Cic déu hidu luu y va khuyén cdo khi dung thube:
Doc ky hudng dan sir dung trudc khi ding.
Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC:
Thanh phén hoat chit:

Paracetamol 160 mg {
Phenylephrin hydroclorid 2,5 mg .
Clorphemramm maleat 1 mg

Thanh phén t4 dwge: Vanillin, duong tring

DANG BAO CHE: Thudc bt uéng d
Bot thudc mau tring mui thom vani. -

CHI DINH:
Cam sdt - S6 miii do dj émg thoi tiét - Hit ho, nghet mili ¢ tré em.

LIEU DUNG, CACH DUNG
Tréem2-dudi6 tuon Ubng 1 goi/ lan, ngay3-5 lan.
Tréem 6- 12 tudi: UongZ g6i/ lan, ngay 3-5 lan
Cich diing: Hoa bot thude vao nudc trude khi udng.

CHONG CHI DINH:
Qud min véi cic thanh phan cua thuéc, hodic min cam chéo véi
pscudoephednn
Ngudi bénh thiéu hut glucose-6-phosphat dehydrogenase (G6PD).
Ngl.rén bénh dang con hen cap.
Ngudi bénh ¢ tri¢u chimg phi dai tuyen tién liét. Glocom géc hf;p Tic cb bang
quang.
Loét da day, tic mén v; -ta tréng
Ngudi bf;nh dﬁng thudc trc ché monoamin oxydase (MAO) trong vémg 14 ngay,
tinh dén thoi diém diéu tri bing clorpheniramin, vi tinh chét chong tiét
acetylcholm cua clorpheniramin bj ting 1én béi céc chét trc ché MAO.
Cuong giap nang hodc glocom goc dong.
Bénh tim mach néng, nhdi mau co tim, bénh mach vanh. Tang huyét ap ning,
bléc nhi thit, xo cimg dong mach ning, nhip nhanh that.
Tré em dudi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUQC:
Than trong vai bénh nhan thiéu mau tir trude. Suy giam chirc nang gan hoéc
thén.
Udng nh1eu rugu, bia c6 thé ting dgc tinh caa paracctamol d6i véi gan.
Béc sy can canh bao bénh nhén vé cac du hiéu cua phén img trén da nghiém
trong nhu hdi chirng Steven-Johnson (SJS), h§i chirng hoai tir da nhlem déc
(TEN) hay héi chimg Lyell, hdi chimg ngoai ban mun mu toan than cép tinh
(AGEP).
Nguy co bién chung duong ho hép, suy giam ho hap va ngimg thé. Phai than
trong khi c6 bénh phéi man tinh, tho ngén hodc kho tho.
Khong dung dong thoi vai cac thuoc an than gdy ngu hodc céc thirc ubng c6
ethanol vi c6 thé ting tac dung {rc ché than kinh trung uvong.
Than trong khi dung cho ngur&i bénh cudng giap, nhip tim cham, bléc tim mot
phén, bénh cotim, xo clirng dong mach nang, dai thdo dudng typ 1.
Lién quan dén ta dm;rc duo‘ngﬁﬁng (sucrose): Bénh nhan c6 cac roi loan di
truyen hiém gap vé dung nap fructose, khong dung nap glucose-galactose hay
réi loan sucrase-isomaltase khong nén ding thude nay.

SUDYNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Sir dung thudc cho phu nir ¢é thai: Khong sir dung cho phu nir ¢6 thai. Chi
diing thuée cho phy nir mang thai khi that can thiét, c6 cin nhic tac hai do thude

gayra.
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Sir dung thudc cho phy nii' cho con bi: Khong su dung cho phu nir cho con
bi. Clorpheniramin c6 thé digc tlet qua sita me va trc ché tiét sira. Vi thubc
thugc nhém khang histamin c6 thé gay phan (mg nghiém trong voi tré ba me,
nén can can nhiic hofic khéng cho con bl hogc khong ding thude, tiry thude mire
d6 cén thiét cua thube d6i voi ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH

MAYMOC: , ‘ ,
Can trénh ding vi thudc 6 thé gay chéng mét, hoa mat, nhin mo va suy giam
tdm than van djng.

TUONG TAC, TUONG KY CUATHUOC:

Twong téc ciia thude:

Lién quan dén paracelamo!

