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Hép 1 vi x 10 vién nén dai bao phim

Chi dinh, Cach ding - Lidu ding,
Chéng chi dinh: Xem t& huéng din
sit dung thubc bén trong hép.
Bao quan: Noi khé, nhiét db dudi 30°C
Tigu chudn &p dung: TCCS.

DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

San xudt tail Manufacture

CONG TY C.P DUCC P HATAW

HATAY PHARMACEUTICAL J.S.C
La Khé - Ha Déng - T.P Ha N&i

GMP - WHO
Box of 1 blister of 10 film coated tablets
» TR| CAM CUM
» HO
s » VIEM MOI DI UNG
HATAPHAR
SPK (Reg.No): Ngay SX(Mfg.date):
8616 8X (Lot.No): HD (Exp. Date):
Thanh phin: Composition:
MBI vién nén dal bao phim chita: Each film coated tablet contains:
P I 500mg Paracetamol ..
(B, 1 e — S5mg Loratadine......
Dextromethorphan hydrobromid ..... 15mg Dextromethorphan hydrobromide ... 15mg
TR Wi ian 1 vién Excipients q.s.f....1 film coated tablet

Indications, Dosage - Administration,
Contraindications:

See the package insert inside.

Storage: Store In a dry place, below 30°C.

Specifications: Manufacturer's.

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.

Phan phéi béil Distributed

CONG TY CP Y DUCC PH P Ay
EU MEDIPHARM FRANCE., JSC
S8 22 ngd 58, duang Linh Nam,
P.Mai Déng, Q. Hoang Mai, Ha Néi
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Huébng dan si dung thuoc:
EPOFLUDEN

- Dang thudc: Vién nén dai bao phim
- Thanh phan: Méi vién nén dai bao phim chita:
Paracetamol 500mg Loratadin
Dextromethorphan hydrobromid 15mg T4 dugce vd
(Té duge gom: Avicel, tinh bt sdn, eragel, magnesi stearat, bét talc, gelatin, tinh bot mi,
nipagin, nipasol, PEG 6000, titan dioxyd, hydrow propyl methyl cellulose, phdm Quilonon).
- Chi dinh: Diéu tri tat ca c4c triéu chiing clia cdm cim nhu: Ho, s6t, nhic ddu, dau nhiic bip
thit, nhiic xwong khép, nghet miii, chiy nuéc mili, nudc mit.
- Cach diing va liéu diing:
Nguoi Iém va tré em trén 12 tudi: U6ng mdi ldn 1 vién x 2 14n/ngay.
Tré em tix6 - 12 tudi: Uéng méi 14n 1/2 vién x 2 1dn/ngay.
Hoic u6ng theo su chi ddn cta thay thudc.
- Chéong chi dinh: Min cam véi moét trong cdc thanh phﬁn cta thuéc. Khong dung cho tré em
dusi 6 tudi. Khong ding thudc cho céc trudng hop: Ho & ngudi bi bénh hen, suy giam chic nang
ho hép, glaucoma, phi dai tién liét tuyén, nghén cd bang quang (do nguy co bi tiéu tién).
* Paracetamol: Ngudi bénh nhiéu 14n thi€u mau hodc cé bénh tim, phdi, than hodc gan. Nguoi
thi€u hut glucose- 6- phosphat dehydrogenase.
* Dextromethorphan Nguo‘l bénh dang diéu tn cac thuf)c l.l'c ché monoammoxydase (MAO) vi ,

tir vong.
- Than trong:

Khong dung thudc cling v6i nhimg thudc c¢é chifa Paracetamol va L :
c6 thé gay ngd doc do qua licu. thmg dung thudc 1au qua 7 ngay. Phu nit t}f‘qr va cho cou
- Tac dung khong mong muén ctia thudc: Y\ et
* Paracetamol: Ban da va nhitng phan u‘ng di tng khdc thinh thoang say r’ﬁ\\'\IhuUng 13 an do
hoac may day; nhung doi khi nang hon ¢6 thé kém thém sét do thuée va thucmg‘n‘)ﬂ' niém mac.
Ngudi bénh man cim véi salicylat hiém méin cam véi paracetamol va nhung thudc co lién quan.
Mot s& it trudng hop riéng 18, paracetamol gy giam bach cdu trung tinh, giam tiéu cdu va giam
toan thé huyét cau.
ot gdp: Da (Ban); Da day-ru6t (buén nén, nén); Huyét hoc (Loan tao mau, giam bach céu trung
tinh, gidm toan thé huyét cdu, gidm bach céu, thi€u méu); Than (Bénh than, dgc tinh than khi lam
dung dai ngay).

