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HUONG DAN SU DUNG THUOC

D?Jg(f ::::M ' .‘\ PARALMAX DAY

Mai vién nén bao phim PARALMAX DAY c6 chrra:

Thanh pkfi‘n hoat chit: ParaCetamol ...............oooveeeeeeveeeeeeeseeeeseeeeseeseeseseesessssessenns 500 mg
Dextromethorphan hydrobromid.........ccccocvcviiiiiininicinnnne 15 mg
Phenn el BYIOPIBIIL . onommmssmomssmvssmnmmmsarsehioions Smg

Thanh phéin td dwoc: Pregelatinized starch, cellulose vi tinh thé (type 101), tinh bot ngo,
povidone K30, natri lauryl §uifat, natri croscarmellose, acid stearic, opadry QX white
quinoline yellow lake, oxyd sat vang.

(*): Thanh phan Opadry QX White: macrogol (PEG) polyvinyl alcohol graft copolymer, talc,
titanium dioxide, glycerol monocaprylocaprate, polyvinyl alcohol

DANG BAO CHE

Vién nén bao phim.

Mo ta san pht’fm:

Vién nén dai, bao phim mau vang, hai mat khum, mdt méat cé khic chit "PARALMAX", mdt mit
c6 khac gach ngang, canh va thanh vién lanh lan.

CHI PINH

D_iéu_ tri triéu chirng cam ctim va viém duong ho hép trén ca’ip tinh df’ing thoi xuét hién céc triéu
chiing sau: sot, nhirc dau, dau co va dau khop, dau hong, ho khan, viém mili cap tinh hodc viém
xoang c6 sung huyét niém mac cta duong ho hap trén.

A\*M-S.h

Diing cho ngudi 16n va thanh thiéu nién tir 12 tudi (cin ning trén 40 kg).
LIEU DUNG, CACH DUNG
Liéu ding

Nguoi lon (bao gc";m newdi cao tubi) va tré em tir 15 tudi tré lén:

Ding 1 — 2 vién/lan, t6i da 4 14n/24 gid, khoang cach gitta cac lidu it nhat 4 gio.
Déi v6i ngudi niing 60 kg: Dung 1 vién/l4n; trén 60 kg: c6 thé ding 1én dén 2 vién/lan.

Lidu don cao nhat 12 2 vién (twong tmg véi 1 g paracetamol). Lleu t6i da 1a 8 vién/ngay (twong
g v6i 4 g paracetamol va 120 mg dextromethorphan), khéng ubng qua lidu trong vong 24 gio.

Tré em 12 — 15 tubi (cdn ndng trén 40 kg):

Ding 1 vién, c6 thé nhic lai sau 4 — 6 gior néu cén.

Lidu t6i da 12 6 vién/ngay (twong tmg véi 3 g paracetamol).

Iré em:

Khong sir dung cho tré em dudi 12 tudi va thanh thiéu nién ¢6 can ning dén 40 kg.

Bénh nhdn suy thdn:
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Vi d6 loc cau than > 50 ml/phut, khéng can diéu chinh liéu hotic khoang céch giita c4c liéu. V6i
dd loc cau than SQ - 10 mUphflt, c6 thé dung toi da 500 mg sau moi 6 gio, véi dd loc cau than <
10 ml/pht, c6 thé dung toi da 500 mg sau moi 8 gio.

Bénh nhédn suy ean:

Trong suy gan man 6n dinh, paracetamol khong gay t6n thuong gan néu ding véi liéu lwong nhur
trén. Tuy nhién, khong nén dung lidu téi da & nhimng bénh nhan nay va quan sat khoang cach gitra
cac liéu don riéng 1¢ it nhét 6 gio.

Cach dung
Ding dudng ubng. Nudt nguyén vién, ubng thubc vé6i di nude.

Néu c6 vén d vé tiéu héa trong qua trinh diéu tri, nén uéng trong bita a an. Thoi gian diéu tri thong
thuong 12 3 — 5 ngay. Trong trudng hop tu diéu tri, thoi gian diéu tri t6i da 1a 5 ngay.

CHONG CHI PINH
San phidm duoc chéng chi dinh & cac bénh nhén:

+ Qué man voi paracetamol, dextromethorphan, phenylephrm céc thubc khang histamin khac
hay bt ky thanh phén nao cua thudc (xem phan Thanh phan).

+ R6i loan chirc ning gan nang, suy gan cAp.
+ Hen phé quan

+ Bénh phéi tic nghén man tinh (COPD)

+ Viém phbi

+ Suy hé hép hoic trc ché ho hap

+ Tang huyét 4p dong mach, bénh tim mach nghiém trong (nhu bénh tim mach vanh, dau thét
nguc)

+ Cuong gidp

+ Ddi thao duong

+ Glocom goc dong
+ Bi tiéu

+ U tuy thugng than

+ Diéu tri bang thude tre ché monoamm oxidase (MAQO) va trong vong 2 tudn sau khi ngung dung
céc thude e ché MAO (xem phén Twong tdc va twong ky cia thuéc)

+ Diéu tri bang thubc chéng trdm cam 3 vong, thude chen beta, thudc gy tén thuong chitc ning
gan (xem phan Twong tdc va tuong ky cua thuéc)

+ Sir dung ddng thoi véi céc thude cudng giao cam khéc (phenylpropanolamin, pseudoephedrin,
oxymetazolin, ephedrin, methylphenidat) (xem phan Tuong tdc va tuwong ky cua thudc)

+ Phu nit cho con bt (xem phan Stz dung thudc cho phu nit mang thai va cho con bil)

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng ding dbng thoi véi céc thude diéu tri cam ctim va cam lanh, thude lam thong mii khac,
cée thude cudng giao cam khic va cac loai thube khac ¢6 chira paracetamol.

