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2/ Nhan hép 1 lo 100 vién

Thanh phan: Cho 1 vién

- Phenobarbital............10 mg
-Tadugcviia d............. 1 vién
Chi dinh:

Diéu tri dong kinh & ngudi lon va tré
em, dung don tri liéu hodc phéi hop
véi thusc diéu tri dong kinh khac
Con co git. con co cung con co
ang - co giat.

- Con déng kinh cuc bé: Con dong
kinh cuc bé co hoac khéng cé kem
con cuc bé toan thé hda thirphat.

SBK:

Garnotalglo

(_Phenabarbital..........10 mg )

Chi dinh:

Piéu tri dong kinh & nguai lon
va tré em, dung don tri liéu
hodc phéi hop véi thusc diéu tri
dong kinh khac.

- Con déng kinh toan thé Con
co giat, con co aing. con co
aimg - co giat.

- Con ddng kinh cuc bé: Con
déng kinh cuc bé cé hoidc
khong co kém con cuc bo toan
thé hoa thu phat.

OE XA TAM TAY TRE EM.
BOC KY HUGNG DAN SUDUNG
TRUGC KHI DUNG.

Co s0 san xuat:
CONG TY CO PHAN DUGC DANAPHA

253D0ng Si Thanh Khé. Q Thanh Kné, TP, B Nang:

Hopllox
100 vien nen

al

M

Lieu lugng, Cach dung
Chong chi dinh va Cac
thong tin khac Xin xem ky
trong to hudng dan su dung.
Bao quan: Noi kho, thoang,
tranh anh sang. nhiét do
khong qua 30°C.

Tiéu chuan 3p dung TCCS
BE XA TAM TAY TRE EM.

BOC KY HUONG DAN SUDUNG
TRUGOC KHI DUNG.

NSX:

LSX:

HD:

Garnotaikio

Phenubarbrta!____lﬂ mg)

Thanh phan: Cho 1 vién

- Phenobarbital ____10mg
- Ta dugc vita di 1 vién
Liéu luong, Cach dung,
Chéng chi dinh va Cac thong

tin khac:

Xin xem ky trong td hudng

dan su dung.

Bao quan: Noi khd, thoang,
tranh anh sang nhiét do khong

qua 30°C.
SDK:

NSX:
LSX:
HD:

(Xin xem dudi day hop)

Co s0 san xuat:
CONG TY CO PHAN DUGC DANAPHA

253Durg SThann hé Q Thanh Mha TF DaNdng

Tiéu chudn ap dung: TCCS

Garnotalji0
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3/ Nhan vi 10 vién
@“&"? T

gatt®

HOP 10 Vi x 10 VIEN NEN

Rx - THUOC KE DON

Garnotaljio

C Phenobarbital..........10 mg)

E’ Danapha

PHARMACEUTICAL JSC

( Chi dinh 2
| Biéu tri dbng kinh & nguei Idn va tré em, ding OE XA TAM TAY TRE EM.
\ don tri ligu hodc phdi hop véi thusc diéu tri BOC KY HUGNG DAN SU DUNG
‘ déng kinh khac. TRUGOC KHI DUNG.
‘ - Con déng kinh toan thé& Con co giat, con co
‘. cing, con Co cing - co giat. NSX:
\ - Con déng kinh cuc bé: Con déng kinh cuc o

f 1 bé c6 hodc khong ¢ kém con cuc bd toan .

s thé hoa thir phat. HD:

BOX OF 10 BLISTERS X 10 TABLETS

Rx - PRESCRIPTION DRUG

Garnotal§io

(Phenobarbital...-..__..lﬂ mg)

4| Danapha

.10 mg

Garnotal 10

Phenobarbital..........

PHARMACEUTICAL SC

e Thanh phan: Cho 1 vién
/ - Phenobarbital ...
-Taduocvua di ...

Liéu luong, Cach ding, SDK

Cac thong tin khac: Tiéu chuan ap dung TCCS

Xin xem Ky trong td hudng dan s dung. |
| Bao quan: Co so san xuat L /
| Nai khé, thoang, tranh anh sang, nhiét do ““““*“ | P

khong qua 30°C. Z53Ding Si Thanh Khe. Q Thanh Khe, TP. Ba Ning | g

* thang & nam 2018
GIAM POC
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Rx

GARNOTAL 10

Thudc nay chi ding theo don thudc - Poc kj hwéng din sir dung trude khi dung -

Pé thube xa tam tay tré em

THANH PHAN-HAM LUQNG: Mdi vién nén chira

Thanh phan hoat chat:

PREMODAIDITAL .ottt et ettt e ettt e e e e e et e et : 10 mg
Thanh phén ta duge:

Lactose monohydrat, tinh bot sin, mau Patent blue, povidon K30, magnesi stearat, Aerosil
DANG BAO CHE: Vién nén hinh thoi dai, mau xanh lo, mot mat c6 vanh ngang, mot mat
nhén. Canh va thanh vién lanh lan.