- Hiém gdp: Phan tng qud man.

* Dextromethorphan:

- Thuomg gdp: Toan than (Mét moi, chéng mat). Tudn hoan (Nhip tim nhanh). Tiéu hod (Buén
no6n). Da (Do bimg).

- It gdp: Da (N&i may day).

- Hiém gdp: Da (Ngoai ban). Thinh thoang thdy budn ngi nhe, réi loan tiéu hod.

* Loratadin: Khi stt dung loratadin v6i liéu 16n hon 10 mg hang ngay, nhiing tdc dung phu sau
day c6 thé xay ra:

- Thuong gdp: Thin kinh (Dau dau). Tiéu hod (Kho miéng).

- It gap: Thén kinh (Chéng mit). Ho hap (Kh6 mii va hét hoi). Khéc (Viem két mac).

- Hiém gdp: Thén kinh (Trdm c4m). Tim mach (Tim dap nhanh, loan nhip nhanh trén thét, dénh
tréng nguc). Tiéu hod (Buén nén). Chuyén hod (Chic ning gan bat binh thuong, kinh nguyét
khong déu). Khic (Ngoai ban, néi may day, chodng phan vé).




* Ghi chii: "Théng bdo che bdc si nhing tdc dung khong mong mudn gdap phdi khi sir

dung thudoc’'.
-Téc dong ciia thuge khi 14i xe hodic van hanh may mée: Thude khong gay budn ngi nén ding
duge cho ngudi khi 14i xe hodc dang vAn hanh mdy moéc.

- Tuong tic thude: Cic thuSe Cholestyramin, khéng dong, tc ché than kinh trung wong, khang
ti€t Choline khong duge diing chung vi:
* Paracetamol: Ubng dai ngdy va liéu cao paracetamol Iam ting nhe tdc dung chéng dong clia
coumarin va din chdt indandion. Tdc dung nay it hodc khong quan trong vé 1am sang, nén
paracetamol dugc ua ding hon salicylat khi cdn gidm dau nhe hodc ha s6t cho ngudi bénh dang
ding coumarin hoéc din chit indandion

- Can phdi chi y dén kha ning gay ha s6t nghiém trong & nguoi bénh ding déng thoi
phenothiazin va liéu phdp ha nhiét.

- Udng ruou qué nhiéu va dai ngay c6 thé 1am tang nguy co thusc gy doc cho gan.

- Thudc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gdy cam {ng enzzym &
microsom thé gan, ¢6 thé 1am ting tinh doc hai ciia paracetamol do ting chuyén ho4 thuéc thanh
nhiing chat déc hai véi gan. Ngoai ra ding déng thdi isoniazid véi paracetamol ciing c6 thé din
dén tang nguy co doc tinh véi gan nhung chua xac dinh co ché chinh xdc clia tuong tic ndy. Nguy
co paracetamol gay doc tinh cho gan gia tang ddng ké & nguoi bénh udng liéu paracetamol 16n
hon liéu khuyén ding trong khi dang ding thudc co giat hoic isoniazid. Thudng khong cdn gidm
liéu & ngudi bénh diing déng thoi lidu didu tri paracetamol va thudc chéng co giat;.tuy vay, ngudi
bénh phai han ch€ va tu diing paracetamol khi dang uéng thu6c chéng co gi -915-931‘ id
* Dextromethorphan: * . - )

- Trénh ding déng thoi véi cic thuse e ché MAO. M T o
- Dung déng thdi véi céc thubc wc ché thin kinh trung wong c6 thé tang. cir & tac-dung g c
than kinh trung wong clia nhiing thudc nay hodc clia dextromethorphan. J\i Sy Y

&

- Quinidin tc ch€ cytochrom P,,, 2D6 c6 thé 1am giam chuyén ho4 cia _t;qmpthgl;')ha-l}w.ﬁ gan,
1am tang néng do chat nay trong huyét thanh va ting cdc tic dung kh nﬁg‘;{r’pgng‘,mhén clia
dextromethorphan. i

* Loratadin:

- Diéu tri déng thdi loratadin va cimetidin din dén tang nong d¢ loratadin trong huyet tvong 60%,
do cimetidin tic ché chuyén ho ciia loratadin. Diéu nay khong ¢6 biéu hién 14m sang.

