COLENOL

25,00 mg/ Clorpheniramin maleat 2,00 mg/ Phenylephrin hydrochlorid 5,00 mg/
Dextromethorphan hydrobromid 10,00 mg
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Dé xa tam tay tré em
Doc kj hwing déin sir dung truée khi ding

1. Thanh phén cong thirc thude:
M&bi vién nén bao phim chia:
- Thanh phin dugc chit:

N DO - 1,1 ] 1:) 2
Phenylephrin hydrochlorid........coveiimi s 5,00 mg
Dextromethorphan hydrobromid..........ococ i 10,00 mg
Clorpheniramin maleat............ccceo.. cernerenererennenes 2,00 ME

- Thanh phén ta duge: Tinh bdt ngd, Lactose monohydrat, Polyvinyl pyrrolidon (PVP) K30, Natri starch
glycolat, Magnesi stearat, Aerosil, Hydroxypropylmethyl  cellulose (HPMC) 606,
Hydroxypropylmethy! cellulose (HPMC) 615, Titan dioxyd, Tale, PEG 6000, Sunset yellow lake,
Tartrazin yellow lake.

2. Dang bao ché: Vién nén bao phim
M ta san phdm: Vién nén dai bao phim méau cam, mét mt c6 vach ngang.

3. Chi dinh:

COLENOL duge ding dé:

o Giam tam thoi céc tridu chimg théng thuong ctia cam lanh/cam ctim:

- Pau nhirc nhe.

- Pau dau.

- Nghet miii.

- Ho.

- HAt hoi va sb mili.
- Dau hong,

e Thong mili.

e Gidm ho gitp dé ngu.

o Giam sot tam thoi.

4. Liéu lwgng va cdch dimg:

Liéu ding

Liéu dimg cho ngudi lén va tré em tir 12 tudi tré lén: Ubng 2 vién mdi 4 gio. Khong udng qué 10 vién

trong 24 gio.

Tré em dudi 12 tuéi: Khéng st dung.

Céch ding: Ubng nguyén vién, khang nhai, khdng nghién va khong hoa tan.

Netrng dimg thudc vé héi bdc sy néu ban:

- Hdi hdp, chéng mit hogic mét ngu xay ra.

- Pau, nghet miii hodc ho ning hon hodc kéo dai hon 7 ngay.

- Triéu ching md1 xay ra.

- SHt naing hon hoic kéo dai hon 3 ngay.

- Xuét hién do hodc sung.

- Ho quay trér lai hoiic xdy ra v6i phét ban hogc dau ddu kéo dai. Pay co thé 12 ddu hiéu ciia mdt tinh
trang nghiém trong.

5. Chdng chi dinh:

Khong duge dung COLENOL:

Qu4 mAn voi bit ky thinh phin nao cta thude.
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- Véi cac thude co chira paracetamol,

- Néu bénh nhin dang dung thude e ché enzym monoaminoxidase (MAOI) (thube didu i trdm cam,
ho#c bénh Parkinson), hodc da ngimg dung thubc MAOI trong vong 2 tudn.

6. Canh béo va thin trong:

Paracefamol

Paracetamol tuong déi khéng doc voi lidu diéu tri, va khi dung dudi sy huéng dan cua thdy thube. Tuy

nhién, ding qué liéu paracetamol 12 nguyén nhan chinh gdy suy gan cép. Dung nhidu ché phdm chira

paracetamol ddng thi ¢6 thé dén dén hau qua cé hai (nhu qua liéu paracetamol).

Phan tmg da nghiém trong, c6 kha niéing gdy tir vong bao gom hoi chimg Stevens-Johnson, hoai tir biéu bi

nhiém ddc (TEN), hdi chirng ngoai ban myn mu toan thén (AGEP), hoi chimg Lyell tuy hiém nhung dé

xay ra voi paracetamol, thuong khong phu thude vao tac dung cia cdc thudc khac. Tuy céc thubc giam

dau va ha sot khac (nhu NSAID) c6 thé gay cic phan ing twong tw, man cam chéo v6i paracetamol khong

xdy ra. Nguoi bénh cin phdi ngimg dung paracetamol va di kham thAy thubc ngay khi thdy phét ban hodc

cdc biéu hién khac & da hoiic cac phan tmg qua mén trong khi didu tri. Nguoi bénh c6 tién sir cé cac phan

{mg nhu vdy khong nén ding cac ché phim chira paracetamol.

