Rx THUOC BAN THEO DON

DOTOUX PLUS

THANH PHAN: MGi vién nén dai bao phim chira

- Paracetamol .. . PPN 10 | I 1 1o
- Dextromethorphan hydrobromld . 15 mg
- Loratadin .. e . .. 5Smg

- Té duogc: Starch 1500 D1ca101 phosphat POV1d0n Sodlum starch glycolat Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropylmethyl cellulose 15cP, Hydroxypropylmethyl cellulose 6¢P, Polyethylen
glycol 6000, Talc, Titan dioxyd, Mau Brilliant blue lake, Mau Tartrazin lake, Mau Sicovit red, Mau Brilliant
blue.

DANG BAO CHE: Vién nén dai bao phim.

QUY CACH PONG GOI: Hop 2; 5; 10 vi x 5 vién.

CHI DINH:

Cac triéu chimg cam cam: Ho, sot, nghet mii, chay nuéc mili, s6 miii theo ‘mua, viém mii di tng, chay
nudc mat, ngira mét, nhirc dau, dau nhtrc bap thit, xuvong khop, viém xoang, man ngua.

LIEU LU()'N G VA CACH DUNG: Dung udng

- Ngudi 10n va tré em trén 12 tudi: 1 vién/lan x 2 lan/ngay.

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

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

CHONG CHI PINH:

- Qua mén véi cac thanh phan cua thude.

- Tré dudi 6 tudi.

- Ho ¢ bénh nhan hen, suy h6 hap, glaucome.

- Phi dai tién liét tuyén, bit c6 bang quang.

- Bénh tim mach ndng.

- Suy gan, suy than. Ngudi thiéu hut men GePD.

- Pang dung IMAO.

THAN TRONG KHI SU DUNG:

* V6i Paracetamol:

- Béc si can canh b4o bénh nhan vé cac dau hiéu cua phan tmg trén da nghiém trong nhu hoi chimg Steven-
Jonhson (SJS), hoi chung hoai tr da nhiém doc (TEN) hay hoi chirng Lyell, hoi ching ngoai ban mun mu
toan than cap tinh (AGEP).

- Than trong khi dung paracetamol & nguoi bénh c6 thiéu mau tir trude, vi chimg xanh tim c6 thé khong
biéu 16 13, mic du c6 nhitng ndng d6 cao nguy hiém ctia methemoglobin trong mau.

- Han ché udng nhiéu ruou do c6 thé gdy tang doc tinh voi gan cua paracetamol, ngudi nghién rugu.

* Véi Dextromethorphan:

- Ho ¢6 nhiéu dom va ho man tinh & nguoi hut thudc, hen hodc tran khi.

- Nguoi bénh c6 nguy co hodc dang bi suy giam ho hip.

- DUNng dextromethorphan c6 lién quan dén giai phong histamin va nén than trong véi tré em bi di tmg.

- Lam dung va phu thudc dextromethorphan c6 thé xay ra tuy hiém khi dung liéu cao kéo dai.

* V6i Loratadin:

- Suy gan.

- Khi dung loratadin, c6 nguy co khd miéng, dic biét & ngudi cao tudi, va ting nguy co siu ring. Do d6 phai
v¢€ sinh rang mi¢ng sach s€ khi dung loratadin.

* Khong dung thudc qua 7 ngay.



PHU NU CO THAI VA CHO CON BU:
Khong nén st dung cho phu nit ¢6 thai va cho con bu.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong anh huéng khi 14i xe va van hanh may moc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
* Twong tac véi Paracetamol:
- Ubng dai ngay lidu cao paracetamol 1am ting nhe tac dung chéng déng ctia coumarin va dan chit
indandion.
- Paracetamol c6 kha ning gy ha st nghiém trong & ngudi bénh ding dong thoi phenothiazin va liéu phap
ha nhiét.
- Ubng ruou qua nhiéu va dai ngay c6 thé 1am ting nguy co paracetamol gy doc cho gan.
- Thudc chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cam tng enzym & microsom thé gan,
c6 thé lam ting tinh doc hai gan cua paracetamol do ting chuyén hoa thudc thanh nhimng chat doc hai voi
gan.
- Han ché ty dung paracetamol khi dang dung thudc chéng co giat hodc isoniazid do c6 thé 1am ting tinh
ddc hai gan cta paracetamol.
* Twong tac voi Dextromethorphan:
- Khong dung ddng thoi voi cac thude e ché MAO.
- Dung ddng thoi véi cac thude e ché than kinh trung wong c6 thé ting cuong tic dung tc ché than kinh
trung wong cia nhing thudc nay hodc cua dextromethorphan.