Than trong s dung PARALMAX DAY ¢ bénh nhén mic hoi chimg Raynaud, thiéu mau tan
huyét, gidm bach cau hat, phi dai tuyén tién liét & nam gioi, hoi chirng Gilbert, thiéu men glucose-
6-phosphat dehydrogenase va nghién rugu.
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PARALMAX DAY chi nén sir dung & nhitng bénh nhan bi suy gan nhe dén trung binh khi c6 sur
tu van ctia bac si. Thén trong khi st dung PARALMAX DAY & bénh nhén suy than. Trong trudng
hop suy than, khuyén cédo nén kéo dai khoang cach gifta céc lidu (xem phdn Liéu ding, cdch
ding). Piéu tri trong thoi gian dai ¢6 nguy co gy ra ton thuong than.

Khuyén cdo thudong xuyén kiém soat cdc xét nghiém gan & nhitng bénh nhén c6 thay déi chirc
ning gan va & nhitng bénh nhén dung liéu cao paracetamol trong thoi gian dai (hon 10 ngay).
Dung liéu cao hon khuyén céo c6 thé din dén nguy co tén thuong gan nghiém trong. Nguy co
qua liéu s& cao hon & bénh nhan mic bénh gan.

Dua trén kinh nghi€ém sir dung paracetamol sau khi luu hanh trén thi truong, doc tinh trén gan
cua paracetamol da xéc dinh c6 thé xay ra ngay ca khi dung lidu diéu tri, dic biét khi ding liéu 4
g/ngay (lidu diéu tri téi da) trong thoi gian ngan va & nlmng bénh nhén khéng bi suy giam chirc
ning gan trude dé (xem phan Tdc dung khdng mong muon cia thudc).

Tén thiwong gan c6 thé xay ra ngay ca & lidu thip khi dung cling v6i ruou, chit gy cam tmg men
gan hodc céc thuoe gay doc cho gan khac (xem phan Tuwong tdc va tuwong ky cua thudc).

Ubng ruou trong thoi gian dai lam ting déng ké nguy co nhiém doc gan cua paracetamol. Nguy
co cao nhat dugc ghi nhan ¢ nhimg ngudi nghién rugu man tinh ngung uong rugu trong mot thoi
gian ngan (12 gid) trudce khi sir dung paracetamol. Khong sir dung d6 ubng cé cdn trong sudt qua
trinh diéu tri.

Trong qué trinh diéu tri véi thude chong déng duong udng va khi ding dong thoi lidu cao
paracetamol trong thoi gian dai, ddc biét l1a khi két hop véi dextropropoxyphen hodc codein, can
phai kiém soat thoi gian prothrombin.

Can than trong & nhitng bénh nhin qui man cam véi acid acetylsalicylic va/hodc thude chéng
viém khong steroid (NSAID).

Than trong khi ding déng thoi paracetamol véi flucloxacillin do tdng nguy co nhiém toan ting
khoang trong anion (HAGMA), diic biét & bénh nhan suy than ning, nhiém tring huyét, suy dinh
dudng va cac nguyén nhan khac gay thiéu hut glutathion (vi du nghién ruou man tinh), cling nhu
bénh nhan ding liéu t6i da lleu paracetamol hang ngay. Nén theo doi can than, bao gdm do néng
d6 5-oxoproline trong nuée tiéu.

Phén g phu nghiém trong trén da (SCAR)

Phén tmg trén da de doa dén tinh mang nhu hoi chiing Steven-J ohnson (SJS), hoi chimg hoai tir
da nhiém doc (TEN) va hoi chimg ngoai ban myn mu toan than cap tinh (AGEP) da duoc bao
céo lién quan dén viée str dung thude c6 chira paracetamol (mdt trong nhitng thanh phan hoat tinh
cuia PARALMAX DAY).

Béc si can canh béo bénh nhan vé cac déu hiéu ctia phan Ging trén da nghiém trong nhu hdi chiing
Steven- Johnson (SJS), hoi chimg hoai tir da nhiém doc: toxic epidermal necrolysis (TEN) hay
hoi ching Lyell, h¢i chiing ngoai ban mun mu toan théan cﬁp tinh: acute generalized
exanthematous pustulosis (AGEP).

Phan g phu nghiém trong trén da mic du ti 16 méc phai 1a khong cao nhung nghiém trong, tham
chi de doa tinh mang bao gdbm hdi chimg Steven-Jonhson (SJS), hoi ching hoai tir da nhidm doc:
toxic epidermal necrolysis (TEN) hay hoi chirng Lyell, hdi chirng ngoai ban mun mu toan than
cAp tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu ching cta céc hdi chimg néu trén dwge mo ta nhu sau:

—  Hoi ching Steven-Johnson (SJS): 1a di ing thudc thé bong nudc, bong nude khu tri &
quanh céc héc tu nhién: rnat mili, miéng, tai, bd phan sinh duc va hiau mén. Ngoai ra c6 thé
kém sbt cao, viém phoi, rdi loan chirc ning gan than. Chin doan hoi chirng Steven-Johnson
(SJS) khi c6 it nhit 2 hdc tur nhién bi tén thuong.

