bi hoi
chiing chdy mau trong 24 gid sau khi tré sinh ra, Ngudi me cin
udng dy phong vitamin K trong vong mét thang truéc khi sinh
va cho tré dung ltic méi sinh ra,

-Tranh duing thudc nay neu dang cho con ba.

- Hanh vi ty tir da dugc bdo céo & nhiing bénh nhan diing thudc
chdng dong kinh, Vi vy Can sit dung than trong & nhitng bénh
nhan c6 diu hiéu hanh vitu ti.

- Hoi chiing Stevens-Johnson va hoai tif biéu bi nhiém doc (TEN) da
duoc bao cao & nhiing bénh nhén stt dung phenobarbital. Nguy ca
xuét hién cao nhét trong nhing tudn dau diéu tri. Néu c6 bt ky
triéu chiing nao ctia hdi chiing Stevens-Johnson hay TEN (nhu
ban da tién trién véi bong rép va ton thuong niém mac), can
ngung diéu tri bing phenobarbital ngay va khong bao gié dugc
strdung lai.

-Thudc c6 chiia lactose, Vi vdy néu bénh nhén ¢6 van dé di truyén
hiém gap nhu khéng dung nap galactose, thiéu hut lactase hodc
kém hép thu glucose-galactose thi khong nén sirdung.

SU' DUNG THUGC G PHU NU' CO THAI VA CHO CON BU

- Phu nir ¢6 thai: Phenobarbital qua nhau thai. Céc ba me ducgc
diéu tri bang phenobarbital c6 nquy ca sinh con bi di tat bdm
sinh cao gap 2 - 3 1dn so véi binh thutng. Diing phenobarbital &
ngudi mang thai dé diéu tri dong kinh c6 nguy co gay nhiéu di
tat bam sinh cho thai nhi (xuit huyét sau sinh, phu thudc
thu6c). Nguy ca di tat bam sinh cang cao néu thudc van duoc
dung ma khong cat dugc dong kinh. Trong trudng hop nay, can
nhéc gitfa lgi va hai, van phai cho tiép tuc dung thudc nhung véi
liéu thap nhét c6 thé dé kiém soét cac con dong kinh.

- Phu ni cho con bu: Phenobarbital dugc bai tiét vao sita me. Do
su dao thai thudc & tré bl me cham hon, nén thuéc c6 thé tich
tu dén muic néng do thudc trong mau tré c6 thé cao hon &
ngudi me va gdy an than cho tré. Phdi that than trong khi bat
budc phai dung phenobarbital & ngudi cho con bu.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN
HANH MAY MOC

Thudc c6 kha nang gay budn ngd, than trong khi sir dung
phenobarbital & nhiing ngudi can su tinh tdo nhu dang l4i xe,
van hanh mdy méc va lam viéc trén cao.

TUONG TAC, TUONG KY CUA THUGC

* Két hop chéng chi dinh

- Acid cholic: C6 téc dung d6i khéng véi phenobarbital.

- Cobicistat: Giam tac dung clia cobicistat vi tang chuyén héa clia
thudc nay.

- Daclatasvir, delamanid, ombitasvir-paritaprevir, rilpivirin: Gidam
néng d0 huyét tuong clia cac thuéc nay vi tang chuyén héa clia
thudc qua gan. -

- Dasabuvir: Nguy ca giam néng d6 dasabuvir trong huyét tuong.

- Ledipasvir, telaprevir: Gidm dang ké ndng dé thudc trong huyét

tuong vi tang chuyén héa ctia thuéc quagan. P,
- Voriconazol: Nguy co gidm tac dung ctia voriconazol vi tang
chuyén héa thudc qua gan.



- St. John's wort: Nguy cg gidm néng dé thudc trong huyét
tuang va hiéu qua ctia thu6c chéng dong kinh.
* Khong nén phéi hop :
- Rugu: Lam tang tac dung an than ctia phenobarbital va c6 thé
gy hau qua nguy hiém.
- Methotrexat: DOc tinh vé huyét hoc clia methotrexat tang khi
dung chung véi phenobarbital do dihydrofolat reductase bi tic
chémanh hon.
- Phenytoin: Néng do trong huyét tuang clia phenytoin thay doi
thét thudng, c6 thé xay ra cac triéu chiing ngd doc phenytoin khi
ngiing ding phenobarbital. Khi dung ddng thoi véi phenytoin,
ndng do clia phenobarbital c6 thé ting dén miic ngé doc.
*Than trong khi phéi hop
Vi phenobarbital la chat cdm ting manh cytochrom P, enzym
tham gia trong chuyén hoé clia rat nhiéu thuéc nén:
- Lam gidm néng dd va tac dung cta felodipin, nimodipin,
doxycyclin, corticoid, ciclosporin, -hydroquinidin, quinidin,
theophylin, thudc chéng déng dung dudng udng, digitoxin,
disopyramid, cac thudc chen beta... Vi véy can hiéu chinh liéu cho
phi hop.
- Lam mét téc dung ctia thudc tranh thai duding uéng, can chon
bién phap tranh thai khac.
- Nong d6 clia phenobarbital gidm khi phéi hap véi acid folic,
cac thudc chong tram cadm ba vong, cin tang liéu phenobarbital.
- Néng dd phenobarbital tang khi phéi hop véi progabid, acid
valproic.
- V6i levothyroxin: Phai ki€ém tra néng do T , T, diéu chinh liéu
levothyroxin trong va sau tri liéu bang phenobarbital cho pht hap.
- Lam tang téc dung tc ché than kinh trung uong khi phéi hop
véi cac thudc trdm cam khac, thudc khang H,, benzodiazepin,
clonidin, dan xuét cia morphin, cac thuéc an than kinh, thuéc
gidilo au.
TAC DUNG KHONG MONG MUGN CUA THUGC
* Thuoing gdp, ADR >1/100
-Toan than: Bu6n nga.
- Méu: C6 héng ciu khdng 16 trong méu ngoai vi.
-Thén kinh: Rung gi4t nhan cdu, mat diéu hoa dong tac, sg hai,
bi kich thich, I6i 1n (& ngui bénh cao tudi).
- Da: Néi mén do di ting (hay gap & ngudi bénh tré tudi).
*[tgdp, 1/1000 < ADR < 1/100
- Cd - xuong: Coi xuang, nhuyén xuong, loan dudng dau co (gdp
& tré em khoang 1 nam sau khi diéu tri), dau khap.
- Chuyén héa: Réi loan chuyén héa porphyrin.
- Da: Hgi chiing Lyell (c6 thé tifvong).
*Hiém gdp, ADR < 1/1000
- Méu: Thiéu méu héng cdu khdng 16 do thiéu hut acid folic.
- C4c phan Ung bét lgi nghiém trong trén da: Hoi ching
Stevens-Johnson va hoai tif biéu bi nhiém doc (TEN),
* Rdt hiém gdp
RGi loan tdng quat gém sét, phét ban, hach bach huyét, ting
bach ciu, téing bach cdu ua eosin, bt thuding huyét hoc.
Théng bdo ngay cho Bdc si cdc tdc dung khéng mong muén
ma ban gdp phdi khi diing thuéc.

