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TO HUONG DAN SU DUNG THUOC

B

Thude hdan theo don |
DOTOUX® PLUS |

THANH PHAN: M0 vién nén diti bao phim chira !

w PRACARBIIIIAL, i s o s S R T S R S S S MR B PR3 500 mg |

- Dextromethorphai hydroBronmit, ... isss s ses sspetssssqasissssmiis s s asnssssseranpissasns s 15 mg |

- Loratadin........c...., SRR 1

- Ta dugre: Starch 1500, Dicalei phosphat, Povidon, Sodium starch glycolat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropylmethyl cellulose 15¢P, Hydroxyvpropyimethyl cellulose 6cP,
Polyethyien glyeol 6000, Tale, Titan dioxyd. Mau Brilliant blue lake, Mau Tanrazin lake, Mau
Sicovit red, Mau Brilliant blue.

DANG BAO CHE: Vién nén dai bao phim,

QUY CACH DPONG GOI:

Hip 2: 5; 10 vi x 5 vién.

CHI DINH:

Cae trigu chimg cam elim: Ho, a«ut nghgt mili, chiy nude mii, 6 mili theo mia, viém mii dj g,
chay nude mit, ngira mat, nhire diu, dau nhire bip thit, xuong khép, viém xoang, min npira.

LIEU LUQNG VA CACH DUNG: Ding udng

- Ngudi Iém v tré em trén 12 wdi; | vién/lin x 2 lin/ngay.

- Tré em tir 6 — 12 tudi: Vs vién/Tan x 2 lan/ngay.

- Suy gan hay suy thin: 1 vién/ngay hay cich ngiy,

CHONG CHI DINH: (ln
- Quit miin véi cdc thanh phin cla thude, /L o

= Tré duai 6 wéi.

- Ho & binh nhin hen, suy ho hap, glavcome.

- Phi dgi tién liét tuyén, bit cd bing quang.

- Bénh tim mach niing, y

| = Suy gan, suy thin. Ngudi thi¢u hut men G;PD.

- Dang ding [MAQO.

THAN TRONG KHI SU DUNG:

* Voi Paracetamol:

- Bde si cin cinh bio bénh nhin vé cic diu higu cia phan img trén da nghiém trong niur hi
cliing Steven-Jonhson (SUS), hii cluing hogi te da whidm die (TEN) hay hi eliecnng Lyell, hf
chitng ngogi ban myn mii todn thin cap tinh (AGEP),

- Than trong khi ding paracetamol & nguti bénh o thidu méau tlr trde, vi chimg xanh tim c¢o thé
khong bicu 1§ rd. mfe dit 6 nhimg ndng dd cao nguy hiém ctia methemoglobin trong miu.

- Han ché uong nhicu rugu do e6 thé giy ting dde tinh voi gan cia paracetamol, ngwdni nghién regu,
* Vi Dextromethorphan: '

- Ho ¢6 nhic¢u dém vi ho man tinh & agudi hit thude, hen hode tran khi. |
- Ngudi bénh ¢d nguy co hoje dang bj suy giam hé hip, |
. Diing dextromethorphan eé lign quan dén giai phéng histamin vi nén thin trong v ré em bi dj |
(ng.

- Lam dung va phy thuge dextromethorphan ¢ thé xay ra tuy hiém khi ding liéu cao kéo dai,

* Vi Loratadin:

- Suy gan.

- Khi dung oratadin, c6 nguy co kho migng, die bigt & nguii cao i, vii tng nguy co siu ring. Do
do phai v¢ sinh ring migng sach s2 khi ding loratadin,

* Khong ding thude qud 7 ngiy.

PHUNU CO THAI VA CHO CON BU: |
Khong nén sir dung cho phu 0 ¢d thai vi cho con b,

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudic khong dnh hwémg khi lii xe va van hiinh may moc,
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TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

* Tuong tac vin Paracetamol: 4 . : ;
- Ubng dai ngdy lidu cao paracetamol lam ting nhe tae dung ching déng ¢ia coumann vir din chilt
indundion. .

- Paracetamol ¢6 khil ning gdy hy st nghiém trong & ngudi bénh ding dong thoi phenothinzin vi
ligu phap ha nhigt.

- Ubng rugu qua nhiéu va dai ngay ¢é thé |am ting nguy co paracetamol gdy dde cho gan.

- Thude chéng co gift (gém phenytoin, barbiturat, carbamazepin) gay cdm (mg enzym O microsom
thé gan. <6 thé Jam tang tinh dd¢ hai gan cia paracetamol do tang chuyén hoa thude thinh nhimg
chit die hai vdi pan, - )

- Han ché tyr diing paracetamol khi dang ding thude ehdng co gifit hoje isoniazid do o the lam tang
tinh d¢c hai gan edin paracetamol.

