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HU'ONG DAN SU DUNG THUOC CHO CANBQ Y _
2. THANH PHAN CAU TAO: M3i g6i thubc cbm chira: 3 bl \)

Hoat chét: *\

M. {_"..:'

> T
Paracetamol.............................650,00 mg \E’:l o
Diphenhydramin HCI...................... 25,00 mg <y
et L0 ] Lo — 10,00 mg

Té duoc vira 83 cho 1 goi thube cdm bén trong c6 chira 2,00 g thubc thanh phdm.

(mannitol, kolidon 30, acid citric, natri citrat, natri docusatl. aspartam, saccharcse,

mii qué, mis gimg).
3. DANG BAO CHE:

Thubc cbm ding duémg ubng.
mcmmwgmmwﬁmmmmm.w.mmﬁﬁ
4, CAC DAC TINH DUQC HOC
DUQC LU'C HOC:

Ma ATC: NO2BET1

Paracetamol: La chit ha s dau tdng hop, din xult cia p-aminophenol, cor ché
téc dung ha sét va gidm dau gidng nhu adid salicyfic va diin chét cia nd. Paracetamol cd
kha nang vurgt qua hang rso méu ndo.

Tac dyng ha sbt clia paracetamol 1a do thubc tac dung kén viing 6M dudi cla vé no, sy
tin nhigt ting I&n |4 két qud cla sy giin mach mau va tang kru lugng mau ngoal bién.

Paracetamol 14m ha than nhigt & nhimg ngudi bj s4t, nhung khdng 1am ha than nhiét &

ngudi binh thudng. Paracetamol khdng ¢d tac dung chéng viém va ching kit tip
tdu cdu hodic thoi gian chdy mau nhy acid salicyic.
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hop. ngodi ra con tao thém mat 64 khac. T
sdn phim da chuyén héa duoc bai tiét qua than trong vong 24-48 gidr khi ding mdt lidu.

Sinh khd dung ding dudng ubng cla phenylephrin thip do hip thy kém, trwéc hét nd
duge chuyén hda béi men monoamine oxidase cb trong rudt va gan. N6 duoc bai Bét
héu hét hoan toan trong nudrc tidu khi lién hop sulphat.

5. QUY CACH DONG GOI: Hop 30 g x g6l 2g.
wmmmumequ
DINH

Lam gidm tam thd sung huyét moi, m0i (s6 mai), hét hoi, nglra va chdy nudc mét,
:‘ha:u:q.mdu.Mmmu do cam lanh, hay céc chirng di Ung cla dudmg

LIEU DUNG - CACH DUNG:
LIEU DUNG

Ngudi Iom va tré em tr 12 tulli trd Wn: 1 gdi céch mBi 4 - 6 gir khi clin, khang qué 6 by
trong 24 gidr.

Tré em tir 6 88n 11 twdi: 1/2 g6i cach mdi 4 - 6 gitr khi cin, khdng qua 5 lidu trong 24 gid.
CACH DUNG: Ding uéng. Hoa tan bt thubc trong 100ml nuéc dun si dé ngudi, khudy
tan hoan toan rdi ubng.

CHONG CHI DINH:

- Bénh nhin qué min v&i paracetamol, diphenhydramin, phenylephrin hodc bédt i thanh
phin nao cia thude.

- Bénh nhan dang, hay da ding céc thubc IMAD, céc thube ching trdm cam 3 vong hodc
céc thubc chen béta trong vong 14 ngdy trudre 86,

- Khdng ding cho tré em dudi 6 tudi.

- Nguei thiéu men 66PD, bénh nhan hen,

- Ding ddng thén viri cdc thubc thong mai kich thich thdn kinh giso cdm khic.
- Cudng giap hodc bj gld-com goc dong.

= U tuyén thugng than.

- Suy gan hogc suy than.

- Tibu dudmg. cudmg gidp va bénh tim mach.