—  Hbi chiing hoai tir da nhiém déc (TEN): 1a thé di tng thudc ning nhit, gdm:
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+ Céc ton thuong da dang & da: ban dang séi, ban dang tinh hdng nhiét, hdng ban hoic
cac bong nudc bung nhung, cac tén thuwong nhanh chong lan téa khap ngudi;
+ Tbn thuong niém mac mat: viém gidc mac, viém két mac mi, loét gidc mac.
+ Tbén thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét héu,
hong thyc quan, da day, rudt;
+ Tén thuong niém mac dudng sinh duc, tiét niéu.
+ Ngoai ra con ¢6 cdc triéu chimg toan than tram trong nhu sot, xudt huyét dudng tiéu
hoa, viém phéi, viém cau thin, viém gan... ty 1€ tir vong cao 15-30%.
—  Hai chimg ngoai ban mun mu toan than cap tinh (AGEP): mun mu v0 trang nho phat sinh
trén nén hong ban lan rong. Tén thuong thudng xudt hién & cdc nép gap nhu nach, ben va mat,
sau d6 ¢6 thé lan rong toan than. Triéu ching toan than thudng cé 1a st, xét nghiém méu bach
céu mui trung tinh ting cao.

Khi phét hién nhiing déu higu phét ban trén da dau tién hogc bat ky dau hiéu phan ting qué man
nao khéc, bénh nhan cin phai ngimg sir dung thube. Ngudi da bi céc phan tng trén da nghiém
trong do paracetamol gdy ra khong dugc dung thudc trd lai va khi dén kham chita bénh can phai
thdng bao cho nhan vién y té biét v& vin dé nay.

Bac sThodc dugc sinén kiém tra xem bénh nhén c6 dang st dung cac thube cuong giao cam dong
thot v61 mot s6 phuong phap dung thudc khac khong, vi du: udng va dung tai chd (thudc nho
mui, mét va tai).

Cac truong hop lam dung va phu thugc dextromethorphan da duoc béo céo. Cén dic biét than
trong khi st dung do1 vai tré vi thanh nién, nguoi tré tudi cing nhu cac truong hop bénh nhan ¢
tién sur lam dung ma tiy hodc chat kich thich than kinh, rugu va/hodc hudng tdm than.

Dextromethorphan c6 kha nang gy nghién. Bénh nhan c6 thé xuét hién tinh trang dung nap thude
cling nhu phu thudc thuoc vé tinh thin va thé chit. Khong nén ding thudc vuot qué lidu khuyén
cdo va qua thoi gian didu tri.

Nén tranh sit dung d6 ubng c6 con trong khi ding PARALMAX DAY. Dextromethorphan lam
tang tac dung trc ché cta rugu doi voi hé than kinh trung uong.

Dextromethorphan khéng dugc khuyén cdo dimg dé giam ho man tinh. -

Trong tnxcmg hop ho c6 dom kém theo tiét nhiéu chat nhdy (vi du nhu bénh nhan méic céc bénh
nhu gian phé quén va xo nang) hodc bénh nhén mic cdc bénh than kinh 1am giam phan xa ho
dang ké (nhw dot quy, bénh Parkinson va chimg sa stt tri tué), can than trong va dénh gid k¥
ludng loi ich va riii ro trude khi didu tr ho biang dextromethorphan.

Dextromethorphan dugc chuyén hoa bai cytochrom P450 2D6 (CYP2D6) & gan. Hoat tinh cua
enzym nay duoc xac dinh ¢6 lién quan dén di truyén. Khoang 10% dan sb noi chung chuyén héa
kém qua CYP2D6. O nhiing ngudi chuyén hoa kém qua CYD2D6 va nhiing bénh nhan st dung
dong thoi véi cac thude tre ché CYP2D6, tac dong cia dextromethorphan c6 thé bj gia ting hodc
kéo dai hon. Vi vay can st dung than trong cho cac bénh nhan c6 chuyén héa kém qua CYP2D6
hoic dang dung thudc rc ché CYP2D6 (xem phin Tuong tdc va twong ky ciia thudc).

Hbi chirng serotonin

Pi ¢6 bao cdo cho thdy xudt hién tic dung serotonergic, ké ca sw phét trién cta hdi ching
serotonin ¢6 kha nang de doa tinh mang, khi sir dung dOng thoi dextromethorphan véi céc téc
nhén serotonergic nhuw thudc SSRI, thude lam gidm chuyén héa serotonin (bao gom ca chat trc
ché MAO) va chét tic ché CYP2D6 (xem phan Twong tdc va tuong ky ciia thuéc).

Hoi chimg serotonin ¢6 thé bao gdm céc tinh trang nhu: thay ddi trang théi tdm than, méat on dinh
hé than kinh tw chii, bat thuong vé than kinh co va/hoic cic tri¢u chimg duong tiéu hoa. Do do,
khong dung dextromethorphan véi thude e ché MAO (xem phan Chéng chi dinh). Can than
trong & nhitng bénh nhan dang ding céc thudc serotonergic khéc.
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Néu nghi ngd c¢6 hoi chiing serotonin, nén ngimg diéu trj bing PARALMAX DAY.

Do c6 thé giai phéng histamin, nén tranh sir dung dextromethorphan trong truong hop bénh dudng
bao.

T4 duoc

MBoi vién PARALMAX DAY c6 chtra dudi 23 mg natri vé co ban dugc xem nhu khong chira
natri.

SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU
Phu nir mang thai

Paracetamol qua hing rio nhau thai. Luong 16n dit liéu trén phu nit mang thai khong cho thiy
kha nang gy di tat hoic doc tinh cho thai nhi/tré so sinh ctia paracetamol. K&t qua tir cdc nghién
ctru dich t& hoc vé sy phét trién hé thin kinh & tré em phoi nhidm véi paracetamol trong tir cung
me khong dua ra duoc két luan.

Do dic tinh co mach cta phenylephrin, khong khuyén cdo sit dung PARALMAX DAY trong
thoi ky mang thai.

Céc nghién ciru vé dc tinh sinh san trén dong vat khong cho thdy ring dextromethorphan cé thé
gdy nguy hiém cho phu nit mang thai.