* Twomg tic vai Dextromethorphan: Lu.'l.,

- Khong ding déng thoi vél cde thube ire ¢ché MAO. )

- Diing ddng thiri v cic lhuﬂc_l.'rc ché thiin kinh trung wong cé thé tang cwong tic dung e ché than
kinh trung womg cua nhimg thude nay hodc cua dextromethorphan,

- Quinidin irc ché cytochrom Pyg 216 ¢ thé Jam giam chuyén héa cua dextromethorphan 6 gan,
lam ang néng dd chiv ndy trong huyét thanh v ting cie tic dung khing mong mudn cua
dextromethorphan,

* Tuomg tde vii Loratadin ) i |
- Didu tr ddng théri loratadin va cimetidin din dén ting ndng dd loratadin trong huyét tuong 60 %.
do cimetidin 1re ché chuyén hoa cin loratadin, Didu nay khong bi¢u hi¢n lam sing. ) '
- Didu trj dbng thai loratadin va ketoconazol diin 16 ting ndng d§ loratadin trong huyét ey gép 3
Hin, do ire ché CYP3A4. Didu d6 kKhong bidu hign lim sing vl loratadin co chi s0 ditu tri rong.

- Didu trj dong thvi loratadin vi erythromyein diin dén ting ndng dé loratadin trong huyét wong. |
AUC (dign tich dudi dudmg cong cia ndng 4 theo thid gian) can loratadin, tang trung binh 40 % va |
AUC ¢t desearboethoxyloratadin tang trung binh 46 % so vai diéu trj loratadin don ddc.

TAC DUNG KHONG MONG MUON: :

= Thuimg eiip: Mét moi, chdng mat, nhip tim nhanh, huc‘_ln nin, do bimg, dau dau, kho miéng,

-t gap: Ban, mé day, non, logn e miu (gidm bach cdu trung tinh, gidm (odn thé huyét i, giam
bach cau), t_hiéu mau, bénh thin, dic tinh thin khi lam dung dai ngay, chong mit, kbt mili va hi
hod, viém ket mac.

- Hidm gp: Phan tmg qui min, ngoal ban, trim cim, loan nhip nhanh trén thit. dinh trdng ngue,
chire niing gan bit binh thuémg, kinh nguyét khing déu, chodng phan vi.

Thong bio cho bac sT nhimg tic dyng khong mong mudn gip phéi khi sir dung thudic.

QUA LIEU VA CACH XU TRi:

* Qud licu Paracetamol: ) )

- Nhifm dic paracetamol ¢d thé do ding mft lidu dgc duy nhit hofic do ubng Iap lai liéu lon
paracetamol (7,5 — 10 g mdi ngdy, trong | - 2 ngly) hodie do udng thude dai ngay. Hogi ur gan phy
thude licu 13 tic dung dde cdp tinh nghiém trong nhat do qua lidu v cd thé gdy wr vong.

- Bun nén, nén va dau bung thuémg xay r trong vong 2 — 3 gidr sau khi uing lidu déc cua thude.
Methemoglobin-mau, din dén chimg xanh tim da, niém mac va mong tay ld mot diu hidu dic trumg
uhidm dc ¢ip tink din chit p-aminophenal; mot ligng nhd sulfhemoglobin ciing eo thé duge san
sinthe Tre em o khuynh huedmg tgo methemoglobin dé hon ngudd 1dm sau khi ubng paracetamol.

- Khi bj ngd dde ndng. ban diu co thé kich thich hé thin kinh trung womg. kich ding va mé sing.
Tiép theo ¢d the 14 (e ¢hé hé thin Kinh trung womg: simg sé, ha thin nhiéy, mén 1a; tho nhanh, nang;
much nhanh, véu, khong déu; hu:nf't ip thiip; suy tudn hoan, Trey mach do Lidm oxy huydt turemg ddi
v do tde dyng e ché trung 1im, tie dung ndy chi xay ra vai lidu rit 1om. So¢ oo thé xdv ra néu gign
mgch nhidu. Con co gidt nget thi gdy 1 vong ¢6 th xiy ra. Thuimg hén mé sy @ inede khi chét
did ngdt hodie sau vai ngdy hén mé. -