- Quinidin trc ché cytochrom Paso 2D6 ¢6 thé lam giam chuyén hoéa cua dextromethorphan ¢ gan, lam tang
nong do chat nay trong huyét thanh va ting cac tac dung khong mong mudn cia dextromethorphan.
* Twong tac véi Loratadin:
- Piéu trj dong thoi loratadin va cimetidin din dén ting néng do loratadin trong huyét twong 60 %, do
cimetidin e ché chuyén hoa cua loratadin. Diéu nay khong biéu hién lam sang.
- Piéu tri dong thoi loratadin va ketoconazol dan téi ting nong do loratadin trong huyét twong gap 3 lan, do
trc ché CYP3A4. Piéu d6 khong biéu hién 1am sang vi loratadin ¢ chi s6 diéu trj rong.
- Diéu tri dong thoi loratadin va erythromycin dan dén ting nong do loratadin trong huyét twong. AUC (dién
tich dudi duong cong cua noéng do theo thoi gian) cua loratadin, ting trung binh 40 % va AUC cua
descarboethoxyloratadin ting trung binh 46 % so véi diéu tri loratadin don doc.
TAC DUNG KHONG MONG MUON:
- Thudng gap: Mét moi, chong mat, nhip tim nhanh, buon nén, d6 bimng, dau dau, kho miéng.
- [t gap: Ban, mé day, non, loan tao méau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach
cau), thiéu mau, bénh than, doc tinh than khi lam dung dai ngay, chéng mit, khé mili va hat hoi, viém két
mac.
- Hiém gdp: Phan Umg qua man, ngoai ban, trAm cam, loan nhip nhanh trén that, danh tréng nguc, churc nang
gan bat binh thuong, kinh nguyét khong déu, choang phan vé.
Théng bao cho béc si nhitng tic dung khong mong mudn gip phai khi sir dung thudc.
QUA LIEU VA CACH XU TRIi:
* Qua liéu Paracetamol:
- Nhiém doc paracetamol c6 thé do dung mot lidu doc duy nhat hodc do udng lap lai liéu 16n paracetamol
(7,5 — 10 g mdi ngay, trong 1 - 2 ngay) hoic do uéng thubc dai ngay. Hoai tir gan phu thudc liéu 1a tac dung
doc cap tinh nghiém trong nhat do qua liéu va co thé gy tir vong.
- Bu6n nén, nén va dau bung thuong xay ra trong vong 2 — 3 gi¢' sau khi uong lidu doc cua thude.
Methemoglobln mau, dan dén ching xanh tim da, niém mac va mong tay 13 mot ddu hiéu didc trung nhiém
doc cap tinh dan chat p- aminophenol; mét lugng nho sulfhemoglobin cling c6 thé dugc san sinh. Tré em c6
khuynh huéng tao methemoglobin dé hon ngudi 16n sau khi uong paracetamol.



- Khi bi ngd ddc nang, ban dau c6 thé kich thich hé than kinh trung wong, kich dong va mé sang. Tiép theo
c6 thé 1a trc ché hé than kinh trung wong; stng so, ha than nhiét; mét la; tho nhanh, néng; mach nhanh, yéu
khong déu; huyét ap thap; suy tuan hoan. Truy mach do giam oxy huyet trong dbi va do tac dung trc ché
trung tam, tac dung nay chi xay ra voi lidu rat 16n. Séc co thé xdy ra néu gian mach nhiéu. Con co giat nget
thd gay tir vong c6 thé xay ra. Thuong hoén mé xay ra trude khi chét dot ng6t hodc sau vai ngay hén mé.

