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HUGNG DAN SU DUNG THUOC
EFFER PHAZANDOL FLU

Dé xa tim tay tré em

DPoc k§ huéng din sir dung truée khi ding

THANH PHAN
MB&i vién nén sti bot EFFER PHAZANDOL FLU c6 chra:
Thanh phdn hoat chat:
PraeehBmO). . o ceuss s nesvesssisia i 650 mg
Phenylephrin hydroclorid......c.ccioieiiiiianinrnsnn 10 mg
Clorpbenitaminnalent. ...ocavsv covnasmsssisesvoins 4 mg
Thanh phan té duoe:

Acid citric khan, natri hydrocarbonat, aspartam, povidon K30, natri saccharin, natri carbonat
khan.

DANG BAO CHE

Vién nén sui bot.

Mo ta san pham:

Vién nén hinh trén, mau tréng, hai mét phing, tron.

CHI DINH:

Diéu trj triéu chimg trong c4c trudmg hop cam cim, sét, dau diu, nghet miii, s mii, hét hoi,
viém mili cdp & ngudi 16n va thanh thiéu nién tir 15 tudi.

CACH DUNG VA LIEU DUNG

Céch dung

Dung dudng ubng.

Hoa trong mdt nita ly nuée, udng sau khi sti bot hoan toan.

Néu sbt van tiép dién sau 3 ngay didu tri, dau hodc céc triéu chitng khéc khong ca thién sau hon
5 ngdy diéu trj hogc tinh trang bénh nhan xAu di hodic xuét hién thém céc tri¢u chimg khac, nén
danh gia lai tinh trang 1dm sang ctia bénh nhén.

Viéc sir dung thube ty thudc vao sy xuét hién cua cac triéu chirng. Khi nhimg triéu ching nay
bién mét, nén ngung dung thuée.

Li¢u ding

Ngudi 16n va thanh thiéu nién trén 15 tudi: 1 vién (650 mg paracetamol), Ip lai sau m&i 6 — 8
gior néu can (3 — 4 ln/ngay).

Khong sir dung qué 3 g paracetamol méi 24 gior (xem Cdnh bdo va thin trong khi ding thudc).
Déi tuong dic biét:

Bénh nhin suy gan

Trong trudong hop suy gan, khéng duge diung qua 3 vién/ngay va khoang cich t6i thiéu giita céc
lidu 1a 8 gity (xem Canh bdo va thdn trong khi ding thudc).
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Bénh nhén suy thin

Thube nay khong dugc chi dinh cho bénh nhan suy than do lidu cta paracetamol.
Tré em

Thuéc nay dugc chi dinh cho thanh thiu nién tir 15 tudi.

CHONG CHi PINH

Qud min véi paracetamol va bt ky thanh phin ta dugc nio ciia thude
Cao huyét 4p

Cuong giap

Déi thdo duong

Suy gan néng, suy thin ning

Bénh tim mach nghiém trong (bénh mach vanh, dau thit ngyc)

Nhip tim nhanh

Bénh nhan dugc diéu tri bing cc thuéc monoamin oxidase (MAOIs) (Xem Twong tdc, tuwong ky
ctia thuéc)

Bénh nhén dang diéu tri bing cudng giao cim khéc

Bénh nhan diéu trj bing thudc chen beta (beta-blocker)
Bénh ting nhén ap.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Str dung thén trong trong céc trudng hop sau:

Béc sT can canh béo bénh nhén v& céc phén tng phu nghiém trong trén da, mgc dit ti 1¢ méc phai
la khong cao nhung nghiém trong, thdm chi de doa tinh mang bao gdm héi chimg Stevens -
Johnson (8JS), hdi chirng hoai tir da nhidm ddc: toxic epidermal necrolysis (T EN) hay hoi chimg
Lyell, hdi chimg ngoai ban mun mu toan than cap tinh: acute generalized exanthematous
pustulosis (AGEP) v6i céc tridu chimg duge mé ta nhu sau:

Hoi chimg Stevens - Johnson (SJS): 1a dj tmg thudc thé bong nudée, bong nude khu trii & quanh
céc héc ty nhién: mét, mili, miéng, tai, b phan sinh duc va hiu mén. Ngoai ra ¢6 thé kem sét
cao, viém phdi, réi loan chirc ning gan than. Chan doén hoi chimg Stevens-Johnson (SJS) khi c6
it nhét 2 héc tw nhién bj ton thuong,

Hoi chimg hoai tir da nhiém ddc (TEN): 1a thé dj img thubc ning nhét, gdm:

— Céc ton thuong da dang & d?: ban dang s&i, ban dang tinh hfjmg nhiét, hfing ban hoidc céc
bong nuéc bing nhiing, céc tdn thuong nhanh chéng lan toa khip nguoi;

s u " A s .- A - -, .
- Tén thuong niém mac mit: viém glac mac, viém ket mac mu, loét giac mac.

— Tbén thuong niém mac dwong tiéu hoa: viém mi¢ng, trot niém mac miéng, loét hau, hong thuc
quan, da day, rudt;

— Tén thuong niém mac dudng sinh duc, tiét niéu.

— Ngoai ra con c6 céc tri¢u chimg toan than trdm trong nhu sét, xut huyét dudng tiéu héa,
viém phdi, viém ciu than, viém gan...ty I€ tir vong cao 15 — 30%.

Hoi chiing ngoai ban mun mu toan than cp tinh (AGEP): mun mt v6 tring nhé phét sinh trén
nén hong ban lan rdng. Tén thuong thuong xudt hién & cée nép gap nhu ndch, ben va mit, sau d6
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c6 thé lan rong toan than. Triéu chimg toan than thudmg c6 1a sdt, xét nghiém mau bach cdu mui
trung tinh ting cao.

Khi phat hién nhitng d4u hiéu phat ban trén da dau tién hogc bét ky ddu hiéu phan ing qud min
nao khéc, bénh nhan can phai ngimg sir dung thudc. Ngudi da bi cac phan {ng trén da nghiém
trong do paracetamol gdy ra khong dugc ding thude tré lai va khi dén kham chita bénh can phai
théng bao cho nhén vién y té biét vé van d& nay.