Tuy nhién, ding liéu cao dextromethorphan c6 thé gay trc ché ho hip & tré so sinh, ngay cé khi
dung trong thoi gian ngan.

Phu nir cho con bu

Chéng chi dinh PARALMAX DAY trong qué trinh cho con bd vi nguy co gy suy ho hép O tré.
Anh hwéng dén kha ning sinh sin

Céc nghién ctu vé doc paracetamol man tinh & déng v4t cho thiy c6 su xuét hién ciia teo tinh
hoan va (rc ché sinh san tinh tring, nhung anh huéng nay trén nguoi thi chua rd.

Khong c6 dit liéu 1dm sang va tién 1am sang vé anh hudng ctia dextromethorphan va phenylephrin
1én kha nang sinh san

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

Thube anh huong dén kha ning 14i xe va van hanh mdy moéc. Bénh nhén nén tranh lai xe va van
hanh may moc néu gép cac tac dung khéng mong mudn nhu hoa mat, chéng mit va gidn dong
tir. Nguy co s€ tang lén néu st dung thudc dong thoi v6i ruou (xem phan Canh bdo va thén trong
khi dung thuoc va Tuong tdac va twong ky cua thuoc).

TUONG TAC VA TUONG KY CUA THUOC

Twong tiac thube

Két hop chéng chi dinh

MAO lam ting tac dung ctia phenylephrin. Chong chi dinh st dung PARALMAX DAY ¢ nhiing
bénh nhan dang dung hodc da duing MAO trong 2 tuan (xem phan Chong chi dinh).

Phenylephrin ¢6 thé lam giam tac dung ha huyet 4p cua thube chen beta va thube didu tri tang
huyét 4p nhu methyldopa va reserpin. Dung ddng thoi phenylephrin véi cac loai thudce nay c6 thé
gdy ra con ting huyét 4p.

Phenylephrin c¢6 thé 1am ting tic dung khang cholinergic cua thudc chéng trAm cam ba vong.

Phenylephrin c6 thé twong tic véi cac thude cudng giao cam va thude co mach khac (vi du
phenylpropanolamin, pseudoephedrin, oxymetazolin, ephedrin va methylphenidat), c6 thé dan
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dén co mach va/hodc con téng huyét ap. Do do6, chdng chi dinh st dung d’éng thoi PARALMAX
DAY v6i cac thuoc cuong giao cam khac (xem phan Chong chi dinh).

Paracetamol

Metoclopramid hodc domperidon c6 thé lam ting d6 hép thu ctia paracetamol. Colestyramin ¢
th'é lam giam tdc d6 hap thu cila paracetamol & rudt va cé thé 1am giam hiéu qua ctia paracetamol
néu ding cting lic. Néu c6 thé khoang cach dung thudc gitta colestyramin va paracetamol phai
hon 2 gio.

Thudc ¢6 kha nang gay doc cho gan hodc thube gay ra cam img enzym gan, nhu mét sb thude
chong dong kinh (glutethimid, phenobarbital, phenytoin, primidon, carbamazepin, topiramat),
thude an than, thudc e ché MAO va thude chdng trAm cam ba vong, St. John's wort, rifampicin
va rugu ¢ nguy co lam tang dc tinh cua paracetamol. Chuyén héa dugc cam tng, dan den tdng
san xudt cdc chit chuyén héa giy doc cho gan cia paracetamol. Nhiém doc gan xay ra néu céc
chat chuyén hoa vuot qué kha nang lién két binh thuong ciia glutathion.

Tac dung chéng déng mau cia warfarin va thuc khang vitamin K c6 thé ting khi sir dung
paracetamol déu din hang ngay trong thdi gian dai véi cac thude nay, ddng thoi 1am tang nguy
co chay mau. Cac tuong tac néu trén khong c6 y nghia lam sang néu dung thue theo liéu luong
va thoi gian didu tri khuyen cdo. Bénh nhan diing paracetamol va thubc khéng vitamin K nén
duoc theo dbi cac bién chimng dong mau va chay mau lién quan.

Cén th4n trong khi ding dong thoi paracetamol véi flucloxacillin vi ¢6 lién quan dén nhiém toan
tang khoang trong anion (HAGMA), dac bi€t ¢ nhiimg bénh nhén c6 céc yeéu t6 nguy co (xem
phan Canh bao va thdn trong khi diing thuoc).

Sir dung dong thoi paracetamol va zidovudin c6 xu huéng giam bach cdu trung tinh va ting nhiém
doc gan. Do do, thudc nay chi nén dugc st dung ddng thoi véi zidovudin sau khi cin nhic cn
than vé loi ich va rui ro cta viée diéu tri.

Khi ding ddng thoi paracetamol va lamotrigin, hiéu qua ctia lamotrigin giam do tang thanh thai
trir qua gan.

Str dung ddng thoi paracetamol va NSAID trong thoi gian dai (dédc biét la acid acetylsalicylic) &
lidu cao hon lam ting nguy co bénh thin do thudc giam dau va céc téc dung khéng mong mudn
khac trén than.

Ubng rugu trong khi di é}l tri bing paracetamol din dén hinh thanh chit chuyén hoa doc hai giy
hoai tir t€ bao gan va cudi cung c6 thé dan dén suy gan.

Str dung dong thoi cac loai thude giam tée do lam rdng da day (nhw propantheline) ¢6 thé 1am
chim qué trinh hap thu va din dén tic dung ctia paracetamol xudt hién cham.

Thubc tranh thain duong udng c6 thé 1am ting do thanh thai cia paracetamol.