- Dau hiéu 14m sang thuong tén gan tré nén 1o rét trong vong 2 dén 4 ngay sau khi ubng liéu doc.
Aminotransferase huyét twong ting (d6i khi ting rat cao) va ndng do bilirubin trong huyét trong ciing c6 thé
taing. Khi ton thuong gan lan rong, thoi gian prothrombin keo dai. Co the 10 % nguoi bénh bi ngd doc
khong duoc didu trj dic hiéu dé co thuong t6n gan nghiém trong; trong s6 d6 10 % dén 20 % cudi cing
chet vi suy gan. Suy than cép ciing xay ra & mot s ngudi bénh. Sinh thiét gan phat hién hoai tr trung tam
tiéu thuy trir vang quanh tinh mach cura. O nhitng truong hop khéng tir vong, thuong ton gan phuc hoi sau
nhiéu tudn hodc nhiéu thang.

* Piéu tri:

- Khi nhiém doc nang, phai diéu tri hd tro tich cuc, can rira da day trong moi truong hop, tdt nhét trong vong
4 gid sau khi udng.

- Liéu phap giai doc chinh 1a dung nhiing hop chét sulfhydryl, c6 1& tac dong mot phan do bo sung du trix
glutathion & gan. N-acetylcystein ¢ tac dung khi udng hodc tiém tinh mach. Phai cho thudc ngay lap tuc
néu chua dén 36 gio ké tir khi ung paracetamol. Diéu tri véi N- acetylcystein c6 hiéu qua hon khi cho
thudc trong thoi gian dudi 10 gio sau khi ubng paracetamol. Khi cho udng, hoa loéng dung dich N -
acetylcystein vdi nude hodc d6 udng khong ¢6 rwou dé dat dung dich 5 % va phai uong trong vong mot gio
sau khi pha. Cho ubng N- acetylcystein voi lidu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu nira, mdi lidu
70 mg/kg cach nhau 4 gio mot 1an. Chim dit diéu tri néu xét nghiém paracetamol trong huyét tuong cho
thiy nguy co doc hai gan thép

- Tac dung khong mong muén cua N - acetylcystein gom ban da (gdm ca may day, khong yéu ciu phai
ngung thudc), budn ndn, nodn, tidu chay, va phan tng kiéu phan vé.

- Neu khong co N-acetylcystein, c6 thé dung Methionin. Ngoai ra c6 thé dung than hoat va/hodc thudc tay
mudi, chiing ¢6 kha ning lam giam hép thu paracetamol.

* Qua lidu Dextromethorphan:

- Tri¢u chiing: Budn nén, ndén, budn ngu, nhin mo, rung giat nhan cau, bi tiéu tién, trang thai t€ me, 4o giac,
mat diéu hoa, suy ho hép, co giat.

- Piéu tri: HS tro, dung naloxon 2 mg tiém tinh mach, cho dung nhic lai néu can t&i tong lidu 10 mg.

* Qué liéu Loratadin:

-0 nguoi lon, khi ubng qua lidu (40 — 180 mg) co6 nhiing biéu hién: Buon ngu, nhip tim nhanh, nhirc dau.

- Dleu tri tri¢u chung va hd tro, bat dau ngay va duy tri dén khi con can thiét. Truong hop qué liéu loratadin
cap, gy non bang sird ipeca dé thao sach da day ngay. Dung than hoat sau khi gdy non c6 thé giup ich dé
ngin ngira hap thu loratadin. Néu gay non khong két qua hodc chdng chi dinh (vi du ngudi bénh bi ngét, co
giat, hoic thiéu phan xa non), c6 thé tién hanh rira da day v6i dung dich natri clorid 0,9 % va dit ng ndi khi
quéan dé phong ngira hit phai dich da day. Loratadin khong bi loai bang tham tich mau.

DUQC LUC HOQC:

* Paracetamol:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 1a chit chuyén héa c6 hoat tinh ctia phenacetin,
1a thude giam dau — ha s6t hitu hiéu. Paracetamol lam giam than nhiét & ngudi bénh sot, nhung hiém khi lam
giam than nhiét & ngudi binh thuong. Thude tac dong 1én ving dudi ddi gay ha nhiét, téa nhiét ting do gidn
mach va tang luu luong mau ngoai bién.