CHI PINH

Pidu tri dong kinh & ngudi 16n va tré em, ding don tri liéu hodic phdi hop véi thude diéu tri
dong kinh khéc.

- Con dong kinh toan thé: Con co giét, con co cing, con co cung - co giat.

- Con dong kinh cuc bd: Con dong kinh cuc bd ¢ hoic khong c6 kem con cuc bd toan thé
hoéa thir phat. ' [
LIEU LUQNG - CACH DUNG
Cach dung: Dung duong ubng. Hiéu qua diéu tri ctia thude chi co thé da 1a sau 15 ngay

>

dicu tri.

Liéu ding: Dung theo sy huodng dan ctia Bac s hodc liéu trung binh

* Tré em (tuy theo trong lugng):

- Dudi 20 kg: 5 mg/kg/ngay, chia 1 hodc 2 lan.

- Tir 20 dén 30 ke: 3 dén 4 mg/kg/ngay, chia 1 hogc 2 lan.

- Trén 30 kg: 2 dén 3 mg/kg/ngay, chia 1 hogc 2 lan.

Déi voi tré dudi 6 tudi, nén nghién vién thude va trdn véi thirc an truéce khi ding.

* Nguoi lon: 2 - 3 mg/kg/ngay, 1 lan/ngay khi di ngu.

CHONG CHI PINH

- Qua man v&i phenobarbital, cac barbiturat khac hodc bat ky thanh phan nao cta thude.
- Ngudi bénh suy ho hip ning, c6 kho thé hogic tac nghén.

- Ngudi bénh réi loan chuyén héa porphyrin.

- Suy gan ning hodac suy thdn nang.

- Pang diéu tri bing corbicistat, rilpivirin, telaprevir, acid cholic, ifosfamid, daclatasvir,
delamanid, dasabuvir, ombitasvir-paritaprevir, ledipasvir hoac voriconazol.

- Sit dung két hop véi St. John's wort.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khong ngimg thude dot ngdt vi c6 the gdy ra dong kinh lién tyc.

- Phai dung thude déu dan hang ngay

+ O ngudi lon: Sau 6 thang didu tri, néu khong con dong kinh méi dugc ha liéu, sau 2 nam
néu khong con dong kinh méi duge ngimg thube.

+ 0 tré em: Sau 3 thang khong c6 con dong kinh méi duoc ha liéu va nglimg thude.

- Giam lidu dbi véi nguoi bi suy gan, thén, ngudi gia, ngudi nghién rugu.

- CAm ubng ruou va cac loai nudc giai khat 6 alcohol trong thoi gian dung thude.

- 0 tré nho cAn dung thém vitamin D2 phong coi xuong.

- O tré so sinh, néu ngudi me c6 dung thudc nay, tré s& bi hdi chimg chay mau trong 24 gio
tré sinh ra. Ngudi me cAn ubng dy phong vitamin K trong vong mdt thang trudgce khi sinh va
cho tré dung lic mdi sinh ra.

- Tranh dung thude nay néu dang nudi con bu.

- Hanh vi tu tir dd dugc bao cdo ¢ nhitng bénh nhan dung thudc chéng dong kinh, vi vay can
str dung than trong & nhitng bénh nhan ¢6 déu hiéu hanh vi tu tir.

- Hoi chimg Stevens-Johnson va hoai tu bidu bi do nhidm doc (TEN) da duogc bdg-cao 0

nhitng bénh nhén sit dung phenobarbital. Nguy co xuit hién cao nhat trong nhir tudn diu
(nhu ban da

didu tri. Néu c6 bat ky triéu ching nao cua hoi chimg Stevens-Johnson hay\
tién trién voi bong rop va ton thuong niém mac), cAn ngung ngay diéu tri b%ng phenobarbital
va khong bao gio duge sir dung lai. ‘

- Thube ¢6 chira lactose, vi vay néu bénh nhan c6 vén dé di truyén hiém gap nhu khong dung
nap galactose, thiéu hut lactase, hodc kém hép thu glucose-galactose thi khong nén su dung.
S0 DUNG THUOC G PHU NU' CO THAI VA CHO CON BU

- Phu nit ¢6 thai: Phenobarbital qua nhau thai. Cac ba me dugc didu tri bing phenobarbital co
nguy co sinh con bi di tat bam sinh cao gip 2 - 3 lan so voi binh thuong. Dung phenobarbital
& ngudi mang thai dé diéu tri dong kinh c6 nguy co gay nhiéu dj tt bam sinh cho thai nhi
(xuat huyét sau sinh, phu thugc thubc). Nguy co di tat bam sinh cang cao néu thude van dugc
dung ma khong cit duge dong kinh. Trong truong hop nay, can nhic gifta loi va hai, van phai
cho tiép tuc dung thubc nhung voi lidu thép nhét dén muc c6 thé dé kiém soat cac con dong
kinh.