QUA LIEU VA cACH XU TRI *
Liéu géy doc clia cac barbiturat rat dao dong, phan ting qud liéu
xay ra sau khi uéng 1 g & ngudi lon.

Triéu chiing: Budn ng, i loan tam than, mét ngu, loang xuong. 6
thé hon mé, truy mach, ngiing hé hép, ha huyét p, ha than nhiét.
Diéu trj: Phai diéy trj va theo doi ngudi bénh tai khoa cap ctiu.
Céch diéu tri chi yéu la diéu tri hé trg: Gilp cho duong thd
théng, néu can thiét thi cho thé oxy. Phuong phap diéu tri dugc
ua chudng la diing nhiéu liéu than hoat (50 g d6i véi nguoi ln,
10 - 15 g d6i véi tré dudi 5 tudi) néu lugng phenobarbital
hon 10 mg/kg can ning dugc hdp thu trong 1 gid. Trong trudng
hap ha huyét 4p nang, dopamin va dobutamin c6 thé sirdung.
CAC PACTINH DUGC LUC HOC, DUGC DONG HOC
Duocluchoc

- Phenobarbital I3 thuc chong co gidt thudc nhém barbiturat
¢6 tac dung tang cuding va/hodc bét chudc tic dung Uc ché
synap cua acid gama aminobutyric (GABA) & ndo.

- Hé thén kinh trung uong nhay cdm véi phenobarbital hon cac
mo khac. Phenobarbital ¢6 hiéu qua trong con dong kinh toan
thé va cuc bd, ngoai trir can ddng kinh vang y thic. Phenobarbital
[am téng néng d6 serotonin trong nao, Uc ché noradrenalin tai
hap thu vao synap, nén tang hiéu qua chdng co giat clia thudc.
Dugc dong hoc

- Hap thu: Thuéc uéng dugc hdp thu dé qua dudng tiéu hod
méc du khéng tan trong lipid. Nong dd dinh dat duoc sau khi
uéng 2 gio.

- Phan bé: Thuéc gén vao protein huyét tuong khoang 45 - 60 %.
Thuéc qua dugc hang rao nhau thai va phan bé vao sita me.
Thai gian ban thai & ngudi I6n khoang 75 - 120 gid nhung kéo
dai hon & tré so sinh va ngén hon & tré em, khodng 21 - 75 gid.

- Chuyén héa: Phenobarbital chuyén h6a mét phan & gan. Duoc
dong hoc clia phenobarbital khac nhau dang ké gitia cac ca thé.
- Thai trir: Khodng 25 % liéu dugc thai trlir qua nudc tiéu dui
dang khéng bién déi & pH nudc tiéu binh thudng.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Khdng nén diing thuéc qua han (c6 ghi rd trén nhan) hay khi
6 su nghi ngd vé chat lugng thudc.

- Néu can thém thong tin, hay hoi y kién Bac si hodic Dugc si.
QUY CACH DONG GOI: Hop 1 lo 100 vién, hdp 10 vi x 10 vién,
kém theo t& huéng dan st dung.

PIEU KIEN BAO QUAN

Noi kho thoang, tranh énh séng, nhiét do khong qué 30°C.

HAN DUNG: 36 théng ké tir ngay san xust.

TIEU CHUAN CHAT LUGNG: TCCS

Ngay xem xét siia dGi, cap nhat néi dung hudng dén sir dung
thudc: 27/2/2019

Co'sd san xuat
CONGTY C6 PHAN DUGC DANAPHA
253 Diing SiThanh Khé - Quan Thanh Khé - TP.Da Néng
Tel:02363760130  Fax:0236.3760127
Tu'van: 02363760131
Email: info@danapha.com
Va phan phéi trén toan quéc