Phenylephrin
Sir dung ddng thoi véi glycosid tim 1am ting nguy co i loan nhip tim.

St dung ddng thoi v6i cac alkaloid ndm cua ga (ergotamin, methylsergid) 1am ting nguy co ngd
ddc nam cua ga va tac dung co mach.

Thudc chen alpha dung trong bénh tang h}lyét ap hodc phi dai lanh tinh tuyén ﬂél} liét d6i khang
tac dung cua thu thé alpha nhung khéng doi khang véi thu thé beta, va do doé c6 the lam tang nguy
co ha huyét ap va nhip tim nhanh.

Phenylephrin c6 thé gdy tuong tac bét loi véi cac thude gian mach.

Str dung dong thoi voi atropin s& phong bé tac dung chdm nhip tim phén xa do phenylephrin gdy
ra va tang phan g tang huyét ap véi phenylephrin.
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Dextromethorphan

Dextromethorphan ¢ thé lam ting nguy co nhiém doc serotonin (hdi chimg serotonin), dac biét
khi dung dong thoi voi céc thude serotonergic khac nhu thude e ché MAO hodc SSRI

Pic biét khi da didu tri trude d6 hodc dang ding dbng thoi v6i cac thube 1am giam chuyén héa
serotonin (nhu thudc chéng trdim cam loai trc ché MAO) c6 thé din dén ting hoi ching serotonin
v6i céc tridu ching dic trung nhu ting dong than kinh co, ting dong tu chii va thay doi trang thai
tam than (xem phan Chong chi dinh va Céanh bdo va thdn trong khi ding thudc).

Str dung déng thoi vé6i cac chit khac co tac dung trc ché hé than kinh trung wong, ké ca ruou, c6
thé dan dén tuong tac tic dung tuong ho (xem phan Canh bdo va thdn trong khi diing thudc).

Chét trc ché CYP2D6

Dextromethorphan dugce chuyen hoa boi enzym CYP2D6 va chuyén héa 14n diu manh & gan. Su
dung dong thoi véi cac chat e ché enzym CYP2D6 manh co thé lam ting ndng d6
dextromethorphan trong co thé cao hon ndng d6 binh thudng nhiéu 1an. Pidu ndy lam ting nguy
co bénh nhan bi ngd doc dextromethorphan (kich dong, It 14n, run, mét ngu, tiéu chay va suy ho
hép) va tién trién hoi chung serotonin (xem phin Cdnh bdo va thdn trong khi dimg thuéc). Céc
chét trc ché enzym CYP2D6 manh bao gém fluoxetin, paroxetin, quinidin va terbinafin. Str dung
dbng thoi véi quinidin 1am ting ndng d6 dextromethorphan trong huyét twong 1én gip 20 lin va
lam ting tac dung khong mong mudn trén hé thin kinh trung wong. Amiodaron, flecainid va
propafenon, sertralin, bupropion, methadon, cinacalcet, haloperidol, perphenazin va thioridazin
cling c6 anh huéng twong tu trén su chuyén héa ciia dextromethorphan.

Néu dung dong thoi céc chat e ché CYP2D6 va dextromethorphan 1a cén thiét, nén theo doi
bénh nhén va giam licu dextromethorphan néu can. Neu dung phoi hop dextromethorphan véi
thudc lam ti€u chat nhay ¢ nhiing bénh nhan mac bénh phoi tir trude nhu xo nang va gian phe
quéan c6 bi€u hién tiet chat nhay qua mirc, phan xa ho yeu c6 thé dan dén tich tu chat nhay (nghiém
trong) (xem phan Canh bdo va thdn trong khi dung thuoc).

Twong Ky, ciia thude

Do khéng ¢6 cdc nghién ciru vé tinh tuong ky cta thude, khong tron 14n thudce nay véi cdce thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung khong mong mudn tir cac dit liéu thir nghiém lam sang thuong hiém khi xay ra va trén
sb luong nhé bénh nhan Trong trudng hop rdi loan mau va vang da, duoc liét ké trong s6 cac tic

dung khong mong muon ctia paracetamol, khong phai mdi tuong quan giira paracetamol va tac
dung khéng mong mudn nao ciing duge chirng minh.

Phenylephrin c6 thé gdy ting huyét 4p kém theo dau diu, chéng mit, nén mira, tiéu chay, mt
ngu va hiém khi dénh trong nguc. Nhitng tdc dung nay hiém khi dugc bao cdo khi dung
phenylephrin ¢ lieu diéu tri.

Ding dextromethorphan & lidu cao c6 thé gdy dau ddu, rung giat nhan ciu va phat am kém.

Tén sudt duge phan loai nhu sau: Rat thuong gip (ADR > 1/10), thuong gip (1/10 > ADR >
1/100), it gap (1/100 > ADR > 1/1000), hiém gap (1/1000 > ADR > 1/10000), rat hiém gap (ADR
< 1/10000), chua r6 (khong thé wde tinh tir nhitng dit liéu c6 san).