Khéng ding qua liéu khuyén cdo, viéc sir dung paracetamol nén duge dénh gié, tranh diéu tri
kéo dai ¢ nhitng bénh nhan bj thiéu mau, bénh tim, bénh phéi hodic réi loan chic ning gan
(trong trudng hop réi loan chirc ning gan, viéc sir dung thuéc khong thudng xuyén c6 thé duge
chip nhén, nhung sir dung liéu cao kéo dai c6 thé 1am tang nguy co xuat hién cdc tic dung
khéng mong mudn).

Vige su dung paracetamol cho bénh nhén ¢6 théi quen st dung rugu (ba hofic nhiéu hon céc loai
do udng ¢4 con tré 1én: bia, rugu, d6 udng chung cét ¢6 cdn, ... méi ngay) c6 thé gay tbn thwong
gan.

O ngudi nghién rugu man tinh, khéng nén ding qué 3 vién mdi ngay va chia thanh nhidu 1dn sir

dung.
e

Do nguy co (e ché thin kinh trung wong, bénh nhan cin dugc canh béo khong nén sir dung db
uifmg cé con hodc thude e ché than kinh trung uong (thudc an thin) trong thoi gian didu tri
bang EFFER PHAZANDOL FLU.

Nén danh gia viéc sir dung thudc & bénh nhan hen nhay cam véi acid acetylsalicylic vi phan g

co thit phé quan voi paracetamol (phan ng chéo) da dugc ghi nhan & nhitng bénh nhan nay,

mdc du chi biéu hién & mdt s6 it bénh nhan nhiing c6 thé gay hiu quéa nghiém trong trong mot sb

truong hop, dic biét khi dung paracetamol liéu cao.

Sir dung ddng thoi nhidu loai thude c6 chira paracetamol c6 thé din dén ngd doc (xem Qud liéu

va cdch xu tri).

Cdc phan {mg dbc hai lién quan dén paracetamol c6 thé duge tao ra khi udng mot Iin qué lidu

hodc nhiéu lan véi liéu lwong vugt mic quy dinh.

Di ¢6 béo cdo vé cac truong hop nhidm dée gan lién quan dén lidu paracetamol dudi 4 gam.

C6 nguy co géy médn cam chéo: Bénh nhén nhay cam véi thude khang histamin c6 thé nhay cam

. v6i cée thuoe khang histamin khéc.

Ty 1€ loi fch/ rii to nén duoc danh gid trong céc tinh hubng sau:

— Bénh than hogc bénh phéi, phi dai tuyén tién lidt, bénh tim mach nhu nhip tim chgm, ha
huyét ap tu thé vo can, xo cing dong mach ndo, viém tuy, loét da day ta trang, tic nghén
mon vi - té trang, thiéu mau, bénh tuyén gidp, benh nhén nhay cam véi tic dung an thin va

bénh nhén dong kinh, vi ho ¢6 thé bj anh huong hosic twong céc véi cac loai thude didu tri
cac bénh nay.

— Bénh nhén dang diéu trj bing thubc chdng trdm cam ba vong, maprotilin hoic céc loai thube
khdc c6 tac dung khéng cholinergic va clopheniramin nén théng bao néu xuit hién céc van dé
veé duong tiéu hda cang sém cang tbt, vi co thé xay ra liét rudt.

Can thén trong néu dung ddng thoi paraccetamol voi flucloxacillin do ting nguy co nhiém toan

chuyén héa khoang tréng anion cao (HAGMA), dic biét & bénh nhan suy than ning, nhiém

tring huyét, suy dinh dudng va céc nguyén nhan khac giy thiéu hut glutathion (vi du: nghién
ruou méan tinh) cling nhu nhimg ngudi sir dung lidu paracetamol t6i da hang ngay. Nén theo dai
chit ch&, bao gom do ndng d 5-oxoprolin trong nudc tidu.

Bénh nhén cao tuéi:
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Do c6 chira phenylephrin va clopheniramin, nén dénh gia viéc diing thuéc cho nhitng bénh nhan
ndy. Do phenylephrin va clopheniramin c6 thé gy hai véi ngudi cao tudi, dic biét 1a trong
tuomg hop nhip tim chdm va giam nhip tim. Huyét 4p nén duoc theo dai dat biét & nhitng bénh
nhén 16n tudi méc bénh tim (xem Tdc dung khong mong muén). Bénh nhén cao tudi c6 nhidu
kha ning xuit hién céc triéu chimg sau: chéng mit, budn ngu, i 13n, ha huyét 4p hodc phan img
nghich thuomg déc trung bdi tinh d& bj kich thich qua mirc; bénh nhan cao tudi dac biét nhay
cam v6i téc dung khang cholinergic cia thude khang histamin chéng han nhw khd miéng hosc bi
tiéu. Néu nhimg téc dung nay xuét hién lién tuc hogc gy anh hudng nghiém trong, c6 thé cin
phai ngung diéu tri.

Tré em

Thudc ndy duge chi dinh cho ngudi 16n va thanh thiéu nién trén 15 tudi.

Thén trong diic biét
San pham thude nay chira khoang 361,77 mg natri m&i vién sti bot, tuong duong véi khoang
18,1% lugng t0i da hang ngay theo khuyén co ciia WHO 12 2 g natri cho ngudi 1én.

Liéu ti da héng ngay cua EFFER PHAZANDOL FLU tuong duong véi 54,3% lugng natri toi
da theo khuyén céo hing ngay ciia WHO.

San phim ndy c6 ham luong natri cao, do d6 cin tinh lai him lugng natri sir dung & nhitng bénh
nhan c6 ché d6 an it natri.

