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‘THANH PHAN: 
Paracctamol. 7 

Diphenhydramin HCl. 
Phenylephrin HCl... 
Ta duoc vita di. 
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‘dL 

Chi dinh, cach ding & liéu ding, chong chi dinh, luu ¥ 
& than trong, tic dung khong mong muGn. tuang tic 
thudc: Xin doc trong té huéng din sit dung 

Dé xa tim tay tré em 
Doc ky hudng din sit dung trudc khi ding. 

Alaewueu 
|y 

Bao quan & nhi¢t 40 duéi 30°C, nof khd rio, irinh anh sang 

San xuat vai cong nghe T7i)) - USA 

CONG TY GO PHAN DUGC PHAM OPY 
W1l0-GMP. 

3A, KCN Bien floa I. IP. Bién da, Ding ict Nam 
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COMPOSITION: 

Paracetamo! 
Diphenhydramine HCl 

Phenylephrine H 
Excipients q.s.. 

secsecseine 325 MQ 
25 mg 

vocseeS ME 
one tablet 

Indications, administration and dosage, contraindications, 
warnings and precautions, side effects, interactions: See 

the insert 

Sees artes mri 

Keep out of reach of children. 
Read carefully the enclosed insert before use. 

Store at temperature below 30°C, in a dry place, protect 
from light. 

Manufactured with technology from 

OPV PHARMAC) CAT JOINT STOCK CO. 

WHO-GMP. 
Lot 27. 3A. Bien Hoa Tadustrial Zone IL, Bien Hoa City. Dong 
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NEW AMEFLU® PM 
Lose Xe ON nén bao phim 

y sh vi bhi’ chit 
LAN Me 

Zo5% 3bu9 

THANH PHAN: Méi vié 
Hoat chat DudC puis [© aH 
— Paracetamol... : o 1325 Mg. Jeff 

= Diphenhydramin HCL. TNs 25 moe? 

* 

ages ae 

— Phenylephrin HCl... StI z 

Ta du¢c: Tinh bét ngd, tinh bot tién hd hoa, povidon, natri starch glycolat, silic oxyd dang keo khan, 
magnesi stearat, talc, acid citric khan, opadry II blue, opadry II white. 

MO TA SAN PHAM. 
Vién nén dai bao phim, mau xanh, mét mat cd in“ NEW AMEFLU’, mat con lai in "PM". 

DUOC LUC HOC: 

— Paracetamol \a chat chuyén héa c6 hoat tinh cia phenacetin, cé tac dung giam dau bang cach ngan 
chan su phat sinh xung dong gay dau 6 ngoai vi. Thuéc cé tac dung ha s6t bang cach tic ché trung 
khu diéu nhiét vung dudi déi. 

— Phenylephrin hydroclorid la thudc gidng giao cam co tac dung tric tiép én cdc thu thé alpha, 
adrenergic, gay co mach, giam sung huyét mili va xoang. 

— Diphenhydramin \a thudc khang histamin loai ethanolamin. Co tac dung an than va khang cholinergic _-= 

manh. Diphenyldramin tac dung thong qua tic ché canh tranh 6 thy thé histamin Hy. fy 

DUOC DONG HOC: of - 
— Paracetamo! duoc hap thu nhanh tit dung tiéu hoa véi néng dO dinh trong huyét tuong dat nA | Dy 

khoang 30-60 phut sau khi ung. Paracetamol dugc phan bd trong hau hét trong cdc mé cia co thé \a\ 

Paracetamol qua nhau thai va hién dién trong siia me. Gan két vdi protein huyét tuong khéng dang ké XC aN 

véi néng d6 diéu tri théng thudng nhung gan két sé tang khi ndng d6 tang. Thdi gian ban hiy cla SS 

Paracetamol thay ddi tif khoang 1 dén 3 gid. Paracetamol duoc chuyén hoa chi yéu 6 gan va bai tiét 
trong nuéc tiéu chi yéu dudi dang lién hdp glucuronid (60-80%) va lién hdp sulphat (20-30%). Dudi 

5% dudc bai tiét dudi dang Paracetamol kh6ng di. Mot phan nhd (dudi 4%) dude chuyén hda thong 
qua hé thong cytochrom P450. — 

— Phenylephrin hydroclorid duoc hap thu bat thudng qua dung tiéu héa va trai qua qua trinh chuyén héa = 

giai doan dau 6 rut va gan nhd men monoamin oxidase. Phenylephrin duc thai tri? gan nhu hoan toan 

qua nudc tiéu. 
— Diphenhydramin duoc hap thu tot trén dudng tiéu hoa. Sinh kha dung khi udng la 61 + 25%. Lién két 

voi protein huyét tuong 78 + 3%. Thdi gian dat néng dO dinh 1a 1 - 4 gid, thé tich phan bé 4,5 + 2,8 
L/kg. Thdi gian tac dung cila thudc 4 - 6 gid. Nia ddi thai tri 14 8,5 + 3,2 gid. DG thanh thai cla thuéc | 

trong co thé la 6,2 + 1,7 ml/ phit /kg. Diphenhydramin duc bai xudt khong déi qua nuéc tiéu. 