Paracetamol
Hé co quan Tan suat TAc dung khéng mong mudn
R&i loan méau va hé Rét hidm o R&i loan coéng thic méu (tdng lwong mau bAt
bach huyét &ap thuong), gidm bach cau, giam bach cau trung tinh
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Thiéu méu tan huyét, dic biét & nhiing bénh nhan
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Céc rbi loan chung va
tinh trang tai cho dung | Thuong gap | Mét moi, kho chiu

thuoc

Phenylephrin
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A A A ] - A A
Hé co quan | Tan suat | Tde dung khong mong muon

Réi loan tAm thén Hiém gip Lo ling

Thuong gap | Pau dau, chéng mat, mét ngu

R&i loan hé than kinh

Chua r6 Bbn chén, lo léng, suy nhuoc, co giat, di cam, run
R&i loan mét Chua 18 N}nu'c mat, cay mat, m¢ mat, so anh sang, glocom
' goc dong cap
Rét hiém gip Bé{l:h tréng ngue, suy tim (lién quan dén bénh tim),
2 p nhoi mau co tim, dau nguc
R61 loan tim — — — - :
Chua 16 Loan nhip tim, nhip tim nhanh, nhip tim chadm phan

xa

Rét hiém gip | Tang huyét ap

Co mach lam giam luu luong mau dén cac co quan

Réi loan mach mau i 3
' ) quan trong (thudong xay ra & bénh nhin gidm the

Chua ro : e £ A S
tich), lanh ngoai bién, xuat huyét ndo (thuong 6 ligu
cao hodc ¢ nhitng nguoi nhay cam)

R&i loan tiéu hoa Rét hiém gip | Budn nén, ndn, tiéu chay

Botlopo e WSt | st Bi tidu

niéu

Réi loan tAm than Chua 6 R&i loan tAm than, a0 giac

Réi loan chuyén hoéa va - = : £

dinh dhadng Chua o Tang duong huyét

R6i loan hé hép, nguc 5 Kho thé, suy hd hép, phu phéi (thuong & lidu cao
; £ Chua rd o L -

va trung that hoac & nhiing nguoi nhay cam)

R6i loan da va mo dudi % T T T ;

d;I RRFS RS ' | Chuars Xanh xao, dung long, tang tiét mo hoéi, ban do

Ha kali mau, nhidm toan chuyén héa, ting cung

Xét nghiém tham do Chua r6 | "
uong tim

Bao cdo ADR

Viéc bao cdo céc phan tng ¢6 hai duge nghi ngo cta thude sau khi luu hanh rét quan trong, nod
cho phép theo ddi lién tuc ty 1€ gitta loi fch/ rii ro cta thude. Céc chuyén gia y té duoc yéu ciu
béo céo bat ky phan tmg c6 hai ndo dugc nghi ngd thong qua hé théng bao cdo qubc gia vé thong
tin thude va theo d5i phan tmg c6 hai cia thube (Trung tdm DI & ADR Qudbc gia).

Théng bdo ngay cho bdc st hodc dwoc si nhitng phdn ting cé hai gap phdi khi siv dung thudc.
QUA LIEU VA CACH XU TRi

Paracetamol

Qua4 lidu VGi lidu twong dbi thdp cta paracetamol (8 — 15 g tuy theo trong lugng co thé) co thé
dan dén ton thuong gan nghidm trong va ddi khi hoai tir éng than cp tinh.

Triéu chung

Ae" M

WA W



https://trungtamthuoc.com/

Budn nén, nbén, chan n, xanh xao, tho o va db md hdi c6 thé xay ra trong vong 24 gid. Dau bung
c6 thé 1 triéu chimg dau tién cua tén thuong .gan va xay ra trong vong 24 gio dAu sau khi dung
qué liéu paracetamol. Ly giai té bao gan co thé xay ra, dan dén suy gan, xuit huyét tidu hoa bénh
ndo, déng mau ndi mach lan téa, hon mé va tir vong. Céc bién chimg ctia suy gan bao gdm nhiém
toan chuyén héa, phu n#o, biéu hién chay méu, ha duong huyét, ha huyét ap, nhiém tring va suy
than. Tir 12 — 48 gid sau khi ding qué liéu cép tinh, ndng d men gan, lactat dehydrogenase va
bilirubin ting 1én, déng thoi gidm mire do prothrombin. Kéo dai thoi gian prothrombin 1a mét chi
béo vé sur suy giam chtre nang gan va do d6 cin dugc theo dai. Bénh nhan (ké ca ngudi cao tudi
va tré em) dung y thube gay cam ung enzym (carbamazepin, phenytoin, barbiturat, rifampicin) hodc
co tlen str lam dung ruou dé bi ton thuong gan hon. Suy than cap co thé xay ra, ngay ca khi khong
c6 ton thuong gan nghiém trong. Cac biéu hién khéc cia nhidm doc 12 tén thuong co tim, viém
tuy va giam toan thé huyét cau.

Diéu tri

Nhap vién la cAn thiét khi xay ra trudong hop qué lidu. Gay non, rira da day, néu uéng paracetamol
chua day 4 gio, sau dé phai dung methionin (2,5 g dudng udng), cac bién phap ho trg phu hgp
khac.

Khong chic viéc sir dung than hoat tinh do giam hép thu qua dudng tiéu héa. Nén theo dbi ndng
d6 paracetamol trong huyét twong sau 4 gior hodic mudn hon sau khi ubng (ndng do6 do trude dé
1a khong dang tin cdy). Thubc giai doc dac hiéu acetyleystein ¢ hiéu qua néu duge ding trong
vong 8 — 15 gior sau khi ngd doc, tuy nhién, tac dung cd 191 cling duoc quan sat thay khi dung sau
d6. Acetyleystein chu yeu ding cho nguoi 16n va tré em, dudi dang dung dich trong glucose 5%
v6i lidu ban dau 1a 150 mg/kg the trong tiém tinh mach trong 15 phut. Sau d6 truyén 50 mg/kg
trong glucose 5% trong 4 gidr tiép theo va sau d6 100 mg/kg cho dén ngay 16 hodc 20 gitr ké tir
khi bt dau tri liéu. Acetylcystein c6 thé ding dudng udng trong vong 10 gid sau khi ubng mot
lidu paracetamol gdy doc, véi mie liéu 70 — 140 mg/kg 3 14n mot ngay. Trong truong hop ngd
doc rat nang, ¢ thé chay thén nhan tao hodc loc mau.