Diing dong thoi cac thude chong co giit (phenytoin, barblturat carbamazepm)
isoniazid lam tﬁngdﬁc tinh d61 vai gan.

Ubng dai nga licu cao paracetamol lam tﬁng nhe tic dung chong dong cia
coumarin va dan chét indandion. T4c dung nay it hodc khéng quan trong vé lam
sang nén paracetamol dugc dung khi can giam dau nhe hogc ha s6t cho ngudi
bénh dang dun g coumarin va dan chat indandion.

Domperidon c6 thé 1am ting tdc d6 hdp thu qua dudng tiéu hoa clia paracetamol
do lam thay d6i nhu dong dudmg tiéu héa.

Metoclopram:d lam ting nhu dong dudng tiéu héa nén co thé 1am thay d6i hap
thu cua paracetamol.

Cholestyramm la chét trao ddi anion, ¢6 the két ndi véi mot sb thude trong da
day-rudt va cé thé lam cham hodc giam syr hép thu ctia paracetamol.
Cloramphenicol rc ché > enzym cytochrom P, & gan, la enzym chiu trach nhiém
vé chuyén hoa cua nhleu thubc. Dung cloramphenicol chung véi paracetamol
s€ lam thay dm chuyén héa paracetamol gdy ting doc tinh cho gan.

Lién quan dén phenylephrin hydroclorid:

Khong dung cung véi bromocriptin, thuoc tre ché MAO, epinephrin hogc thude
cuong giao cam khac.

Thén trong khi dang dung thudc chdng trim cam ba vong, guanethidin, atropin
sulfat, alcaloid nam cya ga, digitalis, furosemid, pilocarpin.

Lién quan dén clorpheniramin maleat:

Céc thuoc trc ché monoamin oxydase (MAOQO) lam kéo dai va tang tac dung
chéng tiét acetyc holin cua thude khéng histamin.

Ethanol hodic céc thube an than gay ngu c6 thé lam tang tac dung (ic ché hé than
kinh trung uong cua clorpheniramin.

Clorpheniramin trc ché chuyén héa phenytoin va cé thé dén dén ngd doc
phenytoin.

Twong ky cua thube: Do khéng c6 cac nghién clru vé tinh tirong ky cia thuéc,
khéng tron 1an thude nay véi cac thude khic.

TAC DUNG KHONG MONG MUON CUATHUOC:

Thuong gap: Vai trudng hqp div ung: Phat ban ngoai da voi héng ban. Kich dong
than kinh, bon chdn, lo 4 du, nguoi yeu mét, choang vang, dau trudc nguc, run
ray, dicam d4u chi. An than, kho mu:ng

it gép: Réi loan tiéu hoa, giam bach céu trung tinh, thiéu méu doc véi th:m T{mg
huyét ap kém phu phdi, loan nhtp tim, nhip tim chdm, co mach ngoai vi va ngi
tang lam giam tuéi mau cho cac co quan, suy ho hap, 4o gidc, hoang tuéng, giai
phong cac hat sac !o mong mit, lam md gidc mac.

Hiém gp: Giam tiéu cau. Viém co tim thanh 0, Xuét huyet dudi mang ngoai tim.
Chéng mat, budn nén.

Céc dau hiéu cua phan (g trén da nghiém trong nhu héi chirng Steven-Johnson
(SJS) hoi chirng hoai tir da nhlem ddc (TEN) hay hoi chirng Lyell, héi chimg
ngoai ban mun mu toan than cap tinh (AGEP).

QUALIEUVA CACH XU TRIi:

Lién 1quan dén paracetamof

Nhlem doc paracetamol ¢6 thé do diing mét heu doc duy nhét, hoiic do udng lap
lai liéu lon paracetamol (vidu:7,5-10g mm ngay, trong 1 -2 ngéy), hodc do
uong thuoc dai ngay Hoai tir gan| phu thude lidu 1 tac dung doc cp tinh nghiém
trong nhét do qua liéu va cé thé gay tirvong.

i “‘ -



Khi ding quéd liéu paracetamol mot chit chuyén héa la N-acetyl-
benzoquinonimin gdy doc nang cho gan.

Dung liéu qua cao co thé gay phan hity té bao gan, nhiém toan chuyén hoa, bénh
1y ndo dan dén hon mé.