D6i khi ¢6 nhitng phan ung da bao gom ban dét sdn, ngira va may day; nhirg phan ing mén cam khac

gdm phi thanh quan, phit mach, va nhiimg phan {ng kidu phéan vé c6 thé it khi xdy ra. Giam tiéu cau,

giam bach clu, va giam toan thé huyét cau da xay ra voi viée sir dung din chét p-aminophenol, dic biét

khi ding kéo dai v6i lidu lén. Giam bach cdu trung tinh va ban xudt huyét giam tiéu cau da xay ra khi

ding paracetamol. Hiém gip mat bach cau hat & ngudi bénh ding paracetamol.

Phai than trong khi diing paracetamol cho ngudi bi suy gan, suy than, ngudi nghién ruou, suy dinh dudng

man tinh hodc bi mat nuée. Tranh ding lidu cao, dung kéo dai cho ngudi bi suy gan.

Phai dung paracetamol thén trong & ngudi bénh co thiéu mdu tir trude, vi triéu chimg da xanh tim ¢6 thé

khong biéu 1 18, mic du ndng d6 methemoglobin cao & mirc nguy hiém trong mau.

Ubng nhiéu ruou c6 thé gy tang ddc tinh v6i gan cia paracetamol, nén tranh hodc han ché udng ruou.

Béc si cAn canh bao bénh nhan vé cic déu hiéu ctia phan tmg trén da nghiém trong nhu hoi chimg Steven-

Jonhson (SJS), hdi chimg hoai tir da nhiém dgc (TEN) hay h¢i chimg Lyell, hoi ching ngoai ban myn mu

toan than cép tinh (AGEP).

Phenylephrin hydroclorid

Can thén trong khi dung cho ngudi cao tudi, ngudi bénh cudng gidp, nhip tim chdm, block tim mot phén,

bénh co tim, xo cimg déng mach nang, dai thdo dudng typ 1, bénh nhan bi hen khi phé quan, téc rudt,

cuong gidp trang, phi dai lanh tinh tuyén tién ligt. Khi dung thube thiy xuat hién cac triéu ching kich
thich, chéng miit, roi loan gidc ngu phai ngimg thudc va théng bao cho nhén vién y té.

Dextromethorphan lhydrobromid

Negudi bénh bi ho co qua nhiéu dém va ho man tinh ¢ ngudi hut thubc, hen hodic gidn phé nang,

Ngudi bénh ¢6 nguy co hodc dang bi suy giam ho hép.

Dung dextromethorphan c6 lién quan dén phong thich histamin va nén than trong véi tré em bi di tng.
Lam dung va phu thudc dextromethorphan c6 thé xay ra (tuy hiém), déc biét do dung lidu cao kéo dai.
Clorpheniramin

Do tic dung khang muscarimin cin than trong khi dung cho ngudi bi phi dai tuyén tién liét, tic dudng
nidu, the moén vi t4 trang, va lam trdm trong thém & ngudi bénh nhugc co. Tac dung an than cla
clorpheniramin tang l1én khi ubng ruou va khi ding dong thoi voi cac thube an thin khac. Cé nguy co
bién chitng dudmg ho hip, suy giam hd hip va ngimg thd & nguoi bi bénh phdi tic nghén hay & tré em
nho. Phai than trong khi cé bénh phdi man tinh, thé ngdn hogic kho tha, hen phé quan. C6 nguy co bi séu
rang ¢ nhimg nguoi bénh didu trj thoi gian dai, do tic dyng khang muscarin géy kho miéng. Thubc ¢ thé
gy ngi ga, chong mit, hoa mét, nhin mo, va suy giam tdm than van dong trong mdt sO ngudi bénh va co
thé anh hudng nghiém trong dén kha niing l4i xe hodc vén hanh may. Cin tranh dung cho ngudi dang 1ai
xe hoic diéu khién mdy moc. Tranh ding cho ngudi bénh bi ting nhén ap nhu bi glocdbm. Ding thude thin
trong véi nguoi cao tudi (> 60 tudi) vi nhitng ngudi ndy thuong ting nhay cam vai tac dung khang
muscarin. Tré em rit nhay cam vai cdc tdc dung khéng mong mudn va cé thé gy kich thich than kinh

nén hét st than trong khi ding clorpheniramin cho cdc bénh nhén nay, nhit 1a & tré c6 tién sir dong kinh.
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Nhing didu cin thgn trong khi ding thude

Phan tng phu nghiém trong trén da méc du ti 1& méc phai 1a khéng cao nhung nghiém trong, tham chi de
doa tinh mang bao gdm hdi chimg Steven-Jonhson (SJS), hoi ching hoai tir da nhiém dde: toxic
epidermal necrolysis (TEN) hay hoi chimg Lyell, hoi chirng ngoai ban myn mu toan than cdp tinh: acute
generalized exanthematous pustulosis (AGEP).