- Diiu hiéu lim sing thuong tén gan tréd nén rd @t trong vong 2 dén 4 ngay sau khi udng liéu dic.
Aminotransferase huyét tromg ting (doi khi ting rdt coo) va n:’Sng d6 bilirubin trong huyél wemg
eling ¢o thé tang. Khi ton thuong gan lan rong, thii pian prothrombin kéo dai. C6 thé 10 % ngudi
bénh bj ngd dde khong duge didu tri dic hidu da co thuong 1on gan nghiém trong: trong s6 do 10 %
dén 20 % cudi cing chét vi suy gan. Suy thin cip eling xiy ra & mit sd newdi bénte Sinh thiét gan
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phat hi¢n hogi 1 trung tim tieu thiry trir ving quanh tiah mach ci. O nhimy truimg hop khing wr |

vong, thirong tén gan phye hdi sau nhiéu win hode nhidu thing.

» Ql'ﬂ'u i § g
- Khi nhigm dic ning, phai digu trj h trg tich ey, cén rira dg day trong moi truromg hep, 1ot nhit
trong véng 4 gitr sau khi ufng, ) - - _

- Ligu phip giai e chinh 1 ding nhimg hop chat sulfhydryl, ¢6 12 tic ding mot phin do bo sung
dir trir glutathion & gan. N-acetyleystein 6 tde dyng khi udng hodie tiém tinh mach. Phii cho thude
ngay Lip tire néu chua dén 36 gity ké tir khi ubng paracetamol. Diéu trj vai N- acetyleystein ¢ hiéu
qui hon khi cho thube trong thii gian dudi 10 gi¢r sau khi ubng paracetamol. Khi cho udng, hoa
lofing dung dich N - acetyleystein véi nude hoje db udng khong e ruou dé dyt dung dich 5 % va
phal ubng wong véng mdt giir sau khi pha: Cho udng N- acetylcystein voi liéu diu tidn Ia 140
mg'kg, sau d6 cho tiép 17 liéu nira, mﬁi licu 70 mg/kg cich nhau 4 gio mt Iﬁf&. Chiam din diéu 1rj
néu xét nghiém paracetamol trong huyét tromg cho Ihﬁ¥ nguy car dde hai gan thap, )

- Tdc dung khong mong mudn cia N - acetylcystein gom ban da (gém ca may day. khéng yéu ciu
phai ngimg thudc), budn nén, non, tiéu chay, vi phin img kiéu phan vé.

- Néu khing co N-acetyleystein, ¢o thé ding Methionin. Ngoai ra ¢é thé dimg than hogt vithoae
thude tay mudi, chiing ¢6 kha ning lém giam hip thy paracetamol,

* Qui Iiiu Dextromethorphan:

- Trigu chimg: Budn ndn, ndn, budn ngd, nhin m, rung gidt nhin chu, bi téu tign, trang thi 1& mé, do
gide, mit diéu hoa, suy hd hip, co gijt. ) -

- Diéu tri: HG trg, diing naloxon 2 mg tiém tinh mgch, cho ding nhiic lai néu cin 16 1éng liéu 10 mg.
* Qué lidu Loratadin: . : :

- O ngudi 16n, khi udng qua Tidu (40 — 180 mg) ¢6 nhiing biéu hién: Budn ngd. nhip tim nhanh, nhir
diu,

- Diéu trj trigu chimg vi h tro, biit ddu ngay va duy tri dén khi con n thidt, Trme hop qua lidu
loratadin cip, giy nan bing sird ipeca ¢é thao sach da day ngay. Ding than hoat sau khi gy ndn co
thé pitip ich dé n ngira hip thu lomtadin. Néu gdy non khong két qua hodic ching chi dinh (vi dy

ngurdi bénh bj ngat, co gidt, hoge thiédu phin xu ndn), e6 thé tién hinh rim da day véi dung dich natri |

clorid 0,9 % va ddt ong ndi khi quin dé phong ngira hit phai dich da diy, Loratadin khémg bj logi
bing thim tich mau. i

DUGC LUC HOC: ).-li'"

* Paracetamol: ~

- Pamncetamol (acetaminophen hay N-acetyl-p-aminophenol) li chit chuyén hoa ¢o hogt tinh cua
phenacetin, |4 thube gidm dau — ha sot hir higu. Paracetamol Jam gidm thin nhiét & ngudi bénh sit,
nhumg hiém khi lam giam thin nhi¢t & ngudi binh thudmg, Thude tic dong [én ving dudi dbi ey ho
nhiét, 1oa nhigt ting do gidn mach va ting liu lugng mau ngoai bién,

= Paracetamol, vdi liéu didu tri, it tie dong dén hé tim mach va ho hip, khong lam thay dbi cin bing
acid — base, khdng gdy kich img, xuwde hoge chay mau dg day nhu khi ding salicylar, vi parncetamol
khing tic dung wrén cyclooxygenase todn thin, chi tac ddng dén cyelooxygenase/prostuglandin cla
hé thin kinh trung wong. Paracetamol khing e6 tic dung trén tigu cdu hode thir gian chay mau,

- Khi diing qué liéu paracetamol mdt chét chuyén héa 1a N-acetyl-benzoquinonimin gdy ddc ning
cho gan, Liéu binh thulmg. paracetamol dung nap 1ét. Tuy vay, qud liéu cip tinh (rén 10 g) lim
theemg 1n gan giy chét pguii.