- Paracetamol, v6i liéu diéu tri, it tic dong dén hé tim mach va ho hap, khong lam thay doi can bang acid —
base, khong gay kich tng, xudc hodc chay mau da day nhu khi dung salicylat, vi paracetamol khong tac
dung trén cyclooxygenase toan than, chi tic dong dén cyclooxygenase/prostaglandin cta hé than kinh trung
wong. Paracetamol khong c6 tac dung trén tiéu cau hodc thoi gian chay mau.



- Khi dung qua liéu paracetamol mot chat chuyén hoa 1a N-acetyl-benzoquinonimin gy ddc nang cho gan.
Liéu binh thudng, paracetamol dung nap tot. Tuy vay, qué liéu cip tinh (trén 10 g) 1am thuong ton gan gy
chét nguoi.

* Dextromethorphan:

- Dextromethorphan hydrobromid 1a thudc giam ho ¢6 tac dung 1én trung tim ho ¢ hanh ndo. Cu triic hoa
hoc ¢6 lién quan dén morphin, dextromethorphan khong c6 tac dung giam dau va rét it tac dung an than.

- Dextromethorphan dugc dung giam ho nhét thoi do kich thich nhe & phé quan va hong nhu cam lanh hodc
hit phai cac chat kich thich. Hiéu qua nhit trong diéu tri ho man tinh, khong c6 dom. Pugc dung phdi hop
v6i nhidu chat khac trong diéu tri triéu ching duong ho hap trén. Khong cé tac dung long dom.

- Hi¢u lyc cua dextromethorphan g?m tuong duong véi hi€u luc cua codein. So véi codein,
dextromethorphan it gy tic dung phu ¢ dudng tiéu héa hon. Véi lidu diéu tri, tic dung chdng ho cua thude
kéo dai duoc 5 - 6 gio. Doc tinh thap, nhung véi lidu rat cao c6 thé gay trc ché hé than kinh trung wong.

* Loratadin:

- Loratadin 14 thudc khang histamin 3 vong c6 tac dung kéo dai dbi khang chon loc trén thy thé Hi ngoai
bién va khong c6 tac dung 1am diu trén than kinh trung wong. Loratadin thuoc nhom thudc d6i khang thu thé
H1 thé hé thir hai (khong an than).

- Loratadin c6 tic dung lam nhe b6t triéu chimg ciia viém miii va viém két mac di tng do giai phong
histamin. Loratadin con c6 tac dung chdng ngira va ndi may day lién quan dén histamin. Tuy nhién
Loratadin khong c6 tac dung bao vé hodc trg gitip 1am sang d6i v6i trudng hop giai phong histamin ning
nhu choang phan vé. Trong truong hop d6, diéu tri chu yéu I ding adrenalin va corticosteroid.

- Thudc khang histamin khong cé vai tro trong diéu tri hen.

- Nhimg thudc ddi khang Hi thé hé thir hai (khong an than) nhu: Terfenadin, astemizol, loratadin, khong
phan bd vao nio, khi dung thudc véi lidu thong thudng. Do d6, loratadin khong cé tic dung an than, nguoc
v6i tac dung phu an than cta cac thube khang histamin thé hé thtr nhét.

- Pé diéu tri viém mii di ing va may day, loratadin c¢6 tac dung nhanh hon astemizol va c6 tic dung nhu
azatadin, cetirizin, chlopheniramin, clemastin, terfenadin, va mequitazin. Loratadin c6 tan suat tic dung phu,
dic biét d6i voi hé than kinh trung wong, thip hon nhing thudc khang histamin thudc thé hé thtr hai khac.
Vi vay, loratadin dung ngay mot lan, tac dung nhanh, dac bi¢t khong co6 tac dung an than, 1a thudc lua chon
dau tién dé diéu tri viém mii di img va may day di tmg.

- Nhimng thudc khang histamin khong c6 tac dung chita nguyén nhan ma chi trg gitip 1am nhe bét trigu
ching. Bénh viém miii di tmg c6 thé 1a bénh man tinh va tai dién. Dé diéu tri thanh cong thuong phai ding
cac thudc khang histamin 1au dai va ngat quing, va str dung thém nhiing thudc khac nhu glucocorticoid
dung theo duong hit va dung kéo dai.

- C6 thé két hop loratadin v&i pseudoephedrin hydroclorid dé 1am nhe bét triéu ching ngat miii trong diéu
tr1 viém mtii di ing c6 kém ngat mii.

