*DOTOUX® PLUS

« Thudc nay chidung theo don thudc.

«Docky huéng dan sirdung trugckhidung.

+«Déxatamtaytréem.

« T&huéng dan sttdung néu tém tat cac thong tin quan trong ctia thudc.
Né&u can thém théngtin, xin hdiy kién bac sy hoac dugcsy.

THANH PHAN CONG THU'CTHUOC: Mbi vién nén bao phim chifa:

Thanh phan dugc chat:

Paracetamol 500 mg
Dextromethorphan hydrobromid 15mg
Loratadin 5mg

Thanh phan ta dugc: Starch 1500, Dicalci phosphat, Povidon K90, Natri starch
glycolat, Colloidal silicon dioxid A200, Magnesi stearat, Hydroxypropylmethyl
cellulose 15cP, Hydroxypropylmethyl cellulose 6cP, Polyethylen glycol 6000,
Talc, Titan dioxyd, Mau Brilliant blue lake, Mau Tartrazin lake, Mau Brilliant blue,
Mau Ponceau lake, Mau Erythrosin lake.

DANG BAO CHE: Vién nén bao phim.

Mé ta dac diém bén ngoai ciia thuéc: Vién nén dai bao phim mau xanh,
mot matvién co khdcvach, canh vathanhviénlanhlan.

CHIPINH:

Cactriéu chiing cdm ctim: Ho, s6t, nghet miii, chdy nuéc mi, s mui theo mua,
viém mai dj ing, chdy nudc mét, ngdia mat, nhic dau, dau nhiic bap thit,
xuong khdp, viém xoang, man ngia.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dungthuo’c dingliéulugng trong don thudc.
-Ngudilénvatréemtrén 12 tudi: 1 vién/lanx 2 1an/ngay.
-Tréemtur6-12tudi: Y2 vién/lan x 2 1an/ngay.

-Suy gan hay suy than: 1 vién/ngay hay cach ngay.

Cachdung: Dung udng.

Trudng hgp quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai gian
gan vdi lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép
theo vao thdi gian thudng 1&. Khéng dung liéu gap doi dé bu vao liéu da quén.
Trudng hop udng qua nhiéu vién thudc: Hay gap ngay bac sy hodc tdi khoa
Héi stfc- Cap ctiu cliabénh vién gan nhét.

CHONG CHIPINH:

-Quéman vdi cac thanh phan clia thuée.

-Tré dusi 6 tudi.

-Ho &bénh nhan hen, suy hé hap, glocom.

-Phidaitién liét tuyén, bit c bang quang.

-Bénhtimmachnang.

-Suy gan, suy than. Ngudi thiéu hut men G¢PD.

-Dang dung cacthudc tic ch€ MAO. 3
CANHBAOVATHANTRONG KHIDUNGTHUGC:

*VéiParacetamol:

-Bac sy can canh bao bénh nhan vé cac ddu hiéu ctia phan ting trén da nghiém
trong nhu hdi chiing Stevens-Johnson (SJS), hoi ching hoai ti da nhiém déc
(TEN) hay hdi chiing Lyell, hi chiing ngoai ban mun mu toan than cap tinh
(AGEP).

- Than trong khi dung paracetamol & ngudi bénh cé thiéu mau ti trudc, vi
chuiing xanh tim c6 thé khang biéu 16 r6, mdc du cé nhimg néng d6 cao nguy
hiém ctiamethemoglobin trong mau.

- Han ché uéng nhiéu rugu do cé thé gay tang doc tinh véi gan clia paracetamol,
ngudi nghién rugu.

*VgiDextromethorphan:

-Ho cé nhiéu ddm va ho man tinh &ngudi hut thudc, hen hodc trankhi.
-Ngudibénh c6 nguy cahodc dang bi suy gidam hé hap.

-Dung dextromethorphan cé lién quan dén gidi phéng histaminvanén than
trong véi tré em bi di tiing.

-Lam dung va phu thuéc dextromethorphan cé thé xay ra tuy hiém khidung
liéu cao kéo dai.