* Dextromethorphan: .

= Dextromethorphan hydrobromid I thude giam ho ¢6 tic dyung 1én trung tAm ho & hinh nio. Ciu
triic haa T:q:l: cd lién quan dén morphin, dextromethorphan khéng ¢ tde dung giam dav v it it tae
dung an thin.

- Dextromethorphan duwge dimg giam ho nhit thai do kich thich nhe & phé quan v hong nh eian
lanh hodic hit phai cae chit kich thich. Higu qud nhiit trong didu trj ho myn tinh, khing ¢6 dom,
Buge dung phoi hap véi nhidu chét khic trong diéu tri trigu chimg dirtmg ho hip (rén, Khong ed tic
dung long dém,

- Higu lye cia dextromethorphan gin tuong duong véi higu lge etn codein. So véi endein,
dextromethorphan it gay tic dung phu & duong tidu hoa hon. Véi lidu didu tr, tic dung ching ho
clia thube kéo dai duge 5 - 6 gio. Dic tinh thip, nhung voi lidu rdt cao ¢6 thé giv ire ché hé thin
kinh trung won.
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* Loraiadin;
- Loratadin la thude khing histamin 3 ving cd tic dung kéo dai dor khing ehon lpe én thu tzaé I!._
ngogi bién va khing co tac dyng lam dju trén thin kinh trung vong. Loratadin thuge nhim thude doi
khang thu thé Hy the hé thit hai (khong an thin),
- Lorutadin ¢o tic dung lam nhe bét trid¢u chimg cia viém miii va viém két mac dj img do gidi phong
histamin. Loratadin con ¢ tde dung ching ngira vi ndi miy day lién quan dén histamin. Tuy ohién |
Loratadin khdng ¢6 the dung bio vE hofe trg gitip lim sang doi vol trudmg hop gidi phong histamin |
ning nhur chodng phin v, Trong trutmg hep do, c_!iéu trj chi véu la ding adrenalin vii corticosteroid.
- Thube khang histamin khong ¢ vai trd trong dicu trj hen, |
« Nhimg thubc déi khang Hy thé he thir hai (khong an thin) nhu: Terfenadin, astemizol, loratadin,
khdng phin bé vo ndo, khi ding thude vai lidu thang thutmg, Do 46, loratadin kh‘ﬁng ¢o tie dyung
an thin, nguree voi tie dyng phy an thin cia cde thude khing histamin thé h¢ thi nhat.
- B didu trj viém mii dj tmg va miy day, loratadin ¢6 tic dung nhanh hon astemizol va ¢o tac dung
nhur azatadin, cetirizin, chlopheniramin, clemastin, terfenadin, va mequitazin. Loratadin €6 tin swit
tic dung phy. dic biét dbi vai hi thin kinh trung uomg. thip hon nhimg thude khing histamin thude
thé hé thir-hai khic. Vi vy, loratadin diing ngdy mit lan, tic dung nhanh, die bidt khing ¢o tac dung
an thin, i thude lya chon diu tién dé digu tri viém mii di imyg v may day i (mg,
- Nhimg thude khang histamin khong c6 tie dung chita nguyén nhin mé chi teg giop lam nhe ban
ri¢u chimg. Bénh viém mii di (mg co thé la bénh man tinh vi i dien. B¢ didu tr thinh cong
thuimg phai ding cie thuoc khing histamin liu dai va ngdt quing, va sic dung thém nhimg thuoe
khic nhir glucocorticoid ding theo duémg hit vit diing kéo dai. |
- Co ihé két hop loratadin véi pseudoephedrin hydroclorid d€ lam nhe bét tridu chimg ngat mii
trong diéu trj viém mili di émg cd kém ngat mii. {l-‘\
DUGC DONG HOC: /i
* Paracetamol: . . &
- Hap thi; Paracetamol duge hip thu nhanh chéng v hiu nhu hodn toan gua dudbmg tiéu hia. Thire
fin giau carbon hydrat lam gidm ty 1¢ hip thu cia cetnmol. Nong dé dinh trong huydt twong din
trong vong 30 dén 60 phit sau khi ubng vai licu d_imi. .
= Phén bé: Paracetamol phin bd nhanh va déng déu trong phin lém ¢ie md cla co thé. Khoang 25 %
paracetamol trong mau két hop véi Prolcin huivét tromg. )
- Thai trie; Théni gian ban thal huyét wrong cia paracetamol 1d 1,25 - 3 gidn ¢6 thé kéo dai v lidu
gy dfe hoje & npudi bé¢nh ed thuong 100 gan. ) .
Sau liéu diéu trj. ¢ thé tim thay 90 dén 100 % thude rong nude tidu rong ngay thi nhat. chu veu
sau khi lién hgp wong gan véi acid glucuronic (khoang 60 %), acid sulfuric (khoang 35 %) hole
eystein (khodng 3 %); cling phat hién thily mét hrgng nhé nhimg chit chuyén hoa hydroxyl — hoa va
khir acetyl. Tré nho it kha niing plucuro lién hop vin ll'!uﬁ-z hon so von nguin lom,
Paracetamol bj N-hydroxyl héa bai c}-lqchmm I_]q_qu dé 1go nén N-acetyl-benzoquinonimin, mot chiit
trung gian ¢é tinh phin {mg cao. Chat chuyén héa niy binh thuimg phin img voi cde nhom
sulthydryl trong glutathion va nhir véy bj khir hoat tinh. Tuy nhién, néu udng liéu cao paracetamol,
chit chuyén hia ndy dwge tao thanh véi hegmg di dé lam can kidt glutathion edn pan: trong tinh
trang do, phin fmg cia nd voi nhom sulfhydryl cia protein gan ting 1én, ¢6 thé din dén hogi tir gan,
* Dextromethorphan:
Dextromethorphan hip thu nhanh qua didmg tidu hda va ¢é tic dung trong vong 15 - 30 phit sau khi
udbng, kéo dai khoang 6 - 8 gidr (12 gidr vai dang gidi phdng chim). Thude duge chuyén hba & pan vi
bai tiét qua nude ticu dudi dang khong d&i v cae chdl chuyén hoa demethyl, trong 56 0o o
dextromethorphan ciing cd tie dung giam ho nhe.
* Loratadin;