CHI DINH: 
Giam tam thdi cdc triéu chting cam lanh, s6t hay cdc di ting dudng hé hap trén nhu: 

— Dau dau 
— Sung huyét xoang 
— Sung huyét mii (nghet mili) 
— Hat hoi chay mii 
— Dau nhtic 

Giam tam thdi cac triéu ching nhu: 

— Ngtia mui hong 

— Ngtia mat, chay nudc mat. 

CACH DUNG - LIEU DUNG: 
Noudi lén va tré em trén 12 tuék U6ng 2 vién cach mai 4 gid 
— Khong udng qua 12 vién trong vong 24 gid 
Tré em dudi 12 tudi: Khong ding thudc nay cho tré dudi 12 tudi. 

CHONG CHi DINH: 
— Man cam véi bat ky thanh phan nao cla thuéc. a/ 
— Bénh nhan bi thiéu hut G6PD, bénh cudng gidp, tang nhan ap. 

4 
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e
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— Kh6ng ding véi cdc thuéc khac cé chifa thanh phan paracetamol. 

— Chong chi véi cdc bénh nhan dang dung cac thudc tic ché monoamin oxidase (MAOI) (cdc thuéc chita 
tram cam, bénh tam than hay thudc chifa bénh Parkinson) hoc mdi ngung cac thudc trong vong 2 
tuan. 

— B&nh nhan c6é bénh mach vanh va cao huyét ap nang. 

— Tré em duéi 12 tudi. 
— Ngudi dang van hanh may moe, lai tau xe. 

LUU Y VA THAN TRONG: 
Than trong va canh bdo dac biét khi sf dung thuéc chifa hoat chat Paracetamol: Bac si can canh bao 
bénh nhan vé cdc dau hiéu cla phan ting trén da nghiém trong nhu hoi chifng Steven-Johnson (SUS), hdi 

chting hoai ti’ da nhiém doc (TEN), hay hdi chifng Lyell, hi chting ngoai ban mun mi toan than cap tinh 

(AGEP). 
Thudc cé thé gay doc cho gan néu dung chung véi cdc thudc khac cé chtta paracetamol hodc néu udng 
rudu mai ngay trong thdi gian dang diéu tri. 

Khong nén ding vot qua liéu ding chi dinh vi: 

Tinh trang kich déng c6 thé xay ra, dac biét la véi tré em. 

Rudu, cdc thudc an than cé thé gay ra budn ngil. 

Ngung sii dung thuéc va hdi y kién bae si néu: 
— B6én chén, chong mat hay budn ngt xay ra 
— Pau nhtic, nghet mii, ho nhiéu hon hodc kéo dai hdn 7 ngay 

— SOt nang thém hoac kéo dai hon 3 ngay 

— Ho trd lai di kem véi phat ban hodc dau dau kéo dai $3001 

— Man dé hoac sung phil a 
Factitious et is as ‘ONG YT 

— Xuat hién trigu ching méi 3 pnt 

Day la nhting dau hiéu cla bénh tram trong. Oc py 

Can than trong véi cdc bénh nhan cé bénh tim, cao huyét ap, cdc bénh vé tuyén gidp, dai thao dung, OPy 

cac van dé vé tiéu tién lién quan dén phi dai tién liét tuyén, ho dai dang hay ho man tinh do hen suyén,.. a 

hut thuéc ho&c khi phé thing, ho do dom. ete 

Phu nif c6é thai va cho con bit: hdi y kién bac $i trudc khi si dung thudc. 

Tdc déng cia thuéc khi ldi xe va van hanh may méc: Chong chi dinh. 

TAC DUNG KHONG MONG MUON: 
Thudng gap, ADR >1/100 

— Ngi ga, mét méi, chéng mat, do bling, dau dau, bén chén hodc lo lang, cé van dé vé gidc ngil, yéu 
stic, tidu chay, choang vang. ea 

it gap, 1/1000<ADR<1/100 oo / 
— Phat ban, may day, budn n6n, nén, tang huyét 4p kém theo phu, loan nhip tim, nhip tim cham, co =-~o~ 

mach ngoai vi. Suy hd hap, hung phan, ao gidc, hoang tuding, hoai ti da hay da troc vay, giai hong 

cac sac t6 6 mong mat, gidc mac bi md, khé niém mac, an than, kich thich, tram cam, nhay cam véi 

anh sng, nhin md, co that phé quan, dau cd, chay mau cam. 

Hiém gap, ADR<1/1000 

— R6i loan tiéu héa, hanh vi bat thudng, Gc ché than kinh trung udng hay suy hd hap, phan ding man 
cam, viém co tim, co giat, dau da day, run ray, vang da, vang mt. 

Théng bao cho bade si nhitng tac dung khéng mong muén gap phai khi sif dung thuéc. 

TUGNG TAC THUOC: 

— Khong ding thudc nay déng thdi vGi cac thudc tc ché men monoaminoxydase (IMAO), nhém chen B- 

adrenergic (propranolol), do sé lam tang tac dung phu cia thudc. 