- Phu nit cho con bu: Phenobarbital dugc bai tiét vao sira me. Do su dao thai thude & tré bu
me cham hon, nén thubc ¢6 thé tich tu dén mirc nong do thudc trong méu tré co thé cao hon ¢

nguoi me va gay an than cho tré. Phai that thén trong khi bét budc phai dung phenobarbital &

nguoi cho con bu. 4
X

Z oz \2)
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ANH HUONG CUA THUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC
Thubc ¢6 kha ning gay budn ngy, than trong khi sir dung phenobarbital & nhirng nguoi can su
tinh tao nhu dang 1ai xe, van hanh may moc va lam viéc trén cao.

TUONG TAC, TUONG KY CUA THUOC

* Két hop chéng chi dinh

- Acid cholic: C6 tac dung ddi khang véi phenobarbital.

- Cobicistat: Giam tac dung cua cobicistat vi ting chuyén hoa cua thudc nay.

- Daclatasvir, delamanid, ombitasvir-paritaprevir, rilpivirin: Giam noéng do huyét tuong cua
céc thude nay vi tang chuyén hoéa cua thude qua gan.

- Dasabuvir: Nguy co giam ndng do dasabuvir trong huyét twong.

- Ledipasvir, telaprevir: Giam dang ké nong do thudc trong huyét twong vi tang chuyén hoa
ctia thudc qua gan.

- Voriconazole: Nguy co giam tic dung cua voriconazole vi tang chuyén hoa thubc qua gan.

- St. John's Wort: Nguy co giam noéng do thude trong huyét tuong va hi¢u qua cia thube
chéng dong kinh.

* Khong nén ph(“;i hop

- Rugu: Lam tang tac dung an thin ctia phenobarbital va co thé gay hau qua nguy hiém.

- Methotrexat: Poc tinh vé huyét hoc cua methotrexat tang khi dung chung v6i phenobarbital
do dihydrofolat reductase bi trc ché manh hon.

- Phenytoin: Nong do trong huyét twong cta phenytoin thay ddi thit thuong, 6 the xay ra cac
triéu chimg ngd doc phenytoin khi ngimg dung phenobarbital. Khi dung déng thoi voi
phenytoin, ndng do ctia phenobarbital c6 thé tang dén mirc ngd doc. |

* Than trong khi phoi hop

Vi phenobarbital 1a chit cam ung manh cytochrom Paso, enzym tham gia trong chuyén hoa
ciia rit nhidu thube nén:

- Lam giam ndng do va tac dung cua felodipin, nimodipin, doxycyclin, corticoid, ciclosporin,
hydroquinidin, quinidin, theophyllin, thubc chéng déng dung dudng udng, digitoxin,
disopyramid, cac thudc chen beta ... vi vay can hiéu chinh lidu cho ph hop.

- Lam mét tac dung cua thudc tranh thai theo dudng uéng, can chon bién phap tranh thai
khac.

- Nong d6 cta phenobarbital giam khi phdi hop voi acid folic, cac thudc chéng trim cam ba
vong, can tang liéu phenobarbital.

- Nong 6 phenobarbital ting khi phéi hop vai progabid, acid valproic.

- Vi levothyroxin: Phai kiém tra nong d6 Ts, T4, didu chinh liéu levothyroxin trong va sau
tri liéu bang phenobarbital cho phu hop.

- Lam tang tac dung Gc ché than kinh trung wong khi phdi hop voi cac thube trAm cam khéc,
thubc khang Hi, benzodiazepin, clonidin, dan xuét ciia morphin, céc thudc an than kinh,

thuoc giai lo au.

Pt LR W [RT
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TAC DUNG KHONG MONG MUON CUA THUOC

* Thuong gdp, ADR >1/100

- Toan than: Budn ngu.

- M4u: C6 hdng ciu khdng 16 trong méu ngoai vi.

- Thén kinh: Rung giat nhan ciu, mat didu hoa dong tac, s¢ hai, bi kich thich, 16 1an (& ngudi
bénh cao tudi).

- Da: N&i man do di tng (hay gip & ngudi bénh tré tudi).

* It gap, 1/1000 < ADR < 1/100

- Co - xwong: Coi xwong, nhuyén xuong, loan dudng dau co (gap ¢ tré em khoang 1 ndm sau
khi diéu tri), dau khop.