Xurtri:

Rira da day (t6t nhat trong vong 4 gi¢r sau khi uong)

Liu phap giai doc chinh la dung nhimg hop chit sulfhydryl, ¢6 1& tic dong mat
phan do bo sung dur trir glutathion & gan, N-acetylcystem ¢6 tac dung khi uong
hogc tiém tinh mach. Phai cho thu6e ngay 1ap tirc néu chwra dén 36 gio ké tir khi
uong paracetamol Diéu trj voi N-acetylcystcm c6 hi¢u qua hon khi cho thudc
trong thoi gian dudi 10 gid sau khi uong paracetamOI Khi cho uong, hoa loang
dung dich N-acetylcystein voi nude hodc d6 udng khong c0 rugu dé dat dung
dich 5% va phal ubng trong vong 1 gio sau khi pha. Cho uong N-acetylcystein
vai liéu dau tién 1a 140 mg/kg, sau do cho tlep 17 liéu nixa, mdi liéu 70 mg/kg
céch nhau 4 gio mét lan. Cham dirt diéu tri néu xét nghi¢m paracetamol trong
huyét tuong cho thay nguy co dgc hai gan thap.

C6 thé dung methionin, than hoat va/ hodc cac thudc tdy mudi vi chiing ¢ kha
nang lam giam hép thu paracetamol

Liénquan ci'en phenylephrin hydroclorid:

Dung qua liéu phenylephnn lam tang huyét ap, nhire ddu, con co giat, xuit
huyet ndo, danh tréng ngyc, ngoai tim thu, di cam. Nhip tim chdm thudng xay
ra som.

Xur tri:

Tang huyét ap co thé khiic phuc bing cach dung thuoc chen a-adrenergic nhu
phentolamin 5 - 10 mg, tiém tinh mach; néu cén, c6 thé lap lai. Tham tach mau
thudmg khong c6 ich. Cén chu y diéu tri triéu chu‘ng va hd trg chung, cham s6c
yté.

Lién quan den cfarphemramm maleat:

Liéu gay chét ciia clorpheniramin khoang 25 - 50 mg/kg thé trong. Triéu chimg:
An thén, kich thich nghich thuong hé than kinh trung vong, loan tam thén, con
dong kinh, ngirng thd, co giat, tic dung chong tiét acetylcholin, phan (g loan
truong lyc va truy tim mach, loan nhip.

Xr tri:

Diéu trj trig¢u chu‘ng vahd  trgr chire ndng song, can chu y dac biét chirc nang gan,
than, ho hap, timvacan bang nudc, dién giai.

Rira da day hodc gay nén bang siro ipecacuanha. Sau d6, cho dung than hoat va
thudc tay dé han che hap thu.

Khi ha huyét ap va loan nhip, cin duoc diéu tri tich cuc. Co6 thé dleu tri
co giat bing tiém tinh mach diazepam hodc phenytoin. Cé thé phai truyen mau
bing nhimng ca ning.

THONG TIN VEDUQCLY,LAM SANG

Dic tinh dugce lye hoe:

Lién quan dén paracetamol:

Paracetamol (acetammophen hay N—acetyl p-aminophenol) 1 chat chuyerl hoa
c6 hoat tinh cua phenacetin, 1a thude giam dau - ha sét hiru hiéu cé the thay thé
aspirin; tuy vay, khac vdi aspirin, paracetamol khong c6 hi¢u qua diéu tri viém.
Vi liéu ngang nhau tinh theo gam, paracetamol ¢6 tac dung giam dau va ha st
tuong ty nhur aspirin.

Paracetamol lam giam than nhiét ¢ ngudi bénh sot, nhung hlem khi lam giam
thén nhiét & ngudi binh thudng. Thudce tac dong 1én vung duéi d6i gay ha nhiét,
téanhi¢t ting do gidn mach va ting luu lvgng méu ngoai bién.

Paracetamol véi lleu dicu tri, it c6 tic dong dén hé tim mach va hé hép, khong
lam thay d6i cin bang acid - base, khong gy kich img, xudc hoic chiy méu da
day vi paracetamol khong tac dung trén cyclooxygenase toan than, chi tic dong
dén cyc]ooxygenase va prostaglandm cia hé thin kinh trung wong.
Paracetamol khdng c6 tc dung trén tiéu cau hodc thai gian chay mau.

Lién quan dén phenylephrin hydroclorid:

Phenylephrin hydroclorid 1a mot thudc tac dung gidng than kinh giao cam a, ¢6
tac dung tryc tiép Ién cac thy thé a,-adrenergic 1am co mach nén lam giam sung
huyet mii va xoang do cam lanh.