*VaiLoratadin:

-Suygan.

-Khidungloratadin, c6 nguy co khé miéng, ddc biét § ngudi cao tudi, va ting
nguy cosaurang. Do d6 phaivé sinh rang miéng sach sé khidung loratadin.
*Khéng dung thuéc qua 7 ngay.

-Thuéc cé chiiamauTartrazin lake, c6 thé gay cac phan ting dj ting.

Stdung thuéc cho phuniicé thaivacho conbu:

Theoiky mang thai: Khong nén strdung cho phunircé thai.

Thoi kychocon bu: Khong nénstrdung cho phuntchoconbu.

Anh hu&ng ctathudclénkhananglaixe, vanhanh may méc:

Chua cé bang chiing vé &nh huéng cta thudc lén kha nang lai xe, van hanh
may moc.

TUONGTAC, TUGNGKY CUATHUOC:

Tuong tacchathudc:

*Tuong tdcvdiParacetamol:

- Uéng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng déng
mau clia coumarin va dan chatindandion.

- Paracetamol c6 khd nang gay ha s6t nghiémtrong & ngudibénh dung déng

thai phenothiazinvaliéu phap hanhiét.

-U8ng rugu qué nhiéu va dai ngay c6 thé lam tdng nguy cd paracetamol gay
docchogan.

-Thudc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gay cam
(ing enzym & microsom thé gan, c6 thé lam ting tinh ddc hai gan cta
paracetamol do tdng chuyén héa thuéc thanh nhiing chat déc hai véigan.

- Han ché ty dung paracetamol khi dang dung thuéc chéng co giat hoac
isoniazid do cé thé lam tang tinh doc hai gan ctia paracetamol.

*Tuong tdcvoiDextromethorphan:

-Khéng dung déng thai véi cac thude tic ché MAO.

- Dung déng thai véi cac thudc tc ché than kinh trung uong c6 thé tang
cudng tac dung tic ché than kinh trung uong ctia nhing thuéc nay hodc ctia
dextromethorphan.

- Quinidin tc ché cytochrom Pso 2D6 c6 thé lam gidm chuyén héa cta
dextromethorphan & gan, lam téng néng do chat nay trong huyét thanh va
tang cactac dung khdong mong mudn ctia dextromethorphan.

*Tuong tdcvéilLoratadin:

- Diéu trj déng thai loratadin va cimetidin dan dén tang nong do6 loratadin
trong huyét tuong 60 %, do cimetidin tic ché chuyén héa cla loratadin. Diéu
nay khéng biéu hién lam sang.

-Diéu trj dong thai loratadin va ketoconazol dan téi tang néng d6 loratadin
trong huyét tuong gép 3 lan, do tc ché CYP3A4. Diéu d6 khong biéu hién
lam sang viloratadin c6 chi sé diéu trirong.

-Diéu tri dong thai loratadin va erythromycin dan dén tang néng dé loratadin
trong huyét tuong. AUC (dién tich dudi dudng cong clia néng dé theo thoi
gian) ctialoratadin, tang trung binh 40 % va AUC ctia descarboethoxyloratadin
tang trung binh 46 % so v&i diéu tri loratadin don doc.

Tuongky ctiathuéc:

Do khong c6 cac nghién clu vé tinh tuong ky clia thudc diing dudng uéng,
khongtron 1an thudc nay véi cacthuoc khac.

TACDUNG KHONG MONG MUGN CUATHUOGC:

Bang tém tat cac phan iing khong mong muén:

Tan suat (%)

Thudng gdp

Cac phan iing khéng mong muén

Mét mai, chong mat, nhip tim nhanh, buén nén, dé bing,
nhicdau, khé miéng.

ltgdp Ban, may day, nén, loan tao mau (gidm bach céu trung
tinh, gidm toan thé huyét cau, gidm bach cau), thiéu mau,
bénh than, doc tinh than khi lam dung dai ngay, chéng
mat, khé miva hat hoi, viem két mac.

Hiém gdp Phan tng qua man, ngoai ban, trdm cdm, loan nhip nhanh
trén that, danh tréng nguc, chiic ndng gan bét binh thudng,

kinh nguyét khéng déu, choang phan vé.

(*) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gép (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khong r6 (khong dugc udc tinh tird i liéu cé san).

QUALIEUVA CACH XU TRI:

*Paracetamol:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:
- Nhiém déc paracetamol c6 thé do dung mét liéu doc duy nhat hodc do
udng lap lai liéu Ién paracetamol (7,5 - 10 g mbi ngay, trong 1 - 2 ngay) hoac
do uéng thudc dai ngay. Hoai tir gan phu thudc liéu la tédc dung doc cap tinh
nghiém trong nhat do qua liéu va cé thé gay tirvong.

-Budn nén, ndn va dau bung thudng xay ratrong vong 2 - 3 gid sau khiuéng
liéu doc clia thudc. Methemoglobin mau, dan dén chiing xanh tim da, niém
mac va méng tay la mot ddu hiéu dac trung nhiém doc cap tinh dan chat
p-aminophenol; mot lugng nho sulfhemoglobin ciing c6 thé dugc san sinh.
Tré em c6 khuynh hudng tao methemoglobin dé hon ngudilén sau khiuéng
paracetamol.

-Khibingé docndng, ban dau cé thé kich thich hé than kinh trung uong, kich
doéngvamé sang. Tiép theo co thé la tic ché hé thankinh trung uong;sting s,
ha than nhiét; mét 13; thd nhanh, néng; mach nhanh, yéu, khéng déu; huyét
ap thap; suy tuan hoan. Truy mach do glam oxy huyét tucng déi va do tac
dung Uc ché trung tam, téc dung nay chi xay ra vdiliéu rat 16n. S6c c6 thé xay
ra néu gidn mach nhiéu. Con co giat nghet thg gay tu vong c6 thé xay ra.

Thudng hdn mé xdy ra trudc khi chét dotngdt hodc sau vaingay hon mé.

- D4u hiéu lam sang thuong tén gan trd nén ré rét trong vong 2 dén 4 ngay
sau khi udng liéu doc. Aminotransferase huyét tuong tang (déi khi tang rat
cao) va néng do bilirubin trong huyét tuong cling c6 thé tang. Khi tén
thuong gan lan réng, thai gian prothrombin kéo dai. C6 thé 10 % ngudibénh
bingd dockhéng dugc diéu tri dac hieu da céthucng tén gan nghiém trong;
trong s6 d6 10 % dén 20 % cudi cling chét vi suy gan. Suy than cap cting xay
ra & moét s6 ngudi bénh. Sinh thiét gan phét hién hoai ti trung tam tiéu thuy
tritvaing quanh tinh mach cla. & nhiing trusng hop khéng tirvong, thuang
tén gan phuc héisau nhiéu tuan hodc nhiéu thang.

Cach xtrtrikhi dung thudc qualiéu:

- Khi nhiém déc nang, phai diéu tri hé trg tich cuc, can rdia da day trong moi
trudng hgp, tétnhattrong vong 4 gid sau khiuéng.

- Liéu phap giai doc chinh la dung nhimng hop chat sulfhydryl, c6 |é tac dong
mét phan do b sung dutrirglutathion &gan. N-acetylcystein cé tdc dung khi
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udéng hodc tiém tinh mach. Phai cho thuéc ngay lap tic néu chua dén 36 gits
ké tur khi uéng paracetamol. Diéu trj véi N-acetylcystein cé hiéu qua hon khi
cho thudc trong thai gian dudi 10 gi& sau khi udng paracetamol. Khi cho
udng, hoa lodng dung dich N-acetylcystein véi nudc hodc d6 uéng khéng cé
rugu dé dat dung dich 5 % va phai ung trong vong mét gids sau khi pha. Cho
udng N-acetylcystein v6i liéu dau tién la 140 mg/kg, sau d6 cho tiép 17 liéu
ntia, méi li€u 70 mg/kg cach nhau 4 gié moét [an. Cham dut diéu tri néu xét
nghiém paracetamol trong huyét tuong cho thay nguy co doc hai gan thap.
-Tac dung khéng mong mudn ctia N-acetylcystein gom ban da (gém ca may
day, khéng yéu cau phai ngiing thudc), budn nén, nén, tiéu chay, va phan
ungkiéuphanve.
- Néu khéng c6 N-acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé
dung than hoat va/hodc thuéc tdy mudi, chiing cé kha nang lam gidm hap
thu paracetamol.
*Dextromethorphan:
Triéu chiing va biéu hién khistrdung thuéc qua liéu:
-Triéu chiing: Bun ndn, nén, buén ngu, nhin mg, rung giat nhan cau, bitiéu
tién, trang thai té mé, do giac, mat diéu hoa, suy ho hap, co giat.
Cachxitrikhidung thuéc qualiéu:
- Diéu tri: H6 trg, dung naloxon 2 mg tiém tinh mach, cho diing nhéc lai néu
cantditéngliéu10mg.
*Loratadin:
Triéu chiing vabiéu hién khisitdung thuocqua liéu:

-Or ngudilén, khiudng qua liéu (40 - 180 mg) c6 nhitng biéu hién: Buén nga,
nhip tim nhanh, nhdc dau.
Cach xtrtrikhidung thuéc qualiéu:
- Diéu trj triéu chiing va hé trg, bat dau ngay va duy tri dén khi con can thiét.
Trudng hgp qué liéu loratadin cap, gay non bang sird ipeca dé thao sach da
day ngay. Dung than hoat sau khi gay nén c6 thé gidp ich dé ngén nguia hap
thu loratadin. Néu gay n6n khong két qua hoac chéng chidinh (vi du nguai
bénh bj ngét, co giat, hodc thi€u phan xa nén), c6 thé tién hanh ria da day
véi dung dich natri clorid 0,9 % va dit 6ng ndi khi quan dé phong nguia hit
phaidich da day. Loratadin khéng bjloai bang thdm tach mau.
Tich cuctheo d6i dé cé bién phap xrtrikip thai.
DACTINHDUGQCLUCHOC:
*Paracetamol:
Nhém dugcly: Thudc gidm dau va ha sét, nhém anilid.
Ma ATC:NO2BEO1.
- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chat
chuyén hoéa cé hoat tinh ctia phenacetin, la thuéc giam dau - ha st hitu hiéu.
Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung hiém khi lam
gidm than nhiét & ngudi binh thudng. Thudc tac ddng lén viing dudi doi gay
hanhiét, tédanhiéttang do gidn mach vatang luu lugng mau ngoaibién.
- Paracetamol, véi liéu diéu tri, it tdc dong dén hé tim mach va hé hap, khéng
lam thay d6i can bang acid - base, khéng gay kich ting, xudc hodc chdy mau da
day nhu khi diing salicylat, vi paracetamol khong tac dung trén cyclooxygenase
toan than, chi tac dong dén cyclooxygenase/prostaglandin ctia hé than kinh
trung uong. Paracetamol khéng cé tac dung trén tiéu cau hodc thai gian chay
mau.
- Khi dung qué liéu paracetamol mét chat chuyén hoa la N-acetyl-
benzoquinonimin gay déc ndng cho gan. Liéu binh thudng, paracetamol
dung nap tét. Tuy vay, qud liéu c8p tinh (trén 10 g) lam thuong tén gan gay
chétngudgi.
*Dextromethorphan:
Nhém dugc ly: Thudc tri ho va cdm lanh, dan xuét alkaloid opium va dan chat.
Ma ATC:RO5DA09.
- Dextromethorphan hydrobromid la thuéc gidm ho ¢6 téc dung 1én trung tam
ho &hanh nao. C4u tric héa hoc ¢6 lién quan dén morphin, dextromethorphan
khéng c6 téc dung gidm dau va rét it tac dung an than.
- Dextromethorphan dugc dung gidm ho nhét thai do kich thich nhe & phé
quén va hong nhu cdm lanh hodc hit phéi cac chat kich thich. Hiéu qua nhat
trong diéu tri ho man tinh, khéng c6 dom. Bugc dung phéi hgp véi nhiéu
chat khac trong diéu trj triéu chiing dudng ho hap trén. Khong co tac dung
longdom.
- Hiéu luc ctia dextromethorphan géan tuong duong véi hiéu luc ctia codein.
So véi codein, dextromethorphan it gy tdc dung phu ¢ duong tiéu héa hon.
Véiliéu diéu tri, tdc dung chdng ho clia thudc kéo dai dugc 5 - 6 gids. Doc tinh
thap, nhung véiliéu rat cao cé thé gay tic ché hé than kinh trung uong.
*Loratadin:
Nhém dugc ly: Thuéckhang histamintrénthuthéH,.
Ma ATC:RO6AX13.
- Loratadin la thudc khang histamin 3 vong c6 tac dung kéo dai d6i khang
chon loc trén thu thé H, ngoai bién va khong c6 tac dung lam dju trén than
kinh trung uang. Loratadin thuéc nhém thuéc déi khang thu thé H, thé hé
thirhai (khéng an than).
- Loratadin ¢6 tac dung lam nhe bét triéu ching cta viém mai va viéem két
mac dj ing do gidi phong histamin. Loratadin con c6 tac dung chéng ngtia
va néi may day lién quan dén histamin. Tuy nhién loratadin khéng c6 tac
dung bao vé hodc trg gitip 1am sang dai véi trudng hgp gidi phong histamin
nang nhu choang phan vé. Trong trudng hgp dé, diéu tri cha yéu la ding
adrenalin va corticosteroid.
-Thudckhang histamin khong c6 vai trd trong diéu tri hen.
- Nhiing thuéc d6i khang H, thé hé thit hai (khéng an than) nhu: Terfenadin,

astemizol, loratadin, khdng phéan bé vao nao, khi dung thuéc véi liéu thong
thudng. Do do, loratadin khéng cé tac dung an than, ngugc véi tac dung
phuanthan ctia cdcthuéckhang histamin thé hé thirnhat.

- D& diéu trj viem mai di Ung va may day, loratadin cé tac dung nhanh hon
astemizol va c6 tac dung nhu azatadin, cetirizin, clorpheniramin, clemastin,
terfenadin, va mequitazin. Loratadin c6 tan suat téc dung phuy, dac biét déi
vdi hé than kinh trung uong, thap hon nhimng thuéc khang histamin thuéc
thé hé thirhai khac.Vivay, loratadin ding ngay métlan, tacdung nhanh, dac
biét khéng cé tac dung an than, la thuéc lua chon du tién dé diéu tri viem
miditng vamay day diung.

-Nhing thudc khang histamin khéng c6 téc dung diéu tri nguyén nhan ma
chitrg gitip lam nhe triéu ching. Bénh viém miii dj ting cé thé 1a bénh man
tinh va tai dién. D& diéu tri thanh cong thudng phai dung cac thuéc khang
histamin lau dai va ngat quang va st dung thém nhiing thuéc khac nhu
glucocorticoid dung theo duong hitva dung kéo dai.

- C6 thé két hgp loratadin véi pseudoephedrin hydroclorid dé lam nhe triéu
chiing nghet mi trong diéu tri viém mi di iing c6 kém nghet mi.
PACTINHDUGCDONGHOC:

*Paracetamol:

- Hdp thu: Paracetamol dugc hdp thu nhanh chdng va hau nhu hoan toan qua
dudng tiéu hoa. Thic an giau carbon hydrat lam gidm ty 1& hap thu cta
paracetamol. Néng do dinh trong huyét tuong dat trong vong 30 dén 60 phat
sau khiudng vdiliéu diéu tri.

- Phan bé: Paracetamol phan bé nhanh va déng déu trong phan 16n cdc mé ctia
co'thé. Khoang 25 % paracetamol trong méu két hgp véi protein huyét tuong.
-Thditre: Thai gian ban thaitrong huyét tuong clia paracetamolla 1,25 -3 gid,
c6thékéo daivéiliéu gay dochodc & ngudibénh c6 thuong tén gan.