San phim nay cling chira aspartam, mét nguén phenylalanin. C6 thé c6 hai cho nhimg ngudi bi
phenylketon nigu.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit cé thai

Paracetamol

Nhiéu dit ligu 14m sang sin ¢6 cho thiy paracetamol khdng gdy ddc cho thai nhi/tré so sinh hoic
gdy dj tat bim sinh. Cac nghién citu dich t& hoc trén sw phat trién than kinh cta tré em khi tiép
Xuc v&i paracetamol trong tir cung cho két qué khong thuyét phuc. Cé thé dung paracetamol
trong thai ky néu can thiét nhumg phai diing lidu thap nhét c6 hi¢u qua trong thoi gian ngfin nhét.

Phenylephrin
Chua c6 nghién ctru d6i chiing trén ngudi dugc thye hién.
Clorpheniramin

Céc nghién ctru trén ddng vét khong cho thdy tac dung khong mong mudn dbi véi thai nhi. Chua

c6 nghién ctru dbi chimng trén ngudi duge thue hién.

Khéng co du dir liéu vé viée sir dung céc hoat chit ctia EFFER PHAZANDOL FLU ¢ phu nit
mang thai.

Khong sir dung dong thoi EFFER PHAZANDOL FLU véi paracetamol trong thoi ky mang thai
trir khi lgi ich 16n hon bat ky nguy co tiém 4n nao cé thé Xay ra doi vai thai nhi.

Phu nit cho con bu

Paracetamol

Mic dit ndng d6 téi da tir 10 — 15 ug/ml (tuong duong 66,2 — 99,3 umol/l) da do duoc trong sita
me¢ sau 1 — 2 gi¢ sau khi ngudi me ding mét liéu duy nhit 650 mg paracetamol, nhung
paracetamol va cac chat chuyén héa cua né khong duge phat hién trong nuée tidu cia tré so
sinh, thoi gian ban thai ctia paracetamol trong sita me la 1,35- 3,50 gidy, khéng c6 bao céo vé tac
dung khong mong mubn & tré em. C6 thé dung paracetamol cho phu nir dang cho con bi néu
khéng vurgt qué liéu khuyén céo, tuy nhién cin thén trong trong trudmng hop sir dung kéo dai.
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Phenylephrin

Théng tin vé su bai tiét ctia phenylephrin trong sira me hoéic & dong vét con han ché, Khong thé
loai trir nguy co doi véi tré so sinh.

Clorpheniramin

Vi mdt lugng nho thué'c khang histamin dugc bai tiét vao sita me nén ¢6 nguy co xay ra céc téE
dung khéng mong mudn & tré so sinh nhu kich thich bét thuong, clorpheniramin ¢ thé e ché
tiét sita do tdc dung khéng cholinergic ciia né.

Khong nén sir dung dong thdi EFFER PHAZANDOL FLU va paracetamol trong thoi ky cho
con b.

Kha ning sinh sin
Khéng c6 dir liéu trén nguoi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc nay c6 thé gdy budn ngt vi vy cé thé thay ddi kha ning cén thiét dé thue hién cac hoat
ddng gdy nguy hiém tiém 4n ching han nhu l4i xe hoic van hanh mdy méc. B¢nh nhan nén dugc

. khuyén khéng nén 14i xe hoic sir dung mdy méc néu cam thdy budn ngu cho dén khi chimg
minh dugc rang kha ning thuc hién cac hoat d4ng nay khong bi anh hudng.

TUONG TAC, TUONG KY CUA THUOC
Twong téc thudc
Twong tdc ciia paracetamol

Paracetamol dugc chuyén héa chi yéu & gan nén co thé tuong téc véi cac thude co chung con
dudng chuyén héa hodc c6 kha ning tac dong, trc ché hodc cam tmg qué trinh chuyén héa & gan.
Mot s6 chat chuyén héa cua paracetamol gdy doc cho gan, vi vay khi dung paracetamol chung
véi céc chit gly cam (mg manh enzym gan nhu rifamicin, mét sb thudc chdng co gidt,... c6 thé
din dén céc phan tmg gy déc gan, dic biét khi st dung paracetamol liéu cao.

Cén than trong khi sir dung dong thei paracetamol vdi flucloxacillin vi viée sir dung ddng thoi

hai thudc nay co th’é gdy nhiém toan chuyén héa co khoédng trong anion cao, dac biét & nhimg -
bénh nhén c6 cdc yéu té nguy co (xem Canh bdo va than trong khi diing thuéic). C

Trong s6 céc tuong tac cé tiém n#ing nhit, c6 thé ké dén nhitng tuong tac sau:
. = Ruou ethylic: Lam tang ddc tinh ctia paracetamol do c6 thé kich thich gan san xuét cic sif /"

pham gdy ddc cho gan c6 ngudn géc tir paracetamol.

— Thudc chéng déng duong uéng (acenocoumarol, warfarin): Cé thé lam ting tac dung chéng
dong méu do trc ché tong hop cdc yéu td déng mau & gan. Tuy nhién, do tuong téc nay c6 vé
it lién quan dén lam sing & phén I6n bénh nhan, ligu phép didu trj giam dau thay thé bing
salicylat nén dugc xem xét khi dang diéu trj bing thude chéng dong. Tuy nhién, lidu lwgng
va thoi gian diéu trj bing salicylat nén cang thip cang tét, ddng thoi theo doi INR dinh ky.

— Thube chéng co giat (phenytoin, phenibarbital, methylphenobarnital, primidon): Lam giam
sinh khd dung ciia paracetamol ciing nhu ting dgc tinh trén gan khi ding qua lidu
paracetamol do c4c thudc ndy lam tdng cam g su chuyén héa & gan.

— Thube loi tidu quai: Téc dung cua thudc loi tidu quai c6 thé bi giam vi paracetamol ¢6 thé
lam giam bai tict prostaglandin qua than va hoat ddng cia renin trong huyét tuong,

+ Isoniazid: Giam d¢ thanh thai ciia paracetamol, ¢6 thé lam ting tac dung va‘hodc ddc tinh
cua paracetamol do trc ché sy chuyén héa & gan.

