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. NEW AMEFLU® PM

4 ’> ~ <N \Vién nén bao phim
THANH PHAN: M5 wer]/[jéﬁ nﬁd g ch a‘-‘
Hoat chét: " Uo« PH AM
— Paracetamol....... \\:L\%Zf);ﬁ;lg v

- Diphenhydramm HCI N 25 mg
— Phenylephrin HCI.... g T2
T4 duge: Tinh bot ngo, tmh bot tién hd hoa, povidon, natri starch glycolat, silic oxyd dang keo khan,
magnesi stearat, talc, acid citric khan, opadry Il blue, opadry Il white.

MO TA SAN PHAM.

Vién nén dai bao phim, mau xanh, mot mat c6 in " NEW AMEFLU’, mat con lai in "PM".

DUGC LUC HOC:

— Paracetamol 13 chdt chuyén héa c6 hoat tinh clia phenacetin, ¢6 tic dung gidm dau bing cach ngin
chin su phét sinh xung dong gy dau & ngoai vi. Thudc ¢ tic dung ha sGt bang céch c ché trung
khu diéu nhigt vung dui doi.

— Phenylephrin hydroclorid 1a thuéc gidng giao cadm c6 tac dung tryc ti€p I8n cac thu thé alpha;
adrenergic, gy co mach, giam sung huy&t miii va xoang.

— Diphenhydramin 1a thudc khang histamin loai et‘hanolamin. Co tac dung an than va khang cholinergic /;,g
manh. Diphenyldramin tac dung thong qua c ché canh tranh & thy thé histamin Hy ek,

DUGC BONG HOC:

— Paracetamol dugc hdp thu nhanh tif dutng tiéu hoa véi néng dd dinh trong huy8t tucng dat dug '-;
khodng 30-60 phut sau khi udng. Paracetamol dugc phan bd trong hdu hét trong cadc mo cla co the‘\ A\
Paracetamol qua nhau thai va hién dién trong sifa me. Gan k&t vai protein huy&t tuong khéng dang ké e
v6i ndng dd diéu trj thong thudng nhung gdn k&t s& tdng khi ndng d6 tAng. Thoi gian ban hly clia
Paracetamol thay doi tit khodng 1 d&n 3 gid. Paracetamol dugc chuyén héa chll yéu & gan va bai tiét
trong nuc tiéu chil y&u dudi dang lign hop glucuronid (60-80%) va lién hop sulphat (20-30%). Dui
5% dudc bai tist dudi dang Paracetamol khong d6i. Mat phdn nhd (dudi 4%) dugc chuyén héa théng
qua hé thong cytochrom P450.

— Phenylephrin hydroclorid dugc hdp thu bdt thubng qua dudng tiéu héa va trai qua qua trinh chuyén hoa
giai doan dau G rudt va gan nhd men monoamin oxidase. Phenylephrin dugc thai trir gan nhu hoan toan
qua nuéc tiu.

— Diphenhydramin dugc hdp thu 18t trén dudng tiéu héa. Sinh khd dung khi udng 12 61 + 25%. Lién két
vGi protein huyét tudng 78 + 3%. Thdi gian dat ndng do dinh 12 1 - 4 gig, thé tich phan bd 4,5 + 2,8
L/kg. Thoi gian tac dung clia thudc 4 - 6 gid. Nira dGi thai trii 1a 8,5 + 3,2 gio. Do thanh théi cla thuc ..
trong cd thé 1a 6,2 + 1,7 ml/ phit /kg. Diphenhydramin dugc bai xudt khéng déi qua nuéc tiéu.

CHi DINH:

Giam tam thdi cac tridu chiing cdm lanh, s6t hay cdc di ng dudng ho hap trén nhu:

- Dau d4u

— Sung huygt xoang

— Sung huy&t mii (nghet mii)

— Hat hoi chay mili

— Dau nhic

Giam tam thdi cdc triéu ching nhu:

— Ngtia mili hong

— Ngira méat, chay nutc mat.

CACH DUNG - LIEU DUNG:

Nguoi Idn va tré em trén 12 tudr. USng 2 vign cach mdi 4 gio

— Khdng ubng qua 12 vién trong vong 24 gid

Tré em dudi 12 tudi: Knéng dung thudc nay cho tréd dugi 12 tudi.

CHONG CHI DINH:

— Man cam v6i bat ky thanh phin nao clia thuse. 11;/

— Bénh nhan b thiu hut G6PD, b&nh cudng giap, ting nhan ép.