Tridu chimg ctia céc hdi chimg néu trén duge mo ta nhu sau:

- Hji chitng Steven-Jonhson (SJS): 1a di tmg thude thé bong nude, bong nude khu tri & quanh céc héc ty
nhidn: mat, miii, miéng, tai, bd phan sinh duc va hdu mon. Ngoai ra co thé kem sdt cao, viém phdi, roi
loan chirc nang gan than. Chén do4n hdi ching Steven-Jonhson (SJS) khi ¢6 it nhét 2 hoe ty nhién bi ton
thuong,

- Hpi chitng hoai tir da nhiém dge (TEN): 1a thé dj img thube nang nhét, gdbm:

+ Céc tbn thuong da dang & da: ban dang sdi, ban dang tinh héng nhiét, hong ban hoiic cic bong nude
bung nhung, cdc tén thuong nhanh chéng lan toa khép nguoi;

+ T6n thuong niém mac mat; viém gi4c mac, viém két mac mu, loét gidc mac.

+ Tén thuong niém mac dudng tiéu hoa: viém miéng, trot niém mac miéng, loét héu, hong thyc quan, da
day, rudt;

+ Tén thuong niém mac dudmg sinh duc, tiét niéu.

+ Ngoai ra con c6 cée triéu chimg toan than tram trong nhu sbt, xuit huyét dudng tiéu hoa, viém phdi,
viém céu than, viém gan... ty 1& tit vong cao 15-30%.

- Hpi chieng ngogi ban mun mu toan than cdp tinh (AGEP): myn mu v0 tring nhé phét sinh trén nén hong
ban lan rong. Ton thuong thuong xuét hién & cée nép gap nhu nach, ben va mit, sau dé o6 thé lan rong
toan than. Triéu chimg toan than thuong co la sOt, xét nghiém mau bach cAu mui trung tinh téng cao.

Khi phat hién nhing dédu hiéu phét ban trén da dAu tién hoiic bt ky dau hiéu phan ing qua mén ndo khéc,
bénh nhdn cén phai nging sir dung thubc. Ngudi da timg bi cdc phan mg trén da nghiém trong do
paracetamol gdy ra thi khong dugc dung thudc tra lai va khi dén khdm chira bénh can phai théng bédo cho
nhan vién y té biét vé van dé nay.

Ta dwoc:

Thudc c6 chira ta duoc lactose. Bénh nhan c6 cac rbi loan di truyén hiém gip vé viéc dung nap galactose,
chimg thiéu hut lactose Lapp hoic rbi loan hip thu glucose — galactose khong nén sir dung thudc nay.
Mau sunset yellow lake, tartrazin yellow lake c6 thé gay dj timg.

7. Sit dung thude cho phy nit ¢6 thai va cho con bi

Hoi y kién ctia bac si trude khi sir dyng.

8. Anh hwéng ciia thude 1én kha niing 14i xe, vin hanh miy méc

Thubc c6 thé gdy chéng mit, budn ngi. Do d6 nén khuyén bénh nhan nén trénh ldi xe, van hanh may méc
va cac hoat dong doi hoi cin phai tinh tao.

9. Twong tic, twong ky clia thube

Paracetamol

Thubc chéng déng mau duong ubng: Ubng dai ngay licu cao paracetamol lam tang nhe tac dung chéng
dong ctia coumarin va din chat indandion. Dit li¢u nghién clru con méau thuin nhau va con nghi ngdr vé
twong tac ndy, nén paracetamol dugc ua dung hon salicylat khi cdn giam dau nhe hodc ha s6t cho ngudi
bénh dang ding coumarin hodc dan chét indandion.

Chn phai cha ¥ dén kha nang giy ha than nhiét nghiém trong & nguoi bénh dung déng thdi phenothiazin
va liéu phap ha nhiét.

Ubng rugu qua nhiéu va dai ngay co thé lam tang nguy co gy ddc cho gan cua paracetamol.

Thube chéng co git (gdm phenytoin, barbiturat, carbamazepin) gy cam ng enzym & microsom gan, ¢
thé lam ting tinh dgc hai ctia paracetamol do tang chuyén héa thuée thanh nhing chét ddc hai voi gan.
Ngoai ra, dung déng thdi isoniazid véi paracetamol cling c6 thé dan dén ting nguy co dgc tinh véi gan,
nhung chua xdc dinh dugce co ché chinh x4c cua twong tac ndy. Nguy co paracetamol gay ddc tinh gan gia
tang dang ké & ngudi bénh udng liéu paracetamol lén hon lidu khuyén ding trong khi dang dung thube
chéng co giat hodc isoniazid. Thudng khong cin giam lidu & ngudi bénh ding dong thai lidu didu tri
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paracetamol va thudc chong co gidt, tuy vay, ngudi bénh phai han ché tu ding paracetamol khi dang diing
thudc chéng co gidt hogc isoniazid.