+ Lamotrigin: Paracetamol lam giam sinh kha dung cta lamotrigin do dé ¢ thé 1am giam tac
dung ctia lamotrigin do paracetamol cé tic dung kich thich sy chuyén héa & gan.
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Metoclopramid va domperidon: Ting hép thu paracetamol & rut non do tac dung 1am rong
da day cia céac thubc nay.

Probenecid: Lam téng thoi gian bén huy trong huyét tuong cta paracetamol béng céch giam
str giang héa va bai tiét cdc chat chuyén héa ciia paracetamol qua nuéc tiéu.

Propranolol: Ting ndng do paracetamol trong huyét tuong do c6 thé e ché sy chuyén héa
paracetamol & gan.

Nhya trao dbi ion (cholestyramin): Giam hép thu paracetamol, c6 thé trc ché tac dung cua
paracetamol do ¢0 dinh paracetamol trong ruft.

Twong tdc ciia phenylephrin

Thude e ché monoamin oxidase (MAOIs): Nén tranh sir dung déng thoi hodc sir dung
phenylephrin sau khi d ngung str dung MAOIs téi thiéu 15 ngay (thoi gian wéc tinh can
thiét dé céc enzym MAO phuyc hdi tir tac dung trc ché do MAOIs géy ra, lam giam chuyén
héa cia phenylephrin). Ca thude chong trdm cam nhu phenelzin, isocarboxazid, nialamid,
tranylcypromin, moclobemid: thudc diéu tri Parkinson nhu selegilin; céc thudc khéc nhu
furazolidon c6 thé 1am tang tac dyng Ién tim, tdc dung vin mach va ¢é thé gay tang huyét 4p.

Thubc chen alpha-adrenergic: Khong khuyén céo sir dung ddng th&i phenylephrin v6i céc
thude ¢6 tic dung tuong ty nhur dihydroergotamin, methylergotamin (thube diéu tri dau nira
dAu), oxytocin (thudc gdy chuyén da) vi c6 thé lam tdng tic dung co mach. Ngoai ra, thudc
ha huyét 4p chen alpha hotic thubc didu tri chimg phi dai tuyén tién liét lanh tinh déi khang
v6i tic dyung cua thu thé alpha nhung khéng anh huéng dén tac dung qua trung gian beta, ¢
kha ning gdy ting nguy co ha huyét ap va nhip tim nhanh.

Thuf‘)c chen beta-adrenergic: Téc dung diéu tri clia ching c6 thé bi trc ché, cé thé gy tang
huyet 4p. Ngoai ra, sy phong toéa thu thé beta-adrenergic c6 thé dan dén tang hoat déng ciia
thy thé alpha-adrenergic, do d6 géy nguy co ting huyét dp va 1am nhip tim cham qua muic.

Thudc chéng trAm cam ba vong nhu amitriptylin, amoxapin, clomipramin, desipramin va
doxepin hogc thube chéng trAm cam bén vong nhu maprotilin: Sir dung dong thoi c6 thé lam
tang tac dung ting huyét 4p ctia phenylephrin.

'I:huéc gdy mé dang hoi, ching han nhu cyclopropan hodc halothan: C6 thé lam ting nguy co
roi loan nhip tim.

Thuc ha huyét ap, dic biét 1 nhimg thude lién quan dén hé thén kinh giao cam: Cén than
trong vi tic dung 1am ha huyét 4p cua ching (vi du nhu methyldopa tic dung 1én than kinh
trung wong va guanethidin la thudc ha huyét ap chen giao cam trung wong) c6 thé bj ddi
khing, do d6 dan dén tang huyét ap ning,

Cac loai thudc gdy mét kali, ching han nhr mot sb thudc loi tidu nh furosemid: Cé tha gdy
tang kali mau va sy nhay cam ciia mach méu véi thudc vén mach nhu phenylephrin ¢6 thé bj
gidm.,

Thudc anh huéng dén din truyén tim ching han nhu glycosid tim va thude chdng loan nhip:
Can thén trong khi sir dung

Hormon tuyén gidp: Can than trong khi str dung.

Thubc chen ca thy thé alpha va beta-adrenergic nhu labetalol va carvedilol: C6 thé ¢6 nhing

tuong tac phirc tap khi sir dung ddng thoi phenylephrin va dc tinh ¢6 thé ting 1én do tao ra
su doi khang & cap do thu thé beta,

Atropin sulfat: Ut ché nhip tim chim phan xa do phenylephrin gy ra va lam ting phan ung
huyét ap d6i v6i phenylephrin.

Twong tdc ciia clorpheniramin
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— Rugu hoic thpéc gdy tc ché hé than kinh trung wong: Téc dung irc ché ciia nhimg loai thude
nay hogc thude khang histamin nhw clorpheniramin ¢6 thé dugc tang cudng va cé thé giy ra
céc triéu chimg qua liéu.

— Thubc @c ché ‘monoamin oxidase (MAOIs), ‘bao gém furazolidon (khéng sinh) va
procarbazin (thudc chong ung thu): Khéng khuyen céo sir dung dong thoi vi chiing ¢6 thé
kéo dai va ting cudng tac dung trc ché hé thin kinh trung vong va khédng cholinergic ctia
thudc khang histamin.

— Thudc chéng trdm cam ba vong hodc maprotilin (thube chéng trdm cam bén vong) hodc cac
loai thude khac c6 tac dung khéng cholinergic: Téac dung khang cholinergic cla nhimg loai
thude nay hodc thude khang histamin nhu clorpheniramin c6 thé ting 1én. Néu céc vén c?é vé
dudmg ti€u héa phat trién, bénh nhén nén théng bdo cho bac si cua ho cang sém cang tot, vi
¢6 thé xdy ra liét rudt (xem Cdnh bdo va thin trong khi ding thuéc).

—  Thude gdy ddc tai: Cac triéu chitng nhiém doc tai nhur u tai, chong mat va chong mit.