Sau liéu diéu trj, c6 thé tim thdy 90 dén 100 % thudc trong nudc tiéu trong
ngay thi nhat, ch yéu sau khi lién hgp trong gan véi acid glucuronic
(khoang 60 %), acid sulfuric (khodng 35 %) hoac cystein (khoang 3 %); ciing
phét hién thdy mét lugng nhé nhiing chat chuyén héa hydroxyl hoa va khir
acetyl. Tré nho itkha nang glucuro lién hop véi thuéc hon so véi ngudi lon.
Paracetamol bj N-hydroxyl héa bdi cytochrom P,s, dé tao nén N-acetyl-
benzoquinonimin, mét chét trung gian cé tinh phan tng cao. Chat chuyén
héa nay binh thudng phan ting véi cdc nhdm sulfhydryl trong glutathion va
nhu vay bi khtr hoat tinh. Tuy nhién, néu uong liéu cao paracetamol, chat
chuyén héa nay dugc tao thanh vdi lugng da dé lam can kiét glutathion ctia
gan; trong tinh trang do, phan ting ctia n6 véi nhém sulfhydryl ctia protein
gantanglén, c6thédan dénhoaitrgan.

*Dextromethorphan:

Dextromethorphan hdp thu nhanh qua dudng tiéu hda va cé tac dung trong
vong 15 - 30 phut sau khi uéng, kéo dai khoang 6 - 8 gity (12 giy véi dang gidi
phéng cham). Thudc dugc chuyén héa & gan va bai tiét qua nudc tiéu dusi
dang khong déi va cac chit chuyén hoéa demethyl, trong s6 d6 c6
dextromethorphan cling cé tacdung gidam honhe.

*Loratadin:

- Loratadin hdp thu nhanh sau khi udng. Néng dé dinh trung binh trong
huyét tuong cla loratadin va chit chuyén héa c6 hoat tinh cGa né
(descarboethoxyloratadin) tuong ingla 1,5va 3,7 gio.

- 97 % loratadin lién két vdi protein huyét tuong. Thai gian ban thai cta
loratadin la 17 gio va clia descarboethoxyloratadin la 19 gio. Thai gian ban
thai ciia thudc bién ddi nhiéu gilra cac ca thé, khong bi anh huéng bai uré
mau, tdng lén & ngudi cao tudi va ngudixagan.

-Do thanh thai clathudcla 57 - 142 ml/phut/kg va khéng bianh huéng béi
uré méau nhung gidm & ngudi bénh xd gan. Thé tich phan b6 ctia thuéc la
80-120lit/kg.

- Loratadin chuyén héa nhiéu khi qua gan 1an ddu bai hé enzym microsom
cytochrom P,s,; loratadin chti yéu chuyén héa thanh descarboethoxyloratadin,
1a chat chuyén héa c6 téc dung dugcly.

- Khodng 80 % téng liéu cda loratadin bai tiét ra nudc ti€u va phan ngang
nhau, duéi dang chat chuyén héa, trong vong 10 ngay.

-Sau khi udng loratadin, tac dung khang histamin ctia thudc xuat hién trong
vong 1 -4 gig, dat téi da sau 8 - 12 gid, va kéo dai hon 24 gid. Nong do cta
loratadin va descarboethoxyloratadin dat trang thai én dinh & phan 16n
ngudibénh vao khodng ngay thirnam dung thudc.

QUY CACHDPONG GOI:

Hép 2vix5vién;Hop 5vix 5 vién;Hop 10 vix 5vién.

DIEU KIEN BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh anh séang.

HAN DUNG 36thang kétirngay san xuat.

TIEU CHUAN CHAT LUONG:TCCS.

CO SG SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hug, Phudng My Phu, Thanh phd
Caolénh, TinhDéng Thap

poMEsco  Diénthoai: 1800.969.660
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