Phenylephrin

Qua liéu phenylephrin c6 thé gay kho chiu, nhtrc dau tang huyét 4 ap va doi khi r6i loan nhip tim.
C6 thé gdy budn nén va ndn. Didu tri tricu chimg can pht hop véi céce biéu hién 1am sang ciia
bénh nhan.

Céc triéu chimg du kién cia qui lidu phenylephrin la céc tri€u ching cudng giao cam qua mic,

bao gdm céc tac dong lén hé tim mach, nhu tang huyét ap (tiép theo 12 suy tht trai hoic phu phoi,

dic biét ¢ tré em hozc xuat huyét ndo), thiéu mau cyc bo co tim, _giam luu luong mau dén céc co
quan quan trong, ¢6 thé giam tudi mau than, giam luong nudce tiéu va nhiém toan chuyén héa; c6
thé lam ting cung luong tim do ting strc can déng mach ngoai bién; tic dung co mach nghiém
trong c6 nhiéu kha ning xay ra & nhitng bénh nhan bi giam thé tich mau va nhip tim chim nghiém
trong. Str dung 1au dai c6 thé lam giam thé tich huyét twong.

Dextromethorphan
Triéu chitng va ddu hiéu

Qua lidu dextromethorphan c6 thé gay budn non, chéng mat, mét moi, non, loan treong luc co,
kich dong, lu lan, budn ngu, sitng so, rung giat nhan cau, nhiém doc tim (nhip tim nhanh, dién
tdm do bat thudong bao gdm kéo dai QTc), mat diéu hoa, roi loan tAm than nhiém ddc vai do gidc
thi giéac, deé bi kich dong (xem phan Tdc dung khong mong muon cua thuoc).

Trong trudng hop qué lidu, ¢ thé quan sat thiy céc triéu chimg nhw hdn mé, suy ho hép, co giat.
Hoi chimg serotonin da duoc bdo céo lién quan dén qua lidu dextromethorphan (xem phan Cdnh
bado va thdn trong khi ding thuoc).
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Céc trudng hop tir vong di duoc béo cdo lién quan dén qué lidu dextromethorphan két hop véi
viéc st dung cac loai thudc hodc chat kich thich than kinh khac.

Diéu tri

Nhiing bénh nhan khong c6 tridu chimg ding qué lidu dextromethorphan trong vong mot gid
trude do co the dung than hoat tinh.

Déi v6i nhitng bénh nhan da ding dextromethorphan, dang diing thudc an than hozic hén mé, c6
the c&n nhac naloxon & liéu thong thuong dé diéu tri qua liéu opioid. Céc thude benzodiazepin co
thé dung dé di€u tri con co giat va lam mat bén ngoai do ching ting than nhiét ctia hdi chimg
serotonin.

PAC TINH DUQC LUC HQC
Nhém dwoc Ij: Thude giam dau va ha sot khac, nhém anilid
Ma ATC: NO2BE51 — Paracetamol, céc dang phdi hop ngoai trir véi céc thude tAm than.

Tac dung cuia PARALMAX DAY la su két hop gifra tdc dung giam dau va ha sOt ctia paracetamol,
tac dung chong ho ctua dextromethorphan (dextromethorphan hydrobromid) va tac dung théng
miii cua phenylephrin (phenylephrin hydroclorid).

Paracetamol

Paracetamol hoat dong bang cach trc ché su tdng hop enzym cyclooxygenase cua hé théng thin
kinh trung wong. Co ché nay ngan chan viéc san Xuét prostaglandin gy dau va sét. Tac dung
giam dau bat diu sau 30 phut sau khi uong, tac dung ha st t6i da dat dugc sau 2 — 4 gio. Tay
thudc vao lidu luong, tic dung ha sét va giam dau thuong kéo dai 4 — 6 gio sau khi uong.
Paracetamol khong anh hudng dén dudng huyét nén ding dugc cho bénh nhén tiéu dudng. N6
khéng anh huéng dén qua trinh déng méau, khéng anh hudng dén mue do acid uric va su bai tiét
clia n6 trong nude tiéu. C6 thé ding paracetamol trong moi truomg hop chdng chi dinh salicylat.

Dextromethorphan hydrobromid

Dextromethorpha hydrobromid 14 d4n xuét 3-methoxy cua levorphanol. Vi lidu diéu tri ho thong
thuong, thude khong c6 tac dung giam dau, trc ché hé hap hodc an than va do d6 it ¢6 kha nang
gay nghién. Dextromethorphan thé hién cac dac tinh serotonergic yéu.

Tac dung cia thude bat ddu sau 15 — 30 phut sau khi uéng va tac dung kéo dai khoang 3 — 6 gio.
Phenylephrin hydroclorid

Phenylephrin 12 mot thude cudng giao cam gdy giam sun g huyét niém mac ma khong c6 téc dung
dang ké nao khac cua ephedrin (nhip tim nhanh, hung g phén). Thudc 1a mot chét chi van chon loc
ctia cac thu thé o, - adrenergic, mét sb ¥ kién cho ring phenylephrin c6 téac dung chu vén yéu dbi
v6i céc thu thé adrenergic khac

PAC TINH DUQC PONG HQC
Paracetamol
Hip thu

Paracetamol duoc hip thu nhanh va gin nhu hoan toan qua duong tidu héa. Nong dé dinh trong
huyeét twong dat trong vong 0,5 — 2 gio sau khi udng véi liu diéu tri.

Sinh kha dung tuyét dbi khoang 80% va khong phu thude vao liéu didu tri thong thuomg (5 — 20
mg/kg).