— Thuéc nhay cam véi dnh sang: C6 thé gay ra céc hicu ling nhay cam véi 4nh séng,

Probenecid lam giam gin mot nira d§ thanh thai cia paracetamol béing céch e ché sir lién hop

cua nd véi acid glucuronic. Diéu nay c6 thé €0 nghia la liéu paracetamol ¢6 thé gidm mét nira

khi ding dong thoi véi probenecid. Uéng dong thoi cdc san pham thuﬁc’ lam tang toc d6 lam
rong da day, ching han nhu metoclopramid hodc domperidon, 1am ting téc do hap thu va khoi
phat tdc dung ctia paracetamol.

Su hép thu cla paracetamol bi giam bdi cholestyramin. Cholestyramin khdng nén dung trong
vong mdt gir néu muon dat duoc téc dung giam dau t6i da.

[soniazid anh hudng dén dugc dong hoc cia paracetamol v&i kha nang gy doc cho gan.

Paracetamol c6 thé anh hudng dén duge dong hoc cua cloramphenicol. Do d6, nén phén tich
cloramphenicol trong huyét twrong trong truong hop di€u trj phoi hgp véi cloramphenicol dang
tiém.

Anh huwong Ién cic xét nghi¢m ldm sang

Bénh nhén nén duoc canh béo ring thube nay c6 chira paracetamol va clorpheniramin, ¢6 thé
gy ra nhing thay déi trong két qua xét nghiém.

Paracetamol
Paracetamol c6 thé lam thay ddi gia tri ctia phép phén tich acid uric va glucose.

Clorpheniramin

Xét nghiém da sir dung ch‘ét gdy di img: Clorpheniramin c6 thé can tré va nén ngtmg thude it
nhat 3 ngay trude khi bét dau xét nghiém.

Twong ky, ciia thube

Do khéng c6 cac nghién ctru vé tinh tuong ky cia thudc, khéng trdn 1n thube nay véi cac thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Phan logi tan sudt: Rét thudmg gip (> 1/10), thuong gip (> 1/100 dén < 1/10), it gép (= 1/1000
dén < 1/100), hiém ggp (= 1/10.000 dén < 1/1.000), rat hiém gap (<1/10.000), khéng xéc dinh
(khdng thé wéc lugng tir dit ligu ¢6 sin). Trong méi nhém tin suat, c4c tac dung khong mong
mubn duge trinh bay theo mirc d¢ nghiém trong giam dan.

Lién quan dén paracetamol

Cac ADR dugce béo cdo nhiéu nhét trong thoi gian sir dung paracetamol 1a nhim doc gan,
nhiém dgc than, thay di cong thitc mau, ha dudng huyét va viém da di tng.
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Céc 16i loan chung va tinh trang
tai noi diing thu6c

Hé co quan TAn suit Téc dyng khéng mong mudn
Réi loan mach méu Huyét ap thap
R6i loan gan mat e Sﬁ)%gglzién Ting ndng d6 transaminase
< 1/1.000)

Kho chiu

Réi loan hé thong mau va bach
huyét

Réi loan chuyén héa va dinh
dudng

Réi loan gan mat
. Rét hiém gép
Réi loan da va mé dudi da (< 10.000)

Réi loan than va tiét nigu

Ciéc rdi loan chung va tinh trang
tai noi dung thube

Giam tléu ciu, mét bach cau hat, giam
bach cau, giam bach cau trung tinh,
thifu m4u tén séc

Ha duomg huyét

Nhiém dgc gan (vang da)

Céc phan Ung nghiém trong trén da da
duoc bao cdo

Pai mu vo trung (nudc tiéu duc), anh
huéng x4u dén than (xem Cdnh bdo va
than tong khi diing thuéc)

Phan g qua man tir phat ban da don
gian hofic ndi may day dén séc phan vé

Lién quan dén phenylephrin

H¢ co quan Tén suit

T4c dung khéng mong muén

@ | RS loan ha thin kinh

2 ) Khéng xéc dinh
R6i loan tim

R0i loan mach méu

Bén chén, lo Ii’mg, héi hdp, suy nhuge,
chéng mat, run, mét ngu kho chiu, nhirc
dau (véi lidu cao va cé thé 1a triéu chimg
cla ting huyct ap); co giat, di cam va 16i
loan tim thén véi ao gidc c6 thé xay ra
v6i liéu cao.

Dau hogc khé chiu & ngyue, nhip tim
cham nghiém trong, ting hoat dong cia
tim do ting sirc can ddng mach ngoai vi,
déc biét anh hudng dén nguoi gia hodc
bénh nhén cé tudn hoan nio hodc mach
vanh kém, ¢ thé khéi phat hodc lam
tram trong thém tinh trang suy tim, dénh
trong ngyc (khi sir dung lidu cao).

Téng huyét p (thuong véi lidu cao hoic
0 nhing ngudi nhay cam), co mach
ngoai vi lam giam luu lugng méu dén
cic co quan quan trong (tdc dung co
mach c6 nhiéu kha ning xay ra & nhiing
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Roi loan hd hép, léng ngue va
trung that

Réi loan tiéu héa

R4i loan than va tiét niéu

Réi loan da va md duéi da

Réi loan chuyén héa va dinh

. dudng

Céc rdi loan khac

bénh nhan bi giam thé tich); chan tay
lanh, do bimg mit, tut huyét 4p.

Su suy giam thé tich huyét twong c6 thé
xay ra khi sir dung kéo dai.

Kho tha, suy ho h:?'ip

Non (khi sir dung lidu cao)

Giam tu6i méu than va c6 thé giam
Iwgng nudc tidu, bi tiéu

Da nhot nhat, dung 16ng, d6 md hoi
nhiéu

Téng duong huyét

Ha kali méu, nhiém toan chuyén héa

Réi loan tim

R&i loan hé héap, 1éng nguc va
trung that

R&i loan mach mau

Nhéi mau co tim, loan nhip thét

Hiémgip | Phd phdi (thudmg ¢ lidu cao hodc &
(= 1710.000 dén | nhimg ngudi nhay cam)
< 1/1.000)

Xuat huyét ndo (& liéu cao thong thuong
hodc & ngudi ¢6 nguy co)

Lién quan dén clorpheniramin

Hé co quan

Téc dung khong mong muén

Phan iing khong mong mudn xudt hién thuong xuyén hon

R6i loan hé thin kinh

Suy nhugc than kinh trung wong véi céc biéu hién nhur budn
ngu nhe, chéng mit va yéu co, & mot sé bénh nhén bién mét
sau 2-3 ngay diéu trj, r6i loan van déng co mit, mét phoi
hop (vung v&), run, di cam.