Loratadin hilp thu nhanh sau khi udng. Néng db dinh trong huvét trong trung binh coa lorstadin va
chilt chuyén héa e6 hoat tinh eda nd (descarboethoxyloratadin tromg tmg 14 1.5 vi 3.7 gidn
- 97 % loratadin lién ket véd protein huyét twong, Thoi gian ban thai coa lomtadin 13 17 gior vi cua
descarboethoxyloratadin 1a 19 gie. Thii gian ban thai cua thude bién doi nhicu gifm cic ca the.
khong by anh hudmg bén uré mau, tdng |én & ngudn cao tud va ngudn xo gan.
- B thanh thai cun thude la 37 — 142 ml/phitkg vi khang bj anh hudmg bai uré mau nhumg giam o
ngurdni bénh xo gan. Thé tich phin bd ciia thude la 80— 120 livkg.
- Loratadin chuyén héa nhiéu khi qua gan 1in diu bai hé enzym microsom eytochrom Pase; lortadin
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chu yéu chuyén hoa thanh descarboethoxyloratadin, la chat chuyén hoa co tac dung dugce ly.

- Khoang 80 % tdng liéu cua loratadin bai tiét ra nude tiéu va phan ngang nhau, dudi dang chit
chuyén hoa, 1ror1g vong 10 ngay.

- Sau khi udng loratadin, tac dung khang histamin cuia thude xudt hién trong vong 1 — 4 gid, dat i
da sau 8 — 12 gio, va kéo dai hon 24 gio. Nbng d¢ cua loratadin va descarbocthoxylnratadln dat
trang thai on dinh & phan lém ngudi bénh vao khoang ngay thir nam ding thude.

BAO QUAN Noi kho, dudi 30 °C, tranh dnh sang truc tiép.

HAN DUNG: 36 thang ké tir ngay san xut.

THUOC NAY CHI DUNG THEO DON CUA BAC SI.

bOC l{? HUONG DAN SU DUNG TRUUC KHI DUNG my
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI )
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quéc 16 30 — Phuong M§ Phi — TP Cao Lanh — Bong Thép

_ g QMESCQ Dién thoai: 067. 3851950

TP Cao Lanh, ngiy /¢ thing ¢ nim 20 Id
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