- Diéu tri dong thdi loratadin va ketoconazol din téi tang néng do loratadin huyét tuong gap 3 l4n,
do tic ché CYP3A4. Diéu d6 khong c6 biéu hién 1am sang vi loratadin c6 chi s6 diéu tri rong.

- Diéu tri dong thoi loratadin véi erythromycin din dén tang néng d¢ loratadin trong huyét tuong.
AUC (dién tich duéi dudng cong cia nong do theo thdi gian) ciia loratadin, tang trung binh 40%
va AUC ciia descarboethoxyloratadin tang trung binh 46% so véi diéu tri loratadin don déc. Trén
dién tam d6 khong c6 thay déi vé khoang QTc. V& mit 1am sang, khong c6 bi€u hién sy thay déi
tinh an toan cla loratadin, va khong c6 thong bio vé tic dung an thdn hodc hién tugng ngit khi
diu tri ddng thi 2 thudc nay. '

- Qua liéu va xir tri:

* Paracetamol:

- Triéu chitg: Nhi€m doc paracetamol c6 thé do ding mét liéu doc duy nhat, hodc do udng liap
lai liéu 16n paracetamol vi du 7,5-10g méi ngay hodc do ubng thuéc dai ngay. Hoai tir gan phu
thudc li€u 1a tic dung doc c4p tinh nghiém trong nhat do qud lidu va c6 thé gay tir vong.

Buén nén, non va dau bung thudng xay ra trong vong 2-3 gid sau khi uéng liéu doéc cia
thuée. Methemoglobin - mdu, din dén ching xanh tim da, niém mac va méng tay la mot diu
hiéu dic trung nhiém doc c4p tinh din chat p-aminophenol; mét lugng nho sulfﬂllg;aggl?ﬁin cling
¢6 thé dugc sin sinh. Tré em c6 khuynh huéng tao methemoglobin dé hon ngufy';f_ .';’d}r,-“‘s_’aii khi uéng
paracetamol. N CONG TY

QY




Khi bi ng6 doc nang, ban diu c6 thé c6 kich thich hé thin kinh trung wong, kich dong va mé
sang. Tiép theo c6 thé 1a tc ché hé thin kinh trung uong; siing s& ha than nhiét; mét 13; thd nhanh,
nong; mach nhanh yéu, khong déu; huyét 4p thap; suy tudn hoan. Truy mach do giam oxy huyét
tuong do6i va do tic dung ttc ché trung tam, téc dung nay chi sdy ra v6i liéu rat 16n. S6c 6 thé say
ra néu gian mach nhiéu. Con co giat nget tho gay tif vong c6 thé sdy ra. Thudng hon meé xay ra
trude khi chét dot ngot hodc sau vai gi hon me.

Déu hi¢u 1am sang tén thuong gan tr¢ Ién 16 rét trong 2 dén 4 ngay sau khi uéng liéu doc.