Lién quan dén clorpheniramin maleat:

Clorpheniramin maleat 1 mét khang histamin c6 rét it tac dyng an thén. Tac
dung khang histamin thong qua phong bé canh tranh céc thu thé H, ctia cac té
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bao tdc dong. Dung tri viém mii di {mg, méy day, viém mili vdn mach do
histamin, viém két mac dj (mg, viém da tiép xiic, phi mach, phi Quincke ..

Dic tinh dugedng hoc:

Lién quan dén paracetamol:

Hap thu: Dang thu6c udng dugc hap thu nhanh, hoan toan. Thudc lién két yéu
vai protein huyét twong dat nong do toi da sau 30 - 60 phut.

Phan bd: Paracetamol phén bé nhanh va dong déu trong phan 16m cac mo cuaco
thé. Khoang 25% paracetamol trong méu két hop véi protein huyét tirong.
Chuyén héa, thai trir: Thoi gian ban huy trong huyet tuong tir 1,25 - 3 gio.
Paracetamol chuyén hoa & gan, dao thai trong nuée tiéu dudi dang: Lién hop
v acid glucuromc (khoang 60%), acid sulfuric (khoang 35%) hodc cystein
(khoang 3%) va mét lugng nho nhimg chit chuyén héa hydroxyl-hoa va khir
acetyl. Paracetamol dugc chuyén héa dudi tac dung cia cytochrom P,,,, thanh
chét chuyen hoéa, dugc khir nhanh chéng béi glutathion va djc do chét chuyen
hoa nay ting Ién khi ding lidu cao.

Lién quan dén phenyl ephrin hydroclorid:

Hap thu: Phenylephrin hip thu rat bit thuong qua duong tiéu héa do bi chuycn
hoa ngay trén duémg tiéu hoa. Sau khi uong, tac dung chong sung huyet mui
Xuét hxgn trong vong 15 - 20 phat, vakéodai2-4 glé

Phan bo: Phenylephnn c6 thé phan bd vao cdc mo, nhumg con chua biét thude
c6 phdn b durge vao sita me khong.

Chuyén héa, thai trir: Phenylephrin bj chuyén héa & gan va rudt nho enzym
monoaminoxidase (MAQO). Con chua xéc dinh dugce cac chat chuyén hoa la gi.
nén ciing chwa biét dugc con dudng chuyén héa va toc do thai trir cua
phenylephrin.

Lién quan den clorpheniramin maleat:

Hap thu; Hap thu t6t khi uéng, xuét hién trong huyct twong sau 30 - 60 phut
Nong do dinh trong huyet tuong dat sau 2,5 dén 6 gid sau khi ubng. Thuéc c6
kha dung sinh hoc thap, dat25 -50%.

Phéan bé: Khoang 70% thubce trong tuan hoan lién két véi protein. Thé tich phan
b63.,5  litvkg (nguoi lom) va 7 - 10 livkg (tré em).

Chuyen hoa, thai trir: Clorpheniramin maleat chuyén héa nhanh va nhléu Chat
chuyén hoa gom: Desmethyl-didesmethyl- clorphcmramm vamot so chat chua
xac dinh co hoat tinh. Thuoc bai tiét chu yéu qua nudc tiéu dudi dang khong doi
ho#ic chuyén hoa. Sy bai tiét phu thuoc vao pH va luu Iuo'ng nudc tiéu, Mot
lwgng nho bai tiét theo phan. Thoi gian ban thai 12 -15 gid, & ngudi suy than
man kéo dai tai 280 - 330 gid.

PON VI DPONG GOINHO NHAT, QUY CACH PONG GOI:

Hop 30 goi1x 3 gam

HAN DUNG CUATHUOC

36 thang ké tir ngay san xuét

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUATHUOC

Bao quan: O nhi¢t d) khong qua 30°C, noi kho rdo, tranh énh sang.
Tiéu chuan chat luong: TCCS

TEN, PIA CHI CUACO SO SAN XUATTHUOC

CONG TY CO PHAN DUQC PHAM 2/9
DT: (028) 38687355.  FAX: 842838687356
930C4, duomg C, KCN Cét Ldi, Cum 2, P. Thanh My Lgi, Q.2 TP Hé Chi Minh

NADYPHAR