- Tang huyét &p ndng, bldc nhi thét, xor cimg dbng mach ndng, nhip nhanh thét

- Hen, phi dai tuyén tidn Bét, loét dutmg tigu hba, the nghén mdn vi hodic nghén cb bang
quang va réi loan chuyén héa porphyrin,

~  Khng ding cho ngudi I4i xe va van hanh méy méc.

-~ Phy nr dang cho con bi.

-~ Phuyn(r 6 thai trong 3 thang dhu.

- Hen cép tinh.

- Bénh tm mach ndng. nhdi mau co tim, bdnh mach vanh.
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7. THAN TRONG KHI DUNG THUOC: 912712,
s 0 PUAN

- aundnwhuoummdmdhmﬂ-m:ﬂ“
nhur hoi chang Steven-Jonhson (SJS), hi ching hoai tr da
¢himg Lyedl. hii chimg ngoai ban myn mi toan thin clp tinh (AGEP).
- Triéu chimg cda cac hdi chimg néu trén dugc md ti nhu sau:

+ Héi chimg Steven-Jonhson (SJS): 18 dj ing thudc thé bong nudre,
& quanh cic hic ty nhidn: mit, mdi, migng, tai, bd phdn sinh duc va hdu
mem.mﬂ.rawmmrw.mmwm
Jonhson (SJS) khi oo it nhét 2 héc by nhign bj tén thuong.

+ Hé chimg hoai tr da nhilm a4c (TEN): La thé dj (ng thuée nang nhiit, gbm:

= Cdc thn thueng da dang & da: ban dang s&i, ban dang tinh hdng nhiét, hdng ban
hodc cic bong nurére bing nhing. cac 1dn thong nhanh chéng lan tda khip ngudn:

« Tén thuong niém mac mét Viém gidc mac, vidm kit mac md, lodt gidc mac.

* Tén thuong niém mac dudmg tibu hda: viém migng. trot niém mac miéng, loét hiiu,
Tong thye quan, da diry, rudl

» Tén thuong niém mac dudmg sinh dyc, Bt nidu,

= Ngodi ra ¢On cd cac tridu chirng 10an than trdm trong nhu s8t, xudt huyét dudng
tiéu hda, viém phdi, viém clu thin, viém gan. .. voi ti I 1 vong cao 15 — 30%.

+ Héi chimg ngoa ban myn md todn than cip tinh (AGEF): myn md vb tring nhd phat
sinh trén nén hdng ban lan réng. Tén thuong thudmg xudt hién & cic nép glp nhur ndch,
ben va mgt, sau 64 ¢ thé lan rdng todn than. Triéu chimg todn than thuomg cb 1 sbt, xét
nghiém mau bach ciu trung tinh tang cao.

da nghiém do paracatamol thi duoc thudc trd Ipi va di dén kham
mmmﬁmmwﬁﬂumyiwaﬁ ;

- Paracetamol tuyd 84 khdng ddc voi lidu didu tri DI khi ¢6 nhimg phén
hﬂ:ﬁdﬁ‘mmnm  nhimg phin img mén cim khac gdm:
va gidm todn mﬂugu ‘
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qui s & tré em, trir khi do thily thubc dén, vl dau nhidu va kéo dai nhu vty cb

thé 1a ddu hiéu cila mot tinh trang bénh Iy cin thiy thubc chin doan va diu trj cb gism

sat

- Khéng ding paracatamol cho ngudi Iom va tré em a8 trj st cao (trén 39,5°C) -u“m
a3

- Khdng chung voi cac thude tri com, cdm, thong mii khac. Khong ding chung voi
bét ky sén néo khac chira paracetamol.
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- Nén ding thin trong & céc bénh nhin b binh than kinh co tur midn,
cac rdi loan co gidt, viém phé quan holic bénh phdi tic nghén man tinh