DUQC PONG HOQC:

* Paracetamol:

- Hép thu: Paracetamol dugc hép thu nhanh chéng va hau nhu hoan toan qua duong tiéu hoa. Thue an giau
carbon hydrat lam giam ty 1¢ hap thu cua paracetamol. Nong do dinh trong huyét twong dat trong vong 30
dén 60 phut sau khi udng voi lidu diéu tri.

- Phan bd: Paracetamol phan bd nhanh va dong déu trong phan 16n cac méd cua co thé. Khoang 25 %
paracetamol trong mau két hop véi  protein huyét twong,

- Thai trir: Thoi gian ban thai huyét trong ctia paracetamol 1a 1,25 — 3 gid, c6 thé kéo dai voi lidu gay doc
hodc & nguoi bénh ¢6 thuong ton gan.

Sau liéu diéu tri, c6 thé tim thiy 90 dén 100 % thudc trong nudc tiéu trong ngay thtr nhét, chu yéu sau khi
lién hop trong gan véi acid glucuronic (khoang 60 %), acid sulfuric (khoang 35 %) hoac cystein (khoang 3
%); cling phat hién thdy mot lugng nho nhiing chat chuyén hoa hydroxyl — hoa va khtr acetyl. Tré nho it kha
nang glucuro lién hop véi thude hon so véi nguoi 16n.



Paracetamol bi N-hydroxyl hoa boi cytochrom Paso dé tao nén N-acetyl-benzoquinonimin, mét chét trung
gian c6 tinh phan Gng cao. Chat chuyén hoa nay binh thuong phan Gng v6i cac nhom sulfhydryl trong
glutathion va nhu vdy bi khir hoat tinh. Tuy nhién, néu udng liéu cao paracetamol, chit chuyén hoa nay
duoc tao thanh véi lugng du dé 1am can kiét glutathion cua gan; trong tinh trang do, phan trng ctia n6 véi
nhém sulfhydryl cta protein gan ting 1én, c¢6 thé din dén hoai tir gan.

* Dextromethorphan:

Dextromethorphan hap thu nhanh qua duong tiéu héa va c6 tac dung trong vong 15 - 30 phut sau khi uéng,
keéo dai khoang 6 - 8 gio (12 gid voi dang giai phong cham). Thudc duoc chuyen héa & gan va bai tiét qua
nude tiéu dudi dang khong doi va cac chéat chuyén hoa demethyl, trong s6 d6 c6 dextrorphan ciing cé tac
dung gidm ho nhe.

* Loratadin:

- Loratadin hap thu nhanh sau khi udng. Néng do dinh trong huyét twong trung binh cua loratadin va chat
chuyén hoa c6 hoat tinh ciia n6 (descarboethoxyloratadin) twong tng 14 1,5 va 3,7 gio.

- 97 % loratadin lién két v&i protein huyét twong. Thoi gian ban thai cua loratadin 1a 17 gid va cia
descarboethoxyloratadin 1a 19 gid. Thoi gian ban thai cta thude bién doi nhiéu giita cac ca thé, khong bi anh
hudng boi uré mau, ting 1én & nguoi cao tudi va ngudi xo gan.

- D6 thanh thai cua thude 1a 57 — 142 ml/phut/kg va khong bi anh hudng boi uré méu nhung giam & nguoi
bénh xo gan. Thé tich phan b cua thude 1a 80 — 120 lit/kg.

- Loratadin chuyén héa nhiéu khi qua gan lan déu bdi hé enzym microsom cytochrom Paso; loratadin chu
yéu chuyén héa thanh descarboethoxyloratadin, 1 chit chuyén hoa c6 tac dung duoc 1y.

- Khoang 80 % tong liéu cta loratadin bai tiét ra nude tiéu va phan ngang nhau, duéi dang chat chuyén hoa,
trong vong 10 ngay.

- Sau khi udng loratadin, tic dung khang histamin ctia thudc xuat hién trong vong 1 — 4 gio, dat toi da sau 8
— 12 gio, va kéo dai hon 24 gio. Nong do cua loratadin va descarboethoxyloratadin dat trang thai on dinh &
phan 16n ngudi bénh vao khoang ngay thi nim dung thude.

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

HAN DUNG: 36 thang ké tir ngdy san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM



