RX THUOC BAN THEO BPON

DOtOUX®EXTRA

THANH PHAN: MJi vién nén bao phim chira

- Paracetamol ...............cvieiii s, 500 Mg
- Phenylephrin hydrochlorid ........c..coccoiininiinine . 10 mg
- Chlorpheniramin maleat ...........cccccvvevceeneiieiie. 2 Mg

- Ta dugc: Avicel, Starch 1500, Povidon, Croscarmellose sodium, Natri lauryl sulfat, Magnesi stearat,
Colloidal silicon dioxid, Hydroxypropylmethyl cellulose 15 cP, Hydroxypropylmethyl cellulose 6 cP,
Polyethylen glycol 6000, Talc, Titan dioxid, Quinolin yellow.

DANG BAO CHE: Vién nén bao phim, ding uéng.

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

CHI BINH: Diéu tri c4c triéu ching cam: Sét, dau dau, chay nudc miii, hit hoi.

LIEU LUQGNG VA CACH DUNG: Diing uéng

Chi ding cho ngudi Ién: Udng mdi lan 1 vién, ngay 2 — 3 lan.

Cac lan dung thuéc nén cach nhau 4 — 6 gio.

CHONG CHI PINH:

- Man cam véi mot trong cac thanh phan cua thude hodc qua man chéo véi pseudoephedrin.

- Suy té bao gan, suy than.

- Ngudi bénh nhiéu 1an thiéu méu, bénh nhan thiéu hut glucose - 6 - phosphat dehydrogenase.

- Bénh tim nang, nhdi méau co tim, bénh mach vanh, ting huyét 4p ning, xo cting dong mach nang, bloc
nhi that, nhip nhanh thit, cuong giap ning, glocom goc hep.

- Ngudi bénh dung thude e ché monoamin oxidase (MAO) trong vong 14 ngay, tinh dén thoi diém diéu
tri bang chlorpheniramin vi tinh chat chdng tiét acetylcholin cua chlorpheniramin bi ting 1én boi cac chat
rc ché MAO.

- Hen cip, nguy co & nudc tiéu do rdi loan niéu dao — tién liét tuyén, phi dai tuyén tién liét.
- Loét da day, tic mdn vi — ta trang.
- Tré em dudi 15 tudi.

THAN TRONG KHI SU DUNG:



- Theo d&i churc ning than trong truong hop diéu tri kéo dai hoic suy than.
- Bénh nhén bénh gan do rugu hoic dang st dung chét e ché thy thé beta-adrenergic.

- Bénh nhan cao tudi, ngudi bénh cuong giép, nhip tim cham, bloc tim mat phan, bénh co tim, xo ctng
dong mach nang, dai thao duong typ 1.

- Can luu y cac van dong vién thé thao do thudc cd thé cho két qua duong tinh xét nghiém sir dung chat
kich thich.

- Than trong ddi véi hoat chat paracetamol: Bac si can canh bao bénh nhan vé céc dau hiéu caa phan tng
trén da nghiém trong nhu hoi chirng Steven-Jonhson (SJS), hoi ching hoai tir da nhiém doc (TEN) hay
hoi chang Lyell, hoi ching ngoai ban mun mi toan than cap tinh (AGEP).

PHU NU cO THAI VA CHO CON BU:
Than trong cho phu nit ¢6 thai va cho con bu, khi can sir dung xin hoi y kién béc si

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Luu y dbi v6i nguoi lai xe
hodc van hanh may méc vé nguy co gay budn ngu hoic giam kha nang canh giac khi str dung thudc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Con: Khuyén khong phéi hop (ting tac dung diu than kinh do cn hay nuéc giai khat chira con).

- Atropin va c4c chit co tac dong atropinic: Can luu y phdi hop (phéi hop ting cac tac dung ngoai y cua
nhom atropin tao bon, khdé miéng ...).

- Dung phéi hop vai cac thubc gay tram cam hé than kinh trung wong sé lam ting tac dung tram cam.

- Han ché ty dung paracetamol khi dang dung thudc chng co giat hodc isoniazid do c6 thé 1am ting tinh
déc hai gan caa paracetamol.

- Gay tang huyét 4p qua muc khi dung chung véi bromocriptin, digitalis, alcaloid nam cua ga dang tiém,
thudc tc ché MAO, thudc mé, thudc giéng than kinh giao cam, thuéc tro deé.

- Guanethidin, cac thudc chng tram cam ba vong gay ting tac dung cao huyét ap cua phenylephrin, gay
gidn dong tir nghiém trong va kéo dai.

TAC DUNG KHONG MONG MUON:
* Lién quan dén paracetamol:

it gap: Ban da, budn nén, ndn, loan tao mau (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. Hiém gap: Phan (g qua man.

* Lién quan dén phenylephrin hydrochlorid:

Thuong gap: Kich dong than kinh, bon chén, khé ngu, dau truéc nguc, run ry, di cam dau chi, ting huyét
ap, nhot nhat, cam giac lanh da, kich tng tai chd. it gap: Tang huyét 4p kém phd phéi, loan nhip tim, nhip



tim cham, co mach ngoai vi va noi tang 1am giam twdi mau cho cac co quan nay, suy ho hap, con hung
phén, a0 gi4c, da bi hoai tir hoic tréc vay, mo giac mac. Hiém gip: Viém co tim thanh 6, xuat huyét dudi
mang ngoai tim.

* Lién quan chlorpheniramin maleat:

Thuong gap: Ngu ga, an than, kho miéng.

Hiém gap: Chéng mat, budn ndn.

Thong bao cho bac si nhitng tac dung khdng mong mudn gap phai khi st dung thudce.
QUA LIEU VA CACH XU TRI:

* Qua liéu:

- Paracetamol: Hoai tir gan phu thudc lidu 1a tac dung doc cap tinh nghiém trong nhat do qué liéu va cé
thé gay tir vong. Céc tridu ching qué liéu gom budn ndn, nén, dau bung thuong xay ra trong vong 2 — 3
gio sau khi udng liéu doc cua thude. Methemoglobin — mau, dan dén chang xanh tim da, niém mac va
mong tay 1a mot dau hiéu dic trung nhiém doc cap tinh dan chat p —aminophenol.

- Phenylephrin hydrochlorid: Triéu ching qué liéu 1a ting huyét ap, nhtrc du, con co giat, xut huyét néo,
danh trbng nguc, ngoai tam thu, di cam. Nhip tim cham thuong xay ra som.

- Chlorpheniramin: Liéu gay chét cua chlorpheniramin khoang 25 — 50 mg/kg thé trong. Nhiing dau hiéu
qua liéu bao gom an than, kich thich nghich thuong hé than kinh trung wong, loan tam than, con dong
kinh, ngirng thé, co giat, tc dung chéng tiét acetylcholin, phan tng loan truong luc va truy tim mach,
loan nhip.

* Xu tri:

- Giai doc paracetamol biang N-acetylcystein dudng tiém tinh mach hoic dudng udng trong thoi gian dudi
10 gio sau khi ubng paracetamol. C6 thé duing methionin, than hoat hozc thudc tay mudi, vi 1am giam hap
thu paracetamol.

- Khic phuc tang huyét ap cua phenylephrin bang cach dung thudc chen alpha-adrenergic nhu
phentolamin 5 - 10 mg, tiém tinh mach, néu can c6 thé Iap lai. Tham tach mau thuong khéng c6 ich.

- Piéu tri co giat do qué liéu chlorpheniramin bang tiém tinh mach diazepam hoic phenytoin.
- Can cha y diéu tri triéu ching va hd trg chire niang séng, cham soc y té.

DUQOC LUC HOC:

Paracetamol:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) Ia chat chuyén héa c6 hoat tinh cua
phenacetin, & thubc giam dau — ha sét hiru hiéu. Paracetamol 1am giam than nhiét & nguoi bénh sét,



nhung hiém khi 1am giam than nhiét & ngudi binh thuong. Thude tic dong 1én ving dudi ddi gay ha nhiét,
toa nhiét tang do gian mach va tang luu lugng mau ngoai bién.

- Paracetamol, véi liéu diéu tri, it tic dong dén hé tim mach va hd hap, khong lam thay dbi can bang acid
— base, khdng gay kich ung, xudc hoac chay mau da day nhu khi dung salicylat, vi paracetamol khong tac
dung trén cyclooxygenase toan than, chi tic dong dén cyclooxygenase/prostaglandin cua hé than kinh
trung wong. Paracetamol khong c6 tac dung trén tiéu cau hoic thoi gian chay mau.

- Khi dung qué liéu paracetamol mét chat chuyén hoa la N-acetyl-benzoquinonimin gay doc nang cho
gan. Liéu binh thuong, paracetamol dung nap tt. Tuy vay, qua liéu cip tinh (trén 10g) lam thuong ton gan
gay chét nguoi.