Réi loan mét

Nhin md, nhin déi

Réi loan ho hip, 1éng nguc va
trung thit

Khé mili va hong, dom dic

Réi loan tigu héa

Khé mi?ng, chén &n, thay d6i mui vi, khé chiu duomg tiéu
hoa ([Juén ndn, ndn, tiéu chay, tio bon, dau ving thuong vi)
c6 the giam khi ding ciing véi thire #n.

A - A ek A
R&i loan than va tiét niéu

Bi tiéu hoic tiéu khé

Réi loan da va mé duéi da

Tang tiét md hoi
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Phan img khéng mong mudn it xay ra hon

Hiém gdp loan tao méu (mét bach céu hat, giam bach céu,
Roi logn mau va hé bach huyét thi€u méu bat san hodic gidm tidu ciu), véi céc tricu chimg
nhu chay mau bt thuomg, dau hong hodc mét méi.

Phén {ing qui man, phan img phan vé (ho, khé nuét, tim dap
nhanh, ngia, sung mf mét hodic quanh mét, mat, ludi, kho
thd, mét moi...), nhay cam véi anh sdng, min cam chéo véi
céc thudce lién quan.

Réi loan hé mién dich

Ddi khi kich thich nghich thudng, dic biét véi liéu cao va &

‘. & thin kind tré em hodc ngudi gia, dic trung béi bon chdn, mét ngu,
Roi logn h§ thin run, cing thang, mé sang, d4nh tréng nguc va thim chi co
giat.
Réi loan tai va mé dao U tai, viém mé dao cip tinh
ti?iIt logn b hép ngyc va trung Tic nguc, thd kho khe
Réi loan mach mau Ha huyét ap, tang huyét ap, phu

Thuong xay ra khi ding qué lidu, réi loan nhip tim, danh

ROi Jogn tim mach tréng nguc, nhip tim nhanh.

\ Hiém khi c6 thé xy ra: &t mat, viém gan hogc céc bénh N
Rdi loan gan mit roi loan chirc ning gan (dau bung hoic dau bung, nuée tién]
sdm mau, v.v.)

R&i loan hé sinh san va vii Bit lyc, thay déi chu ky kinh nguyét ", ?_3- /
AN o
Y _/

Bdo cdo ADR

Vige béo cdo cac phén tmg nghi ngo co hai ctia thudc sau khi duoc luu hanh 1a rat quan trong,
. diéu ndy cho phép tiep tuc theo ddi cén bang giita lgi ich/ rui ro cia thyéc. Céc chuyén gia y té

can phai bio céo bat ky phan img nghi ngd c6 hai nao thong qua h¢ thong cuia Trung tam Quoc

gia ve Thong tin thudc va Theo d&i phan img c6 hai cia thudc (Trung tim DI & ADR Quoc gia).

QUA LIEU VA CACH XU TRi

Paracetamol

Tri¢u ching:

Céc triéu chimg quéa lidu bao gdm chéng mit, nén mira, chan an, vang da, dau bung va suy thén

va gan. Néu udng qua liéu, bénh nhéan phai dugc diéu tri ngay tai trung tim y té ngay ca khi

khéng ¢6 trigu chimg hodc dau hi¢u dang ké nao, vi mgc du nhimg tri¢u ching hodc dau hiéu

nay c6 the gy tir vong nhung chiing thudng khéng biéu hién ngay sau khi uong ma phai sau

ngay thir ba.

Tir vong c6 thé xay ra do hoai tir gan. Tuong tu nhu vay, suy than cép tinh c6 thé xuét hién.

Qua liéu paracetamol dugc dénh gi4 theo bén giai doan, bat dAu tir thoi diém udng thude qua

licu:

GIAI DOAN I (12 - 24 gi3): Budn nén, ndn, todt md héi va chan n;
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GIAI DOAN II (24 - 48 gid): Cai thién 1am sang; ndng d6 AST, ALT, bilirubin va

prothrombin bit d4u tang;
GIAI DOAN 111 (72 - 96 gid): Giai doan thai ddc cao diém ciia gan; gié tri AST c6 thé Ién t6i
20.000;

GIAI DOAN 1V (7 - 8 ngay): Phuc hdi.

Nhiém doc gan c6 thé xuét hién. Liéu gay doc t6i thidu 13 6 g & ngudi 16n va hon 100 mg/kg cin
néng & tré em. Licu lén hon 20 - 25 g ¢6 kha niing gdy tir vong. Céc triéu chimg nhidm déc gan
bao gdm budn ndn, nén, chén n, khé chiu, dé md héi, dau bung va tiéu chay. Nhiém ddc gan
khong biéu hién cho dén 48 - 72 gidr sau khi ubng. Néu ding liéu lén hon 150 mg/kg hodic khong
xéac dinh dugc lugng da ding, thi nén lz‘iy mau paracetamol huyét thanh 4 gi& sau khi uéng.
Trong trudng hop nhiém doc gan, nén tién hanh kiém tra chirc ning gan v lip lai sau khoang 24
gio. Suy gan c¢6 thé din dén bénh nio, hon mé va tir vong.

Noéng d§ paracetamol trong huyét twong 16n hon 300 pg/ml duoc tim thy 4 gio sau khi ubng, c6

lien quan dén ton thuong gan & 90% bénh nhan. Diéu nay bit ddu xay ra khi nong do

paracetamol trong huyét twong sau 4 git ké tir khi diing thude 16n hon 120 pg/ml hoac 16n hon
. 30 pg/ml sau 12 gitr ké tir khi udng.