Phdn bo
Paracetamol khong lién két véi protein huyét twong. Thé tich phan b6 khoang 0,9 L/kg.
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Thoi gian ban hiy trong huyét twong 14 1 — 3 gior va khong bj anh hudng boi tudi tac.
Chuyén héa véi thdi trir

Paracetamol duoc chuyén héa & gan va thai trir qua nude tiéu chu yéu dudi dang lién hop
glucuronid va sulfat. Trong trudng hop qua liéu, qué trinh khir doc chét chuyén héa chinh N-
acetyl-p-benzoquinon bang cach lién hop véi glutathion tré nén bdo hoa. Dan dén tich tu chét
chuyén héa va c6 thé gy tén thuong gan.

Dextromethorphan hydrobromid
Hap thu

Dextromethorphan dugc hap thu nhanh qua dudng tiéu hoa sau khi uéng. Thudce qua dwoc hang
rao mau ndo.

Dextromethorphan dugce hép thu nhanh qua dudng tiéu héa sau khi udng, va ndng do dinh trong
huyét tuong tir 5,2 — 5,8 ng/ml dat trong vong 2 gio sau khi dung liéu duy nhat 60 mg
dextromethorphan.

Phén bé

Thé tich phan bd & trang thai 6n dinh sau khi ding liéu 50 mg dextromethorphan dugc tinh todn
la 7,3 + 4.8 L (trung binh + SD).

Chuyén héa

Sau khi uéng, dextromethorphan chuyén hoéa 14n dau nhanh va manh qua gan. O ngudi tinh
nguyén, yeu t6 chu yéu trong dugc dong hoc ctia dextromethorphan la qué trinh khir o-methyl 6
kiém soét vé mat di truyén (théng qua CYD2D6). Qua trinh oxy héa nay c6 nhiéu kiéu khac biét,
dan dén duoc dong hoc khac nhau nhidu giita cac déi tuong. Dextromethorphan dang khong doi
va ba chét chuyén héa khir methyl morphinan la dextrorphan (con dugc goi la 3-hydroxy-N-
methylmorphinan), 3-hydroxymorphinan va 3-methoxymorphinan duoc tim thiy trong nude tiéu.
Dextrorphan, ciing c¢6 tac dung chong ho, la chat chuyén hoa chinh. O mot sb cé thé, chuyén hoa
dién ra chdm hon va dextromethorphan xuét hién chu yéu & dang khong doi trong méu va nuéc
tiéu.

Thai trir

Ty 18 bai tiét ‘qua than (trong vong 48 810 sau khi ubng) c6 thé thay dbi tir 20 — 86% cua lidu
ding. Cac chét chuyen hoéa dang lién két hodc tu do dugc tim thiy tron g nudc tiéu va chi ¢6 mot
lwong nhé hoat chit duge thai trir dudi dang khong ddi. Dudi 0,1% duoc tim thiy trong phan.
Sau khi dung mot hodc nhiéu liéu, thoi gian bén thai trung binh tir 3,2 — 4 gio.

Qudin thé diic biét
Neudi chuyén héa kém qua CYP2D6 (PM) so v&i neudi chuyén héa nhanh (RM)

Céc gid tri Cmax, AUC va ti2 cia dextromethorphan & cac d6i tuong PM cao hon ¢ cac d6i twong
RM, ttre 1a cao hon 16 lan doi véi Q.um 150 lan doi voi A{UC va 8 lan doi véi tin (19,1 so voi 2,4
gio). Céc gia tri t12 duoc kéo dai deén 45 gio trong mot s6 truong hop cta ngudi PM.
Phenylephrin hydroclorid

Hdp thu

Phenylephrin dugc hap thu thét thudng qua duong tiéu héa vaoi sy chuyén hoa dang ké trude khi
vao co the (60%).

Phdn bé

Nong d6 tdi da trong huyét twong dat tir 1 — 2 gid. Chi mét lwong rit nho lidu ding qua duoc
hang rao mau nio.

Chuyén héa
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Khéng tim thiy bat ky chat chuyén hda c6 hoat tinh nao cia phenylephrin.

Thadi trie

Thoi gian ban hiy cta phenylephrin la 2 — 3 gio.

QUY CACH DONG GOI

Vi Al/ PVC. Hép 03 vi x 10 vién nén bao phim kém theo t& huéng dan st dung.
Vi Al/ PVC. Hop 05 vi x 10 vién nén bao phim kém theo t& huéng dén sir dung.
Vi Al/ PVC. Hop 10 vi x 10 vién nén bao phim kém theo t& hudng dan str dung.
Vi Al/ PVC. Hép 10 vi x 12 vién nén bao phim kém theo t& huéng dén str dung.
Vi Al/ PVC. Hop 15 vi x 12 vién nén bao phim kém theo t& huéng dén st dung.
Chai PET. Chai 100 vién nén bao phim kém theo t& huéng dan sir dung.

Chai PET. Chai 200 vién nén bao phim kém theo t& huéng déan sir dung.

Chai PET. Chai 500 vién nén bao phim kém theo t& huéng dan sir dung

PIEU KIEN BAO QUAN

Noi kho, dudi 30°C, tranh anh sang.

HAN DUNG

36 thang ké tir ngay san xuit. Khong ding thude qua thoi han st dung.

6 thang (ké tir ngdy mo nip).

TIEU CHUAN CHAT LUQNG

Tiéu chuan co s6.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s6 san xuat thude: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM

Dia chi: S6 43, Puong s 8, Khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa, thanh
pho Thuén An, tinh Binh Duong, Viét Nam

-

NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUONG DAN SU DUNG
Binh Duong, ngay.A9. thang.0%. ndm 2024

G GIAM DOC
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