Probenecid ¢6 thé 1am giam dao thai paracetamol va lam ting thoi gian ban thai trong huyét twong cta
paracetamol.

Isoniazid va cc thubc chéng lao lam tang ddc tinh ciia paracetamol dbi voi gan.

Phenylephrin hydroclorid

Propranolol va thudc chen B-adrenergic: T4c dung kich thich tim cua phenylephrin hydroclorid s& bi tc
ché bing cach dimg tir trude thude P-adrenergic nhu propranolol. Propranolol ¢6 thé duoc ding dé didu
tri loan nhip tim do dung phenylephrin.

Thube giéng thin kinh giao cam: Phenylephrin hydroclorid khong duoc ding phdi hop véi epinephrin
hozic thube cudng giao cam khée, vi nhip tim nhanh va logn nhip tim ¢6 thé xay ra.

Thube mé: Phdi hop phenylephrin hydroclorid véi thudc mé hydrocarbon halogen héa (vi duy
cyclopropan) lam tang kich thich tim va c6 thé gay loan nhip tim. Tuy nhién, véi lidu didu tri,
phenylephrin hydroclorid it gay loan nhip tim hon nhiéu so v6i norepinephrin hoic metaraminol.
Monoaminoxidase (MAO): Tac dung kich thich tim va tac dung ting huyét ap cua phenylephrin
hydroclorid dugce ting cuong, néu trude d6 da dimg thudc G ché MAO do chuyén héa phenylephrin bi
giam di. Téc dung kich thich tim va tac dyng tang huyét 4p s& manh hon rét nhidu, néu ding phenylephrin
dudng ubng vi su giam chuyén héa cuia phenylephrin & rudt l1am ting hdp thu thubc. Vi vay khong duge
ding phenylephrin hydroclorid uéng phdi hop voi thude e ché MAO.

Thude chéng trim cdm ba vong nhw imipramin hogc guanethidin cling lam téng tic dung ting huyét ap
ctia phenylephrin,

Atropin sulfat va cac thudc liét thé mi khéc khi phdi hop voi phenylephrin s& phong bé tac dung cham
nhip tim phén xa, lam ting tdc dung ting huyét 4p va gidn ddng tir clia phenylephrin.

Alcaloid nim cya ga dang tiém khi phéi hop véi phenylephrin s& lam tang huyét ap rét manh.

Digitalis phéi hop vi phenylephrin lam ting mire d§ nhay cam ctia co tim do phenylephrin.

Furosemid hodc cac thude loi tiéu khac lam giam dép ng tdng huyét 4p do phenylephrin.

Vi guanethidin: Dung phenylephrin cho nguoi bénh da co mot thoi gian dai ubng guanethidin, dap Gng
gifin ddng tir ciia phenylephrin ting 1én nhicu va huyét 4p ciing ting 1én rdt manh.

Véi levodopa: Téac dung gidn ddng tir ciia phenylephrin giam nhiéu & nguoi bénh dung levodopa.

Khong ding cing véi bromocriptin vi tai bién co mach va tang huyét ép.

Dextromethorphan hydrobromid

Dextromethorphan duge chuyén hoa chinh nho cytochrom P450 isoenzym CYP2D6, bdi viy tuong tac
véi cde thude tre ché enzym nay nhu amiodaron, haloperidol, propafenon, thioridazin, quinidin lam giam
chuyén hoa ctia dextromethorphan & gan, lam tang ndng d¢ chit ndy trong huy¢ét thanh va ting cac ADR
clia dextromethorphan.

Trénh ding ddng thdi véi céc thudc tre ché MAO vi ¢6 thé gdy phan (mg twong tac c6 hai.

Dung déng théi véi cée thude tic ché TKTW cé thé ting cudng tic dung tc ché TKTW ctia nhimng thude
nay hoiic cia dextromethorphan.

Valdecoxib 1am ting ndng dd cta dextromethorphan (rong huyét thanh khi dung cung nhau.
Dextromethorphan dung cung linezolid gdy hoi chimg gidng hoi ching serotonin.

Tranh ding két hop v6i memantin do cé thé lam tang ca tAn xudt va tic dung khong mong mudn cia
memantin va dextromethorphan.

Khéng ding két hop voi moclobemid.

Clorpheniramin

Cic thude (e ché monoamin oxydase lam kéo dai va ting tac dung khéng muscarin cta thudc khang
histamin.