- Dighenhydramin ¢4 thé lam trdm trong sir G tai & nhimg ngued dang bi K112
- Phai xem xét trudre khi ding thude nay & cic bénh nhan b
+ Phi dai tuyén tidn Eét.
+ Bénh tdc mach (nhu hign twong Raynaud).
- Ngung ding thudc va tham khdo y kién bac sT khi:
+ Co6 céc tridu chimg mdi xudt hign.
+ Néu co 86 da hode sung phi.
+ Néu dau nding hon kéo dai hom 7 ngly véi ngudi I6n hay 5 ngdy véi tré em.
+ Néu sét ndng hom hodc st kéo dai hon 3 ngdy.
+ Dau hong nding hon hay kéo dai hon 2 ngdy.
+ Néu xult hign cdm gidc bdn chin, chéng mit hay mét ngl.
+ Ho kéo dai hon 7 ngdy, ho tai phat c kém theo sét, phat ban hodc nhirc dlu kéo dai.

- Tham khdo ¥ kién bac sT ndu bénh nhin ot bénh im mach, dai thio dudmg, cudmng
gidp, ting huydt 4p, suy thin, ting nhin dp, tidu kho do phi dai tdn ligt, hay ho man
tinh kéo dai nhur ho do hit thude 18, do hen phé qudn, vidm quén man tinh hay ho
kém von tiét dom qua mirc.

SUr DUNG CHO PHY NOr €O THAI VA CHO CON BU: Khing diung cho phu nlr ¢6 thai
hay dang nudi con bu
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: Knong ding thudc
nay, vl thubc co thé gay bubn ngu.

8. TUONG TAC THUOC:

- Khidng ding thudc ndy khi dang cic thubc (rc ché enzym monocaminoxydase
mmnwwu-ﬁ:ahuuhﬁﬁ.mwmﬂmdmmww
parkinson) hode ireng véng 2 tulin sau khi ngung ding cac thude IMAD.
coumarn va dan chit indandion. Tac dyng ndy o6 vé it hodc khang quan trong vé Iam sang
mmmwmmwmmﬁnmmmmmmw

- Céln phai chd y dén khd ndng gdy ha thn nhiét nghiém trong & nguén bénh ding ding
théri phenothiazin va ligu phap ha sdt (nhu paracatamol).

-« Ubng ruou quéd nhibu va dii ngdy cb thé lam tang nguy co paracetamol gay d0c cho

%

- chéng co giMt phenytoin, barbitural, carbamazepin) gdy cdm (ng enzym &
microsom thé gan, c6 thé Iam ting tinh dbc hai gan cla paracetamol do ting chuyén héa
MMm##wﬁm.mmmmmmm
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Tée 83 hip thu clia paracetamol cb thé duge tang bdi metoclopramid
e G € O O S e iy S el iy
kéo dai oA

cor chily méu ting. - sl ol PHAN
m -
mumm;ﬁmmmmwwmmwm L/

Phentolamin va thudc chen o-adrenergic 'mmwm&zm
6 thé duoc ding dé diéu b ting huydt ép do
ding qua su phenylephrin J

\@-adrenergic. do do, ding mdt phenothiazin tir
trudre, cb thé dm gidm tac dung tang huyét dp
v thod gian tac dyng cia phenylephrin. Khi
huyét 4p ha do ding qud lidu mot phenothiazin
hoic thubc chen a-adrenergic, b thé phdi ding
phenylephnn hydroclond cao hom kéu binh

:

Propranciol va thulic chen B-adrenergic  Tde dung kich thich tim cla

Thube tr 88 (oxytoein) ﬂ:&IMWW¢w

(beo gm moclobemid) phenylephrin va cic thubc G ché monoamin 1
Cac amin kich thich thin kinh giao cdm Dang adng tha phenylephrin vod cac amin kich

thich thin kinh giao cém cd thé nguy co céic tic
dyng phy tim mach.

Cac thubc chen beta va cac thube ching 'wuﬂmmwcuahm'
ting huyét 4p khic (bao gbm debrisoquin,  thudc chen beta va cdc thubc ching ting huyét
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Cac thube chiing trdm cdm 3 vong (vi du:
imipramin) hoac guanethidin

Atropin sulfat va cdc thubc liét thé mi knse | Khi phéi hop voi phenylephvin s& phong bé tsc
dung chdm nhip tim phén xa, lam tang téc dung
tang huyét ap va gian abng tr cla phenylephrin.