Ubng 1au dai véi liéu 1on hon 4 g/ngdy c6 thé dan dén nhidm doc gan thodng qua, éng thin c6
thé bi hoai tir va co tim ¢6 thé bj ton thuong.

Diéu tri:

Trong moi trudng hop sé tién hanh hit va rira da day, t6t nhét 1a trong vong 4 gi¢ sau khi udng.

Thube giai déc dac hiéu cho ddc tinh do paracetamol gy ra 1a N-acetylcystein, c6 thé diung

dudng tinh mach hodc dudng uong.

Tiém tinh mach:

Nén dung 300 mg/kg N-acetylcystein (twong dwong véi 1,5 ml/kg dung dich 20% trong nuérc;

pH 6,5), tiém tinh mach trong khoang thoi gian 20 gity 15 phut, theo phac dd sau:

Ngudi lon:

Liéu diéu tri:

150 mg/kg (twong dwong 0,75 ml/kg dung dich 20% N-acetylcystein trong nuéc; pH 6,5), tiém
. tinh mach chim hogc pha loang trong 200 ml dextrose 5%, tiém trong 15 phut.

Liéu duy tri:

a) Ban diu 50 mg/kg (twong duong véi 0,25 ml/kg dung dich 20% N-acetylcystein trong
nude; pH 6,5) pha lodng trong 500 ml dextrose 5%, truyén chdm trong 4 gio.

b) Sau d6, 100 mg/kg (twong duong 0,50 ml/Kg dung dich 20% N-acetylcystein trong nudc;
pH 6,5) pha lodng trong 1000 ml dextrose 5%, truyén chim trong 16 gio.

Tré em:

Déi v6i tré em, nén diéu chinh thé tich dung dich truyén dextrose 5% dua trén tudi va cin ning
clia tré dé tranh tic nghé&n mach mau ph("ii

Higu qué clia thudc giai doc la t6i da néu noé dugc dung trong vong 8 gidr sau khi ngd dée, giam
dan sau gi¢r thir 8 va mat tac dung sau 15 gi¢ sau khi ngd doc.

Viée sir dung dung dich 20% N-acetylcystein trong nuée c6 thé dimg lai khi két qua xét nghiém
méu cho thay nong d§ paracetamol trong mau duéi 200 pg/ml.

Téc dyng phy cta N-acetylcystein duong tinh mach: Phét ban va sbc phan vé da duoc quan sat
thdy, thudng trong vong 15 phut dén 1 gids ké tir khi bt déu truyén.

Duiong udng:
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Thubc giai doc N-acetylcystein phai duoc ding trong vong 10 gidr sau khi diing qué liéu.
Newdi lom:

Liéu khuyén cdo cuia thube giai doc cho ngudi 1om l1a:

- Liéu ban dau: 140 mg/kg so véi khdi lugng co thé

- 17 liéu 70 mg/kg so véi khdi lugng co thé, 4 gier mot 1an.

Mi liéu phai duge pha lodng 5% véi dé ubng cola, nude nho, nude cam hodc nudc truée khi
dung do mui khé chju va dic tiqh gdy kich tmg hodc xo cimg cila né. Néu bi non trong vong 1
gi® sau khi ding, nén dung lai liéu dé.
Néu cin thiét, thude giai doc (pha losing véi nuéce) c6 thé dioc dung qua dng thong t4 trang.
Phenylephrin va clorpheniramin
Tri¢u chirng:
Qua litu phenylephrin gay kich thich qua mirc hé than kinh giao cam v6i cde tac dung nhu lo
ling, so hai, kich ddng, nhire dau (co the 12 trig¢u chimg cia ting huyét ap), co giat, mat ngu, la
lan, dé bj kich thich, run, chén an, budn nén, nén, rdi loan tam than véi do gide (thudmg xuyén
. hon & tré em) va anh huéng dén hé tim mach nhu tang huyét ap (déi khi xuat huyét ndo va phu
phdi), ri loan nhip tim, d4nh trong ngue, co mach ngoai vi va ndi tang, giam hru hrong mau dén
C4c co quan quan trong, c6 thé lam gidm twéi méau than, giam lugng nuée tiéu va nhiém toan
chuyén héa; ting hoat dong cua tim do ting sirc can dong mach ngoai vi; téc dung co mach
nghiém trong c6 thé xay ra nhiéu hon & bénh nhan giam thé tich tudn hoan, nhip tim chim
nghiém trong. Sy suy giam thé tich huyét twong c6 thé xay ra khi sir dung kéo dai.
Ngoai ra, cdc triéu chimg khac lién quan dén qua li‘c“eu clorpheniramin c6 thé xuét hién nhu: téc
dung khang cholinergic (vung vé hoic 1o déo, budn ngu nghiém trong, kh6 mi¢ng, miii hogc
hqng nghiém trong, d6 bimg, khé thd), rbi loan nhip tim, ¢ ché than kinh trung uong, kich thich
than kinh trung wong (4o gidc, co giat, mat ngu), nhing triéu ching cudi nay c6 thé xuit hién

mudn; ha huyét 4p (cam thdy ngét xiu). {;
oA . ‘\ =

Dieu tri:

Diéu trj qué liu clorpheniramin va phenylephrin 1a didu trj triéu chim g va diéu tri hd trg.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thude gidm dau, ha s6t
©®  MaATC: N02BESI
Paracetamol
Paracetamol 1a thudc giam dau ciing c6 dic tinh ha sét,

Co ché hoat ddng chinh xac clia paracetamol van chwa dugc bi}’ét, mdc di ngudi ta biét ring
paracetamol ¢6 tac dong 1én hé thong than kinh trung uong va & cép do thip hon, ngéan chin viéc
tao ra céc xung dau & cap do ngoai vi.

Paracetamol dugc cho 1a 1am ting ngudng dau bing cach trc ché tdng hop prostaglandin, bang
cach ngan chin cyclooxygenase trong hé than kinh trung wong (cu thé 1a COX-3). Tuy nhién,
paracetamol khéng e ché déng ké cyclooxygenase & cic mo ngoai vi.