Aminotranferase huyét tuong tang (doi khi tang rét cao) va néng dé bilirubin trong huyét turong
cling c6 thé tang; thém nifa, khi tén thuong gan lan 10ng, thoi gian prothrombin kéo dai. C6 thé
10% ngudi bénh bi ngé doc khong diéu tri dac hiéu di c6 tén thuong gan nghiém trong; trong s@
d6 10%-20% cu6i cling chét vi suy gan. Suy thn cdp cling xdy ra mot s ngudi bénh. Sinh thiét
gan phit hién hoai tir trung tam tiéu thuy trir viing xung quanh finh mach cira; & nhitng truong hop
khong tir vong, thuong tén gan phuc hdi sau nhiéu tusn hoic nhiéu théng.
- Diéu tri: Chdn dodn sém rét quan trong trong diéu tri qué liéu paracetamol. C6 nhung phuong
phdp xdc dinh nhanh néng do thuéc trong huyét tuong. Tuy vay, khong duoc tri hodn didu tri
trong khi chd két qua xét nghiém néu bénh sir goi ¥ Ia qud liéu nang. Khi nhiém déc ning, diéu
quan trong 1a phéi diéu tri hé trg tich cuc. Cén rira da day trong moi trudng hop, t6t nhit 1a trong
vong 4 gi¢ sau khi uéng. Liéu phép giai doc chinh 1a diing hop cht sulfthydryl, cé 18 téc dong
mot phén do b6 sung du trit glutathion & gan, N-acetylcystein ¢6 tdc dung khi uéng hoic tiém tinh
mach. Phai cho thu6c ngay 14p tiic néu chua dén 36 gi0 ké tir khi uéng paracetamol. Diéu tri vGi
N-acetylcystein c¢6 hiéu qua hon khi cho thuéc trong thoi gian du6i 10 gid sau khi u6ng
paracetamol. Khi cho uéng hoa loing dung dich N-acetylcystein véi nuéc hoac dé udng khong c6
ruou d€ dat dung dich 5% va phai uéng trong vong 1 gi¢r sau khi pha. Cho uéng N-acetylcystein
véi liéu ddu tién 1a 140mg/kg thé trong sau dé cho tiép 17 liéu nita, méi liéu 70mg/kg thé trong
cdch nhau 4 giy 1 14n. Chém dut diéu tri néu xét nghiém paracetamol trong huyét twong cho thay
nguy co déc hai gan th4p.

Téc dung khong mong muén clia N-acetylcystein c¢6 gém ban da (gém cg_glé day, khong yéu
cdu phdi ngimg thuéc), buén nén, non, ia chdy va phan tng kiéu pha ; Né&y
acetylcystein c6 thé diing methionin. Ngoai ra c6 thé ding than hgf
chiing c6 kha nang 1am giam hap thu paracetamol. (£
* Dextromethorphan: ,. gt
- Triéu chimg: Buén nén, nén, buén ngd, nhin md, rung giit nhin i:éfu,\ 'bi tiéu tién,
mé, 4o gidc, mt diéu hoa, suy ho hép, co giat. Ry DESEH 2 > A
- Diéu tri: Hé trg, ding naloxon 2mg tiém finh mach, cho ding nhé’&-@ci;né'u An‘t6i téng lidu
10mg. : —

* Loratadin:
- Triéu chitng: O ngudi 16n khi uéng qué liéu vién nén loratadin (40 - 180 mg), c6 biéu hién nhu :
Buén ngt, nhip tim nhanh, nhic ddu. & tré em, c6 bi€u hién ngoai thép va ddnh tréng nguc, khi
uéng qué liéu (vuot 10mg).
- Diéu tri: Thudng 12 diéu tri trieu chimg va hé trg, bit ddu ngay va duy tri chitng nao codn cin
thi€t. Trudng hop qué liéu loratadin cdp, gy non bang siro ipeca dé thdo sach da day ngay. Ding
than hoat sau khi gay nén cé thé gitip ich d€ ngan ngira hp thu loratadin. Néu gay non khoéng két
qud hodc chéng chi dinh (thf du ngudi bénh bi ngét, co giat, hoac thi€u phan xa non), c6 thé tien
hanh rira da day v6i dung dich natri clorid 0,9% va dat 6ng noi khi quan dé phong ngira hit phai
dich da day. Loratadin khong bi loai bing thdm tach m4u.
- Han ding:

36 théng tinh tir ngay san xuit. Khong dung thuéc da qud han st dung.
* Luu §: Khi thdy vién thuéc bi 4m méc, loang mau, nhan thuéc in s6 16 SX, HD md.-hay c6 céc
bi€u hién nghi ngd khic phai dem thu6c t6i héi lai noi ban hodc noi san xua/t/t@?diﬁgbl trong
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- Qui céch déng g6i: Hop 1 vi x 10 vién nén dai bao phim. .
- Bao quén: Noi kho, nhiét do dudi 30°C. DPE XA TAM TAY TRE EM.
- Tiéu chuin : TCCS

"Poc kj hudng dan sir dung trude khi ding. X
Néu can thém thong tin xin hoi y kién bac si" £

Thuéc sdn xudt tai:
CONG TY C.P DUGC PHAM HA TAY
La Khé - Ha Déng-TP. Ha Ngi
PT: 04.33522203-33516101. FAX: 33522203
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