Digoxin va céc glycosid tim Ifwnmqomqeﬁnuhwhdo
phenylephrin.

Pilocrapin |a thudc co tr cd tac .Slul:hl 1am tr 6 '
gt bl ol eyl gyl it on b
phenylephrin. mét phyc hdi duge nhanh hon.

Furosemid hodc céc thubc loi bbu khdc | Lam gidm ddp (mg ting huydt dp do
phenylephrin ;

Ding phenylephrin cho bénh a8 co then |

wwmm‘a‘ﬂnﬂwm&

‘cia phenylephrin tang lén va huyét ép

cOng tang lén rét )

Vi lavodopa T@Mﬂqmﬂwwﬁn

Ven guanethign

1

Bremocriptin 'mmmv&_whmﬁa '

Diphentydramin c6 tdc dyng cdng hop vl negu va cac thudc an thin khac (thube ngd,
thudc an thin, va cac thudc chéng trdm cam 3 vong) gy ting cic tic dyng an thin va
khang muscarin.
Céc thudc irc ché monoamin oxidase (MAD) kéo dai va ting cuémg tac dung khing
cholinergic cla diphenhydramin. Chéng chi dinh thubc khang histamin & ngudi dang ding
Wi diphenhydramin ¢é hoat tinh khéng muscarin, vi thé cac tac dung cda thubc khing
cholinergic (nhwr: atropin, cic thude chéng trdm cém 3 wong) cd thé 1a nguy co y khoa tidm
tang phai duoc tim ra truée khi ding diphenhydramin voi cac thudc nay.

1& mét chét (rc ché cytochrom P450 isoenzym CYP2D6. Vi thé, o6 khi
néng tyong tac vl cac thudc dugc chuyén héa ldn dlu béi CYP2D8, nhu metoprolol va

9. TAC DUNG KHONG MONG MUON:
Mét ngd, bdn chdn, chdng mat, budn ndn, hodc ndn mira, tidu chiy hodc tho bon.

Nhin mé, yéu co, dsu 83y, kho chiu & da ddy, dau thugng vi. i b kich thich, khd
migéng, run, 4 md hdi. chan an. 0 tai.

Téc dyng gy budn ngl o6 nguy oo gdy tai nan cho ngudi ldi xe va ngudi vin hanh
may moc.
Paracetamol
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Phén (ng da nghiém trong nhur hii Stoven-Jonhson, hdi ehimg L bi

dj img khic . Thuomy & b, b
mdﬁmmmummmw&“hm‘uﬂ “ﬂ
w._mmmmmwmmmmhﬂ&mhm .

|
:
|

Hiém gp: ADR<1/1.1000

Da: hdi chimg Steven-Johnson, hogi tr bidu bi nhidm dde, hdi chimg Lyell, myn md ngogi
ban todn thin cdp tinh.

Khic: phdn img qud min.
Cach xir r ACR

m::}y:rmnwmm.phﬁmmm.wﬂuﬂmmﬂuu
cich ;

Khuyén cdo: cac thiy thubc néu ké don cac ché phdm phdi hop chira paracetamol thi ché
phdm ndy chi chira bing hosc it hom 325mg paracetamol. Tuy lidu 2 vién vin co thé ke

don, ndu thich nhung truemg : sdy paracetamol 14 850mg. Phdi

Phenylephrin

Cac phdn (mg oo hal sau &3 duoc sit 1am v phenylephrin. Va vi thé cd
b G G40 S €40 phn 0n 08 Wl Xy £ P il A

Thuomg glip: ADR>1/100

Thén kinh trung wong: kich ddng thin kinh, bdn chdn, lo du, khé ngd, ngudi yéu mét,
choang vang, dau trude ngue, run rily, di cém diu chi

Tim mach: ting huyét 4p.