— Khéng ding véi cac thubc khac ¢ chia thanh phan paracetamol.
— Chong chi véi cac bénh nhan dang dung cac thudc e ch8 monoamin oxidase (MAOI) (c4c thudc chiia
trim cam, b&nh tdm than hay thudc chiia bénh Parkinson) hodc mdi ngung cac thudc trong vong 2
tuan.
— Bénh nhan c6 bénh mach vanh va cao huyét 4p nang.
— Tré em du6i 12 tudi.
— Ngudi dang van hanh may maoc, lai tau xe.
LUU Y VA THAN TRONG:
Thén trong va canh hdo dac hiét khi sir dung thubc chifa hoat chit Paracetamol: Bic si cin canh béo
bénh nhan vé cac diu hiéu cla phan Gng trén da nghiém trong nhu hoi chiing Steven-Johnson (SJS), hoi
chiing hoai tf da nhim doc (TEN), hay hdi ching Lyell, hoi chiing ngoai ban mun md toan than cip tinh
(AGEP).
Thudc c6 thé gay doc cho gan néu dung chung véi cc thude khac co chira paracetamol hodc néu udng
rugu mdi ngay trong thdi gian dang diéu tri.
Khong nén ding vugt qua li€u ding chi dinh vi:
Tinh trang kich ddng c6 thé xay ra, ddc bigt 12 vGi tré em.
Rugu, cac thudc an than c6 thé gay ra budn ngd.
Ngung sif dung thudc va héi § ki€n bac s néu:
— BGn chdn, chong mat hay budn ngl xay ra
— Pau nhdc, nghet mii, ho nhi€u hon hodc kéo dai han 7 ngay
— S8t nang thém hodc kéo dai hon 3 ngay
— Ho trd lai di kém vGi phat ban hodc dau dau kéo dai ’.;}QLE
— Man db hoac sung phil h
— Xuat hién trigu chiing méi o
Pay la nhiing d4u hiéu clia bénh trAm trong. q,L :
C4n than trong vGi cac bénh nhan cod b&nh tim, cac huy&t ap, cic b&nh vé tuy&n gidp, dai tho duong,w vV
cac van dé vé tiéu tién lién quan dén phi dai tién liét tuy&n, ho dai ddng hay ho man tinh do hen suyén,._ L
hat thusc hodc khi phé thiing, ho do dom. ﬁl{
Phu nif c6 thai va cho con bii: hoi v kién béac §i trude khi sl dung thudc.
Té4c ddng cha thudc khi 1di xe va van hanh may mdc: Chdng chi dinh.
TAC DUNG KHONG MONG MUON:
Thudng gdp, ADR >1/100
— Ngil ga, mét moi, chong mat, do bing, dau ddu, bén chon hodc lo 1ang, ¢o vin dé vé gidc ngl, yéu
s(ic, tiéu chay, choang vang.
it gdp, 1/1000<ADR<1/100
— Phat ban, may day, budn non, non, ting huy&t dp kém theo phu, Ioan nhip tim, nhip tim cham, co =~ ‘j
mach ngoai vi. Suy hd hap, hung phan, 4o gidc, hoang tuéng, hoai tif da hay da troc vay, giai phéng- e
cac sic 16 6 mong mat, gidc mac bi md, khd niém mac, an thin, kich thich, trdm cam, nhay cam vGi
anh sang, nhin md, co that ph& quén, dau cd, chiy mau cam.
Hiém gédp, ADR<1/1000
— R8&i loan tigu hoa, hanh vi bat thuding, Gc ch& thdn kinh trung uong hay suy hé hdp, phin (ng méin
cam, viém co tim, co giat, dau da day, run rdy, vang da, vang mat.
Théng bdo cho bédc sT nhitng tdc dung khéng mong mudén gdp phai khi sif dung thuée.
TUGNG TAC THUAC:

— Khong dung thudc nay dong thai v6i cac thudc e ché men monoaminoxydase (IMAO), nhém chen p-
adrenergic (propranolol), do sé& lam ting tac dung phu clia thudc.

— Céc thubc chdng co giat (gdbm phenytoin, barbiturat, carbamazepin), isoniazid va rugu c¢d thé 1am ting
doc tinh cla Paracetamol trén gan.

— Ding ddng thai phenylephrin véi cc amin ¢ tac dung gitng kinh giao cam co thé 1am gia ting nguy
¢0 cac tac dung khong mong mubn vé tim mach.