— Cac thudc chéng co giat (gdm phenytoin, barbiturat, carbamazepin), isoniazid va rudu cé thé lam tang 

déc tinh cia Paracetamol trén gan. 

— Dung déng thdi phenylephrin véi céc amin cé tac dung gidng kinh giao c&m co thé lam gia tang nguy 

co cdc tac dung khéng mong mu6n vé tim mach. 

i
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— Phenylephrin co thé lam giam hiéu luc cla cdc thuéc chen beta va cdc thudc chong tang huyét ap 
(bao gém debrisoquin, guanethidin, reserpin, methyldopa). Rui ro vé tang huyét 4p va cdc tac dung 

khéng mong mun vé tim mach cO thé dude gia tang. 
— Thuéc chéng tram cam ba vong (amitriptylin, imipramin): Co thé lam tang cdc tac dung khong mong 

muon vé tim mach cla phenylephrin. 
— Dung déng thdi phenylephrin vdi alcaloid nim cua ga (ergotamin va methylsergid): Lam tang ng@ déc 

nam cua ga. 
— Dung déng thdi phenylephrin vdi digoxin: Lam tang rai ro nhip dap tim khéng binh thudng hodc dau 

tim. 

— Thu6éc tc ché hé than kinh trung ucng gém bariturat, thuéc an than, rugu diing dong thdi vdi 
diphenhyramin co thé lam tang tac dung tic ché hé than kinh trung ucng. 

— Liéu cao paracetamol lam tang nhe tac dung chong déng cia coumarin va dan chat indandion. 
— Probenecid co thé lam giam dao thai paracetamol va lam tang thdi gian niia doi trong huyét tuong cla 

paracetamol. 

QUA LIEU VA CACH XU TRI: 
Triéu chifng: 

— Paracetamol: buén non, nén va dau bung (xay ra trong vong 24 gid sau khi udng). Sau 24 gid, triéu 
chting co thé bao gém cang dau ha sudn phai, thudng cho biét su phat trién cla hoai t# gan. Tén 
thuong gan nhiéu nhat trong khodng 3 — 4 ngay sau khi u6ng thudc qua liéu ding va cé thé dan dén 
bénh nao, xuat huyét, ha dudng huyét, phil ndo va tif vong. 

— Phenylephrin HC tang huyét 4p, dau dau, tim dap nhanh, di cam, non di. 

— Diphenhydramin: biéu hién chi yéu la mat diéu hoa, chong mat, tic ché hd hap, biéu hién ngoai thap 
cé thé xay ra, nhung thudng mu6n sau khi ding thudc phenothiazin. C6 thé nhip nhanh xoang, kéo dai 

thdi gian Q-T, bléc nhi - that. 

Cach xe tri: 

— Paracetamol: xt ly tty thudc vao néng dé trong huyét tuong. Acetylcystein bao vé gan néu ding trong 
khoang 24 gid ké tiv khi qua liéu Paracetamol (hiéu qua nhat néu ding trong khoang 8 gid). Liéu udng 
dau tién la 140 mg/kg (liéu tai), sau dé cho tiép 17 liéu nifa, mdi ligu 70 mg/kg cach nhau 4 gids 

lan. Than hoat ho&c rita da day co thé dude thuc hién dé gidm su hap thu cia Paracetamol. Ding 

hoat trong vong 1 gid khi cd biéu hién déc gan; Cham dét xt tri ngd doc khi xét nghiém ngng) d 

paracetamol trong huyét tuong cho thay nguy cd déc gan ha thap. ih, /@ 

— Phenylephrin HCI: tang huyét 4p co thé diéu tri bang viéc st’ dung thudc chen a- aaron 

phentolamin 5 - 10 mg, tiém tinh mach, néu cdn c6 thé diing lap lai. we 

~— Diphenhydramin: néu can thi rtia da day, chi gay non khi ngd doc méi xay ra, vi thuéc cé tac dur 

chéng nén, do dé can phai ria da day va ding thém than hoat. Trong trudng hop co giat can dl 

thém diazepam. 

TRINH BAY: Hép 10 vi x 10 vién nén bao phim. 
BAO QUAN: 6 nhiét 46 dudi 30°C, noi kh6 rdo, tranh anh sang. 
HAN DUNG: 36 thang ké ti ngay san xuat. Khéng ding thuéc khi qué han sit dung. 
NGAY XET LAI TO HUGNG DAN SU DUNG... 

DE XA TAM TAY TRE EM 
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG ~ 

KHONG DUNG QUA LIEU CHi BINH .*. 
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC si of 

tmeripharm) - USA \< 

Nha san xuat: . 

CONG TY CO PHAN DUOC PHAM OPV 
L6 27, Dudng 3A, Khu Cong Nghiép Bién Hoa Il, Thanh phd Bién Hoa, Hoe Miuone 

DT: (061) 3992999 Fax: (061) 3835088 P. TRUONG PHONG 

Dé Mink Hang 
https://vnras.com/drug