Fthanol hoiic céc thudc an than gay ngu co thé ting tac dyung trc ché hé TKTW cia clorpheniramin.
Clorpheniramin trc ché chuyén héa phenytoin va co thé dén dén ngd doc phenytoin.

Céc thube tc ché CYP3A4 nhu: Dasatinib, pramilintid 1am ting ndng do hodc téc dung cua
clorpheniramin.

Thubc 1am giam tac dung cta céc chat i ché cholinesterase va betahistidin.
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Ngudi bénh ding thudc tre ché monoamin oxidase (MAQ) trong vong 14 ngay, tinh dén thei didm didu tri

bang clorpheniramin vi tinh chét khang muscarin cla clorpheniramin bi ting 1én boi céc chét tic ché

MAO.

Tuwong ky ciia thudc

Dextromethorphan hydrobromid

Dextromethorphan twong ky véi penicilin, tetracyclin, salicylat, natri phenobarbital va nong do cao kali

iodid, natri iodid.

Clorpheniramin

Clorpheniramin twong ky, voi calci clorid, kanamycin sulfat, noradrenalin acid tartrat, pentobarbital,

meglumin adipiodon.

10. Tac dung khong mong mudn cia thube (ADR):

Paracetamol

Téc dung khong mong muon it gip, 1/100> ADR > 1/1000

- Da: Ban.

- Daday —ruot: Budn nén, non.

~ Huyét hoc: R&i loan tao méu (giam bach cau trung tinh, gidm toan thé huyét cAu, giam bach ciu), thiéu
mau.

- Thdn: Bénh than, doc tinh than khi lam dyng dai ngay.

Tcic dung khong mong mudn hiém gép, 1/1000> ADR

- Da: Hoi chimmg Stevens-Johnson, hoai tit bidu bi nhiém déc, hdi chimg Lyell, mun mu ngoai ban toan
than cép tinh.

- Khde: Phan img qué min.

Phenyleplrin hydroclorid

=l

Tde dyng khong mong muén thuong géip, ADR > 1/100. =
- Than kinh trung wong: Kich dong thin kinh, bon chdn, 1o au, kho ngt, ngudi yéu mét, chodng vang, A
dau trudc ngye, run ray, dj cam dau chi. M/

- Tim mach: Tang huyét ap.

- Da: Nhot nhat, tring béch, cam giéc lanh da, dung 16ng toc. =

- Tai ché: Kich tmg tai chd. n

Tdc dung khong mong muon it gap, 1/100 > ADR > 171000

- Tim mach: Tang huyét dp kém phu phoi, loan nhip tim, nhip tim cham, co mach ngoai vi va ni tang
lam giam tu6i mau cho cdc co quan nay.

- H6 hdp: Suy ho hép.

- Than kinh: Hung phén, o gidc, hoang tudng,

- Met: Phong thich cac hat sic t6 & mbng mit, lam mo gide mac.

Téc dung khdng mong muon hiém gap, 1/1000 > ADR

- Tim mach: Viém co tim thanh , xuét huyét duéi mang ngoai tim.

Dextromethorphan hydrobromid

Tdac dung khéng mong muon thuong gdp, ADR > 1/100

- Toan than: Mét moi, chong mat.

- Tudn hodn: Nhip tim nhanh.

- Tiéu héa; Budn non.

- Da: Do bung.

Tde dung khéng mong muén it gdp, 1/100 > ADR> 1/1000

- Da: Noi may day.

Tdc dung khong mong mudén hiém gép, 1/1000 > ADR

- Thinh thoang thiy budn ngt nhe, rdi loan tiéu héa.

Clorpheniramin

Thuong gip, ADR > 1/100

- Thin kinh: Uc ché hé TKTW: Ngu tir ngti nhe dén ngu sdu, mét moi, chéng miit, mét phéi hop dong
tic (ddi khi kich thich nghich ly, déc biét ¢ tré nho, dung liéu cao & ngudi cao tudi hay tré em).
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- Nhitc du, rdi loan tdm than - van dong.
- Tac dung khang muscarin: Khé miéng, dom déc, nhin mé, bi tiéu tién, tdo boén, ting trdo nguge da
day.

It géip: 1/1 000 < ADR < 1/100

- Tiéu héa: Budn ndn, ndn, tiéu chdy, dau ving thugng vi.

- Tim: Dénh tréng nguc, loan nhip tim.

- Da: Phat ban, phan (mg man cam (co that phé quan, phtt mach va phan vé).