- Chuyén hoéa: Réi loan chuyén héa porphyrin.

- Da: Hoi chimg Lyell (co thé tir vong).

* Hiém gap, ADR <1/1000

- Mé4u: Thiéu mau hdng ciu khdng 16 do thiéu hut acid folic.

- Céc phan tng bét loi nghiém trong trén da: Hoi chimg Stevens-Johnson va hoai tir biéu bi
do nhiém doc (TEN). ‘

* Rét hiém gap

Réi loan tdng quat gdm sbt, phat ban, hach bach huyét, ting bach CE’\HE‘, {8 bach cau ua eosin,
bat thuong huyét hoc. \

Thong bdo ngay cho Bdc si cdc tdc dung khong mong mudn ma ban gdp phdi khi ding
thuéc.

QUA LIEU VA CACH XU TRI

Liéu gdy doc cua céac barbiturat rat dao dong, phan img qua lidu xay ra khi lugng thudc udng
vao 1 g & nguoi lom.

Triéu chitng: Budn ngu, rbi loan tm than, mét ngu, lodng xuwong. Co thé hon mé, truy mach,
nging ho hép, ha huyét &p, ha than nhiét.

Diéu tri: Phai diéu tri va theo ddi nguodi bénh tai khoa cip ciru. Cach dicu trj chi yéu la
diéu tri ho tro: gitp cho dudng thé thong, néu can thiét thi cho thé oxy. Phuong phap diéu tri
duge ua chudng 1a dung nhiéu lidu than hoat (50 g déi voi nguoi 16m, 10 - 15 g d6i voi tré
duéi 5 tudi) néu ¢ luong phenobarbital hon 10 mg/kg cén ndng dugc hép thu trong 1 gio.
Trong truong hop ha huyét ap ning, dopamin va dobutamin c6 thé sir dung.

CAC PAC TINH DUGC LUC HQC, DUQC PONG HQC

Duwoc lwe hoc

- Phenobarbital 1a thube chéng co git thudc nhom barbiturat c6 tdc dung tang cuong va/hodc

bt chudc tac dung tre ché synap clia acid gama aminobutyric (GABA) ¢ néo.

e
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- Hé than kinh trung wong nhay cam voi phenobarbital hon cac mé khac. Phenobarbital ¢6
hiéu qua trong con dong kinh toan thé va cuc bd, ngoai trir con dong Kinh vang vy thic.
Phenobarbital 1am ting nong do serotonin trong néo, uc ché noradrenalin tai hép thu vao
synap, nén tang hi¢u qua chbng co giat cua thude.

Duwoc dong hoc

- Hép thu: Thudc ubng duge hép thu dé qua duong ti€u hoa mac du khéng tan trong lipid.
Noéng do dinh dat dugc sau khi udng 2 gio.

- Phén bé: Thudc gin vao protein huyét twong khoang 45 - 60 %. Thubc qua dugc hang rao
nhau thai va phan bd vao sita me. Thoi gian ban thai ¢ nguoi lon khoang 75 - 120 gi¢ nhung
kéo dai hon & tré so sinh va ngén hon & tré em, khoang 21 - 75 gio.

- Chuyén héa: Phenobarbital chuyén hoa mot phan & gan. Dugc dong hoc cua phenobarbital
khac nhau dang ké gifta cac ca thé.

- Thai trir: Khoang 25 % liéu dugc théi trir qua nude tiéu dudi dang khong bién ddi & pH

nude tiéu binh thuong.
CAC DAU HIEU CAN LUU Y VA KHUYEN CAO V\m/
- Khéng nén dung thudc qua han (c6 ghi rd trén nhan) hay khi ¢o6 su nghi g0 ve chit lu

thudc. \

- Néu cin thém thong tin, hay hoi y kién Bac si hogc Duge si. {
QuUY CACH PONG GOI: Hop 1 lo 100 vién, hop 10 vi x 10 vién, kém theo t& hu(’)’ng‘}}’
st dung !

PIEU KIEN BAO QUAN: Noi kho thoang, tranh anh sang, nhiét do khong qua 30 °C.
HAN DUNG: 36 thang ké tir ngay san Xuét.

TIEU CHUAN CHAT LUQNG: TCCS

Ngay xem xét sira dbi, cap nhat ndi dung hwdng dén sir dung thudc:

Thuéc dwoc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing Si Thanh Khé - Quan Thanh Khé - TP. Pa ning b
Tel: 0236.3760130 Fax: 0236.3760127 Tu véan: 0236.3760131
Email: info@danapha.com

Va phin phdi trén toan quoc
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