Paracetamol kich thich hoat dong clia c4c con dudng serotonergic, ngéin can viée truyén cac tin
hiéu cam gidc dau dén tiy séng tir cdc mod ngoai vi. V& mit nay, mét sé dit liéu thuc nghiém chi
ra ring viéc sir dung céc chét d6i khang cua céc phén nhém khac nhau cta thu thé serotonergic
dugc tiém vao trong tiy sdng c6 kha ning lam mat tac dung chéng nén cua paracetamol.

Tac dung ha st ¢6 lién quan dén sy tre ché tdng hop PGE1 & viing dudi ddi, co quan diéu phoi
sinh ly cua qua trinh diéu nhiét.
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Phenylephrin

L-phenylephrin thugc nhém phenylethylamin. N6 14 mot chat chi vén giao cam, alpha-1

adrenergic. Phenylephrin c6 tac dung théng miii do tao ra s co mach lam giam tam thoi lam

giam viém niém mac doc theo dudng mii. T4c dung clia L-phenylephrin déi véi tim bao gom

ting nhip tim va lam gidm hiéu suit hoat dong cua tim.

Clorpheniramin

Clorp}ilerﬁramin 1a thudce khéng histamin déi khéng thu thé Hjy, c6 tac dung uc ché canh tranh péc

thy the nay. Clorpheniramin thudc nhém alkylamin. Chiing cling ¢6 tac dung chong dj ing bang

cach ngan chén phan g véi acetylcholin qua trung gian thy thé muscarinic. Do @6, né ¢6 tic

dung lam kho niém mac mili, gitip giam s6 miii.

PAC TINH DUGC PONG HQC

Paracetamol

Hap thu

Sinh kha dung cta paracetamol khi ubng 12 75 - 85%. N6 duoc hép thu rong rdi va nhanh chong,
. nong do tdi da trong huyét twong dat dugc tuy thudc vao dang bao ché véi thoi gian tir 0,5 - 2

gio.

Phdn bé

Mure d6 gén két véi protein huyét tuong 13 10%. Thoi gian can thiét dé dat dwoc hicu qua téi da

lal-3 gio va thoi gian tic dung 14 3 - 4 gio.

Chuyén héa

Sy chuyén hoa cua paracetamol trai qua tac dong dau tién qua gan, theo dong hoc tuyén tinh.

Tuy nhién, sy tuyén tinh nay bién mat khi dung lieu cao hon 2 g. Paracetamol duge chuyén héa

chi yéu & gan (90 - 95%). Liéu cao c6 thé béo hoa cic co ché chuyén héa thong thuong & gan,

dén dén viée sir dung céc con dudmg chuyén héa thay thé lam phat sinh cac chét chuyén héa gay =
doc cho gan va c6 thé gay ddc cho than, do sy suy gidm glutathion. -
. NG T

Thai trie PHAR

Paracetamol duoc thai trir chu yéu qua nuéc tidu dusi dang lién hop véi acid glucuronic, va & ge

mire 9 thap hon véi acid sulfuric va cystein; dui 5% duge bai tiét duoi dang khong dbi. Thei ICVE
. g%an ban thai la 1,5 - 3 gi (tang trong trudmg hop ding qué lidu va & bénh nhén suy gan, nguoi e

gla va tré em). =

Phenylephrin

Hdp thu

Phenylephrin hydroclorid dugc hap thu nhanh va khong déu tir duong tiéu héa.

Phdn bé va chuyén héa

N6 duge chuyén héa nhanh chong trong rudt va gan nhé enzym monoamin oxidase. Céc téc
dung duge 1y xudt hién nhanh chéng va cé thé kéo dai vai gid. N6 c6 sinh kha dung dudng uong
1a 38%.

Thai tric

Thoi gian ban thai cia phenylephrin hydroclorid 14 2 - 3 gid.
Clorpheniramin

Hap thu

Clorpheniramin dugc hip thu t6t qua dudmg tidu héa.
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Phén bé

Nong d¢ dinh trong huyét twong xuft hién 2 - 6 gi& sau khi ubng. Clorpheniramin dugc phan
phéi trong dich ndio tity dén hé théng thin kinh trung wong, ciing nhu dén tAt ca céc mé. Dit liéu
tham khéo cho thdy gia tri kha dung sinh hoc cia clorpheniramin la khoang 25 - 45%. Sy phén
b6 qua cac md va dich co thé khéng hoan toan.

Chuyén héa

Clorpheniramin dudng nhur trai qua qué trinh chuyén héa bude dau ding ké.

Thai tric

Théi gian ban hiy phan phdi cia clorpheniramin 13 15 phut va thdi gian ban hiy dio thai Ia
khoéang 14 - 25 gid.

QUY CACH PONG GO1

Vixé Alu— Alu. Hop 4 vi x 4 vién kém theo t& huéng din sir dung,

Vixé Alu— Alu. Hp 5 vi x 4 vién kém theo to huéng din sir dung.

. Tuyp nhua PP. Hop 1 tuyp x 10 vién nén sti bot kém theo t& huéng din sir dung.
Tuyp nhya PP. Hop 1 tuyp x 20 vién nén sti bot kém theo t& huéng din sir dung,
HAN DUNG
36 thang ké tir ngay san xuét. Khéng dung thudc qua thoi han sir dung,

DGi véi quy céch tuyp nhua: Khong sir dung sau 30 ngay ké tir ngdy mé nép.
PIEU KIEN BAO QUAN
Bao quan noi khé, dudi 30°C, tranh énh sing.
TIEU CHUAN CHAT LUQNG CUA THUOC
Theo TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT
CONG TY CO PHAN DUGC PHUC VINH
Dia chi: L6 CN4-6.2 KCN Thach Thét — Quéc Oai, x4 Phing X4, huyén Thach Tht,
. Tp. HAaNoi
Dién thoai : 024 3559 6583

PAO PINH BANG
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