Hiém gdip, ADR < 1/1 000

~ Huyét hoc: Mét bach ciu hat, giam bach cAu, thiéu mau tan huyét, giam tiéu cau.
ADR khadc:

Co giat, vi md hdi, dau co, di cam, tac dung ngoai thap, rdi loan giﬁc ngu, trAm cam, 16 1an, U tai, ha
huyét ap, rung toc.

Hwéng din cdch xi tri ADR:

Paracetamol

Néu xay ra ADR nghiém trong, phai ngliing dung thude.

Phenylephrin hydroclorid

Nhip tim chdm do phan xa co thé khiic phuc duge bang atropin. Tang huyét 4p do tai bién cua
phenylephrin c6 thé khéc phuc bing céch dung thude chen alpha nhu phentolamin.

Dextromethorphan lhydrobromid

’ r

Trong trwomg hop suy hd hdp va ire ché hé¢ TKTW, ding naloxon lidu 2 - 10 mg, tiém tinh mach c¢6 thé ¢6
tac dung hdi phuc. Thong béo cho ngudi bénh: Thube co thé gy budn ngi, tranh ding cling cée thude tic
ché TKTW va ruou.

11. Qua lidu va cich xir tri:

Néu ding thude qué ligu khuyén cdo ¢6 thé gy tén thuong gan. Khuyén cédo voi bénh nhén khi dung
thude qua liéu thi phai lién hé ngay véi bac si hodc (61 phong chp ctru gin nhat, ngay ca khi khong thiy
bt ky ddu hiéu hay triéu chiing nao.

12. Dic tinh dwge lye hoe

Paracetamol

Paracetamol 13 chit chuyén héa c6 hoat tinh ctia phenacetin, la thude giam dau ha s6t hitu hiéu co thé
thay thé aspirin, tuy vdy, khic véi aspirin, paracetamol khdng co hiéu qua diéu trj viém. Véi lidu ngang
nhau tinh bing gam, paracetamol ¢6 tac dung giam dau va ha sOt twong ty aspirin.

Paracetamol 1am gidm than nhiét & ngudi bénh sbt, nhung hiém khi lam giam thén nhiét & ngudi binh
thuong. Thube tac dong 1én ving dudi dbi gdy ha than nhiét, téa nhit ting do gidn mach va ting luu
luong mau ngoai bién.

Vi lidu diéu tri paracetamol it téc dong dén hé tim mach va ho hép, khong l1am thay ddi can bing acid —
base, khong gay kich ting, loét hodic chay méu da day nhu khi dung salicylat. Tac dung clia paracetamol
trén hoat tinh cyclooxygenase chua duge biét day du. Vi lidu 1g/ngay, paracetamol 1a mot thude e ché
cyclooxygenase yéu. Tée dung tc ché cua paracetamol trén cyclooxygenase-1 yéu. Paracetamol thudng
dugc chon lam thude giam dau va ha sbt, dic biét & ngudi cao tudi va & ngudi c6 chong chi dinh ding
salicylat hodc NSAID khac, nhu ngudi bi hen, co tién st loét da day t4 trang va tré em.

Paracetamol khdng cé tac dung trén sy két tap tiéu cau hodic thoi gian chay mau.

Vi lidu didu tri, paracetamol chuyén hoa chu yéu qua phan (mg lién hop sulfat va glucuronid. Mot lugng
nho thuong chuyén thanh mot chét chuyén hoa doc, N-acetyl-p-benzoquinonimin (NAPQI). NAPQI dwoc
khir doc bang glutathion va dao thai qua nude tiéu va/hodc mét. Khi chét chuyén hoa khong duoc lién hop
voi glutathion s& gy doc cho té bao gan va gdy hoai tr té bao. Paracetamol thudmg an toan khi dung voi
lidu didu tri, vi lugng NAPQI dugc tao thanh twong déi it va glutathion tao thanh trong té bao gan du lién
hop v&i NAPQI. Tuy nhién, khi qué liéu hogc doi khi voi lidu thudng ding & mdt s6 ngudi nhay cam
(nhu suy dinh duéng, hodc tuong tac thude, nghién rugu, co dia di truyén), ndng dd NAPQI co thé tich
[ty gdy doc cho gan.

Phenylephrin hydroclovid
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Phenylephrin hydroclorid 1a mdt thube tac dung giong than kinh giao cam o1 (01-adrenergic) co tac dung
truc tiép 1én céc thy thé oj-adrenergic lam co mach méu va lam tang huyét 4p. Téc dung lam tang huyét
ap yéu hon norepinephrin, nhung thoi gian tic dung dai hon. Phenylephrin hydroclorid gdy nhip tim
chim do phan xa, lam giam thé tich méu trong tudn hoan, gidm luu lvong mdu qua thén, cling nhu gidm
mau vao nhidu md va co quan ctia co thé.
O lidu didu tri, phenylephrin thuc té khong c6 tac dung kich thich trén thu thé p-adrenergic cua tim (thy
thé Pi-adrenergic), nhung & lidu 16n, ¢6 kich thich thy thé p-adrenergic. Phenylephrin khong kich thich
thu thé p-adrenergic clia phé quan hodc mach ngoai vi (thu thé Bs-adrenergic). G lidu diéu tri, thude
khong c6 téc dung trén h¢ than kinh trung wong,
Co ché tac dung a-adrenergic cia phenylephrin la do trc ché san xuét AMP vong (cAMP) thong qua tc
ché enzym adenyl cyclase, trong khi tac dung p-adrenergic la do kich thich hoat tinh adenyl cyclase.
Phenylephrin ciing c6 tac dung gian tiép do giai phong norepinephrin tir cdc nang chira vao tudn hoan.
Dextromethorphan hydrobromid
Dextromethorphan hydrobromid la thube giam ho co téc dung 1én trung tdm ho & hanh ndo. Méc du céu
tric hoéa hoc c6 lién quan dén morphin, nhung dextromethorphan khéng c6 tdc dyng giam dau va noi
chung rit it tac dung an thin. Dextromethorphan dugc ding giam ho do kich thich nhe & phé quan va
hong nhu cm lanh thong thuong hodc hit phai cac chét kich thich.
Dextromethorphan cé hiéu qua nhét trong diéu tri ho man tinh, khéng c6 dom. Thube khong cé tac dung
long dom.
Hiéu lue cta dextromethorphan tuong duong véi higu luc cua codein trong dilu tri ho man tinh. So véi
codein, dextromethorphan co tédc dung giam ho kich tng tuong tir nhu codein, it gdy tac dung khéng
mong mudn & dudng tiéu hoa hon. Véi lidu didu tri, tic dung chéng ho cua thude kéo dai duge 5-6 gio.
Poc tinh thép, nhung véi lidu rét cao c6 thé gy e ché hg TKTW.
Clorpheniramin
Clorpheniramin 12 mt hén hop déng phén d6i quang c¢6 tac dung khéng histamin, an than trung binh
nhung ciing co thé kich thich nghich thuomg, dic biét & tré nho va khang muscarin. Clorpheniramin
maleat d4n xuat tir alkylamin 1a khang histamin an than thugc thé hé thi nhét. Mot dong phén dextro cua
thubc 14 dexclorpheniramin ¢6 tac dyng manh gép 2 lan. Nhu hiu hét cdc khang histamin khac,
clorpheniramin lam giam hofdc lam mét céc tac dung chinh cua histamin trong co the béng cach canh
tranh phong bé ¢6 dao ngwoc histamin & céc thu thé H; & cac md trén dudong tiéu hoéa, thanh mach va
dudmg ho hip; thuée khong 1am mét hoat tinh ciia histamin hofic ngin can tong hop hodc giai phong
histamin.
Clorpheniramin maleat va dexclorpheniramin maleat duoc dung dé diéu tri triéu chimg céc bénh di in
nhu may day, phit mach, viém mii di émg, viém mang tiép hop di tmg, ngira. Thudc la thanh phan pho
bién trong nhiéu ché pham dé diéu tri ho, cam lanh. Tuy vy, cac ché pham nay phai ding than trong cho
tré em va thudng phai tranh dung cho tré nhé dudi 2 tudi, vi cé nguy co gy 1 vong.
13. Dic tinh dwge dong hoc
Paracetamol
Hép thu: Paracetamol dugc hép thu nhanh va héu nhu hoan toan qua duong tiéu héa. Thirc &n cd thé lam
vién nén phéng thich kéo dai paracetamol chdm dugc hip thu mot phan. Thitc an giau carbohydrat lam
giam ty 1& hip thu ctia paracetamol, Néng d¢ dinh trong huyét tuong dat trong vong 30-60 phut sau khi
ubng voi lidu diéu tri,
Phan bd: Paracetamol phan bd nhanh va ddng déu trong phén lén cdc md cla co thé. Khoang 25%
paracetamol trong mau két hop véi protein huyét tuong.
Thai trir: Thoi gian ban thai trong huyét tuong clia paracetamol la 1,25 —3 gid, co thé kéo dai voi lidu gay
ddc hoge & nguoi bénh co thn thuong gan. Sau licu diéu tri, ¢6 thé tim théy 90-100% thude trong nudée
tidu trong ngay thit nhét, chii yéu sau khi lién hop trong gan véi acid glucuronic (khoéng 60%), acid
sulfuric (khodng 35%) hoic cystein (khoang 3%), cling phat hién thdy mot lugng nhé nhitng chét chuyén
héa hydroxyl héa hodc khir acetyl. Tré em it kha ning glucuro lién hop voi thudc hon so voi ngudi 16m.
Paracetamol bi N-hydroxyl hoa boi cytochrom P450 dé tao nén N-acetyl-benzoquinonimin (NAPQ), mot
chét trung gian c6 tinh phan tmg cao. Chit chuyén héa nay binh thuomg phan (mg voi cdc nhém
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sylfhydryl trong glutathion va bi khtr hoat tinh. Tuy nhién, néu uéng lidu cao paracetamol, chét chuyén
héa nay dugc tao thanh vdi lugng du dé 1am can kiét voi glutathion ctia gan, trong tinh trang do, chit
NAPQ khéng duge lién hop véi glutathion gay doc cho té bao gan, dn dén viém va c6 thé d4n dén hoai
tir gan.
Phenylephrin hydroclorid
Phenylephrin hap thu rit thip qua duong tiéu héa do bi chuyén héa ngay tai dudng tiéu héa théng qua
enzyme MAOQ, nén sinh kha dung cta thubc chi dat < 38%. Phenylephrin trong tuan hoan ¢6 thé phan bd
vAo cdc md voi Vd giai doan dAu: 26-61 lit va Vd & trang théi on dinh: 340 lit. Con chua biét thube co
phan b6 duoc vao sita me khong.
Phenylephrin bi chuyén héa & gan va rudt nho enzym monoaminoxidase (MAQO) nh& phan Gng oxy hoa
khir amin va phan tmg lién hop véi acid glucuronic. Thube duoe thai trir qua than chi yéu & dang chua bj
chuyén hoa. Thoi gian ban thai tiza khoang 5 phit va tinf khoang 2-3 gid.
Dextromethorphan hydrobromid
Dextromethorphan dugc hap thu nhanh qua dudng tiéu héa va co tac dung trong vong 15-30 phit sau khi
ubng, kéo dai khoang 6-8 gi¢r (12 gid voi dang giai phong chim). Thube duge chuyén héa & gan va bai
tiét qua nudc tidu duoi dang khéng dbi va céc chét chuyén hoa demethyl, trong sb d6 co dextrorphan
cling ¢6 tac dung giam ho nhe.
Clorpheniramin
Clorpheniramin & mét hén hop ddng phan dbi quang ¢6 tac dyng khang histamin, an than trung binh
nhung cling c6 thé kich thich nghich thudmg, ddc biét & tré nhé va khang muscarin. Clorpheniramin
maleat dn xut tir alkylamin 12 khang histamin an than thujc thé h¢ tha nhat. Mot dong phan dextro cua
thube 1a dexclorpheniramin ¢6 tac dung manh gdp 2 ldn. Nhu héu hét céc khang histamin khac,
clorpheniramin lam giam ho#ic lam mét céc tac dung chinh ctia histamin trong co thé bing cach canh
tranh phong bé ¢ ddo nguoc histamin & cdc thy thé Hy ¢ céc md trén dudmg tiéu hoa, thanh machyya
duong hd hip; thuée khong lam mét hoat tinh ctia histamin hodc ngin can tong hop hodc giai phdi
histamin. Clorpheniramin maleat v& dexclorpheniramin maleat duge ding dé diéu trj tri¢u chimg cd
bénh dj img nhu may day, phit mach, viém mfii dj ing, viém mang tiép hop di tng, ngira. Thude 12 tha
phén phd bién trong nhiéu ché phdm dé didu tri ho, cam lanh. Tuy vay, cdc ché pham nay phai ding th
trong cho tré em va thudng phai tranh ding cho tré nho dudi 2 tudi, vi c6 nguy co gdy tir vong.
14. Quy cdch déng goi: Vi 10 vién; Hop 3 vi; 5 vi; 10 vi. Chai 50 vién, 100 vién va 200 vién.
15. Didu kién bio quan: Bao quan thude & noi khé, thoang, nhi¢t do dudi 30°C, tranh énh sing.
16. Han dimng cita thudc: 36 thang ké tir ngdy san xudt.
17. Tiéu chuin chit lwong ciia thude: Tidu chudn co so.
Tén, dia chi cia co' s6' sian Xuat:
CONG TY CO PHAN US PHARMA USA
L6 B1 — 10, Dudng D2, Khu cong nghiép Tdy Béc Ca Chi — TP, HS Chi Minh — Viét Nam.
Moi thiic méc va thong tin chi tiét, xin lién hé sé dign thogi 028-37908860

US PHARMA USA
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