'ONG T

\/



— Phenylephrin co thé 1am gidm higu lyc clia cic thudc chen beta va céc thudc chong tang huyét 4p
(bao gdbm debrisoquin, guanethidin, reserpin, methyldopa). Rii ro vé ting huyét &p va céc téc dung
khéng mong mudn vé tim mach c6 thé dugc gia tang.

— Thudc chdng trdm cdm ba vong (amitriptylin, imipramin): C6 thé 1am ting cic tic dung khong mong
mudn vé tim mach cla phenylephrin.

— Dung ddng thdi phenylephrin véi alcaloid nm cya ga (ergotamin va methylsergid): Lam tdng ngd déc
nam cuya ga.

— Dung déng thai phenylephrin véi digoxin: Lam tang rli ro nhip dap tim khéng binh thudng hodc dau
tim.

— Thuéc Gc ch& hé thdn kinh trung uong gbm bariturat, thuSc an thdn, rudu diing dong thdi véi
diphenhyramin c6 thé lam tdng tdc dung Gc ch& hé than kinh trung ucng.

— Liéu cao paracetamol 1am ting nhe tc dung chéng déng cla coumarin va din chat indandion.

— Probenecid ¢6 thé 1am giam dao thai paracetamol va [am tang thdi gian nlia ddi trong huy€t tuong cla
paracetamol.

QUA LIEU VA CACH XU TRI:

Triéu chifng:

— Paracetamol: budn ndn, nén va dau bung (xdy ra trong vong 24 gid sau khi udng). Sau 24 gid, triéu
chiing c6 thé bao gdm cdng dau ha sudn phai, thuing cho bigt su phat trién clia hoai tU' gan. Tén
thuong gan nhiéu nhat trong khodng 3 — 4 ngdy sau khi udng thudc qué lidu dung va cé thé dan dén
bénh ndo, xuat huyét, ha dung huyét, phi ndo va tl vong.

— Phenylephrin HCI: tang huy8t &p, dau ddu, tim dap nhanh, di cdm, nén 6i.

— Diphenhydramin: biéu hién chl y&u |a mét diéu hoa, chéng mit, Gc ché hd hdp, biéu hién ngoai thap
c6 thé xay ra, nhung thuding mudn sau khi ding thudc phenothiazin. C6 thé nhip nhanh xoang, kéo dai
thoi gian Q-T, bloc nhT - that.

Cach xur tri:

— Paracetamol: xt ly tuy thudc vao ndng do trong huy&t tuong. Acetylcystein bao vé gan néu diing trong
khodng 24 gio ké ti khi qua lidu Paracetamal (higu qud nhat néu ding trong khodng 8 gid). Liéu uéng
ddu tign 1a 140 mg/kg (lidu tai), sau d6 cho tigp 17 lidu nita, mbi lidu 70 ma/kg cach nhau 4 g\rg\t{]ot
I4n. Than hoat hoic rifa da day co thé dugc thuc hién dé gidm sy hap thu clia Paracetamol. Duug tgig
hoat trong vang 1 gio khi ¢ bigu hién ddc gan; Cham dt xd tri ngd doc khi xét nghiém ngng

paracetamol trong huy8t tucng cho thdy nguy co doc gan ha thap. M /v If
— Phenylephrin HCI: ting huy&t 4p cd thé diéu tri bang viéc st dung thudc chen o- adrenerguz/gﬁtu
phentolamin 5 - 10 mg, tiém tinh mach, néu can ¢6 thé ding 1ap lai. ™ w/

— Diphenhydramin: néu cén thi rGia da day, chi gay ndn khi ngd doc mai xay ra, vi thudc co iac duug
chéng ndn, do db cin phai rifa da day va dung thdm than hoat. Trong trutng hgp co giat cin dun@
thém diazepam.

TRINH BAY: Hop 10 vi x 10 vién nén bao phim. ’

BAO QUAN: G nhigt do dudi 30°C, nai khd réo, tranh anh sang.

HAN DUNG: 36 thang ké tu ngay sdn xudt. Khong dung thubc khi qud han st dung.

NGAY XET LAI TO HUGNG DAN SU DUNG:...

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH ,
NEU CAN THEM THONG TIN, XIN HOI Y KIEN'BAC ST 6/

;%me@ - USA

Nha sdn xudt:
CONG TY CO PHAN DUGC PHAM OPV —
L8 27, buang 3A, Khu Cdng Nghigp Bién Hoa Il, Thanh phd Bién Hoa Tﬁh‘D@EQ::NI%JONG
BT: (061) 3992999  Fax: (061) 3835088 P.TRUGNG PHONG

Yé Mind, H 2&3?{/{2