Da: nhot nhat. tring bch, cim gide lanh da, dyng 1dng téc.
Tai chd: kich (mg tal chd.

It gdp: 1/1.000<ADR< 1/100

Tim mach: tang huyét &p kém phis phdi, loan nhip tim, nhip tim chdm, co mach ngoai vi va
ndi tang lam gidm tudi mdu cho céc co quan nay.

H& hip: suy hd hip.

Thin kinh: com hung phin, do gidc, hoang tuéng.

Tai mét Gidi phong céc hat sic td & méng milt, lim mér gidc mac.
Hidm gBp: ADR<1/1.000
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1im mach: vieém co tim thanh &, xudt huydt duror mang ngoal tim. 0327 120N
nhi tim chdm do phdn xa 6 thé khic aug_hm‘\

' .T&ggﬂumﬁmoﬁwmumm:é” hding |
chen alpha nhwr phantolamin. H cO PHAN |
Diphenhydramin 2\ S.P. 1\1,--'__-"--
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tal ngn cho ngudn 18 xe vi ngudd viin hinh may méc.

Thuong géip: ADR>1/100

Hé than kinh trung wong: ngl ga tir nhe dén wira, nhirc ddu, miét mdi, tinh trang kich 88ng.
Ho hip: dich tiét phé quén ddc hom.

Tidu héa: budn ndn, ndn, ia chiy, to bon, dau byng, khd midng, &n ngon miéng hon, tang
can, khd niém mac.

It gdip: 1/1.000<ADR<1/100
Tim mach: gidm huyét 4p, danh tréng ngye, phil.
m“minmmm an thin, chdng mét, kich thich nghich thuémg, mét ngd, trdm

Da: mdn cdm véi anh sang, ban, phi mach.
Sinh dyc-niédu: bi tidu.

Gan: viém gan.

Thiin kinh-co, xwong: dau co, di cém, run.

Mét nhin mér.
Ho hilp: co thit phé quan, chdy méu cam.
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lal

hic

ndng &
1-2mg tiém tinh mach

voi by

Xir trf: ndu céin thi rira da ddy, chi gy non khi ngd dbc mdi
ching ndn, do d6 thuémg cin phdi nra de day va ding

co gidt. cin didu tri bing diazepam 5-10mg tiém finh mach
lifu ndy trong it nhit 5 phat, co thé tiém

tnéu chung

phyostigmin
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in 6é 6& phong ding lidu phyostigmin qua cao. Khi bj gidm huyét ap,
dich tinh mach va , truyén cham finh mach noradrenalin. Mt cach Gdu trf

khac 14 truyén tinh mach cham dopamin (Iiéu bt dbu 4-Smicrogam/kg/phit).

O ngutri bénh c6 trigu chimg ngoail thap kho didu tri, tiém bip hodc tém tinh mach cham 2-
5mg biperiden (tré em 0,04mg/kg), c6 thé tiém nhic lal sau 30 phit.

Cdin tién hanh xem xét hd hip hé trg. Khing ding cac thudc loai cafein, long ndo vi co thé
ody co gidt.

11.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
DPoc ki hudmg dédn sir dyng trwdre khi dong.
Dé xa tim tay tré em.

Théng bédo ngay cho béc si hojc duge si nhimg tic dyung khdng mong muén gip
phéi khi st dyng thubc.

Khéng dung thube hét hen sir dyng
Néu cdn thém théng tin xin hdi y kidn bac si
12. DIEU KIEN BAO QUAN, HAN DUNG
DIEU KIEN BAO QUAN: Noi khd thoang, tranh dnh séng, nhigt 85 duwdi 30°C.
HAN DUNG: 36 thang ké tir ngdy sin xult
13.TEN VA D|A CHI NHA SAN XUAT
ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)

WWW Spm com.vn
SPM 451 Duong sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
OT: (08) 37507498 Fax: (08) 38771010
14.NGAY XEM XET SUA DOI, CAP NHAT: 17/05/2017