Phenylephrin hydrochlorid: 13 mot chat cuong giao cam va hoat dong chu yéu 1 alpha-adrenergic va
khong c6 tac dong dang ké kich thich than kinh trung wong & liéu théng thudng. Co ché tac dung alpha-
adrenergic cua phenylephrin la do tc ché sy san xuat AMP vong (CAMP: cyclic adenosin - 3', 5'-
monophosphat) do tc ché enzym adenyl cyclase. Phenylephrin dugc st dung lam giam cac triéu ching
kh6 chiu ¢ miii do cam lanh, cim, di &ng bang cach 1am co mach chéng sung huyét ¢ miii.

Chlorpheniramin maleat:

- Chlorpheniramin 1a mot khang histamin c6 rét it tac dung an than. Nhu hau hét céc khang histamin khéc,
chlorpheniramin ciing c6 tac dung phu chdng tiét acetylcholin, nhung tac dung nay khéc nhau nhiéu giira
céc cé thé.

- Tac dung khéang histamin cua chlorpheniramin canh tranh céc thyu thé H1 cua céc té bao tac dong.
DUGC bONG HOC:
Paracetamol:

- Hép thu: Paracetamol duoc hip thu nhanh chéng va hau nhu hoan toan qua duong tiéu hoa. Thirc dn
giau carbon hydrat 1am giam ty 1& hap thu caa paracetamol. Nong d6 dinh trong huyét tuong dat trong
vong 30 dén 60 phat sau khi ubng vai liéu diéu tri.

- Phan bé: Paracetamol phan bb nhanh va ddng déu trong phan Ién cac mé cua co thé. Khoang 25%
paracetamol trong méu két hop véi protein huyét twong.

- Thai trir : Nira doi huyét twong ctia paracetamol 1a 1,25 — 3 gio, ¢6 thé kéo dai vai liéu gay doc hoic &
ngudi bénh c6 thuong ton gan.

Sau liéu diéu tri, cd thé tim thay 90 dén 100% thudc trong nudc tiéu trong ngay thir nhat, cha yéu sau khi
lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hoac cystein (khoang
3%); ciing phat hién thdy mot lwong nho nhirng chat chuyén héa hydroxyl — hda va khir acetyl. Tré nho it
kha nang glucuro lién hop voi thudc hon so véi nguoi lon.

Paracetamol bi N-hydroxyl héa béi cytochrom P450 dé tao nén N-acetyl-benzoquinonimin, mot chét
trung gian c6 tinh phan tng cao. Chéat chuyén héa nay binh thuong phan &ng véi cac nhém sulfhydryl
trong glutathion va nhu vay bi khir hoat tinh. Tuy nhién, néu uéng lidu cao paracetamol, chit chuyén hoa



nay dwoc tao thanh voi lugng du dé 1am can kiét glutathion cua gan; trong tinh trang d6, phan tng caa né
v6i nhém sulfhydryl cia protein gan ting 1én, c6 thé dan dén hoai tir gan.

Phenylephrin hydrochlorid: Hap thu rat bat thuong qua dudng tiéu hda do bi chuyén hoa ngay trén duong
tiéu hoa. Sau khi uéng tac dung chng sung huyét miii xuét hién trong vong 15 — 20 phut va kéo dai 2 — 4
gio. Phenylephrin trong tuan hoan cé thé phan b vao cac mo, nhung con chua biét thudc c6 phan bd
dugc vao sira me khong.

- Phenylephrin bi chuyén hda ¢ gan va rut nho enzym monoaminoxidase (MAO). Chua xéc dinh duoc
c4c chat chuyén hoa va tée do thai trir ciia phenylephrin.

Chlorpheniramin maleat:

- Chlorpheniramin maleat hap thu tét khi uéng va xuat hién trong huyét tuong trong vong 30 — 60 phit.
Nong do dinh trong huyét tuong dat dugc trong khoang 2,5 — 6 gid sau khi udng. Kha dung sinh hoc thap
25 — 50%. Khoang 70% thudc trong tuan hoan lién két véi protein. Thé tich phan b khoang 3,5 lit/kg
(nguoi lon) va 7 — 10 lit/kg (tré em).

- Chlorpheniramin maleat chuyén hoa nhanh va nhiéu. Céc chét chuyén hoa gém cé desmethyl —
disdesmethyl — chlorpheniramin va mot s chat chwa duge xac dinh, trong d6 mét sb chat ¢é hoat tinh.
Nong do chlorpheniramin trong huyét thanh khong twong quan ding véi tac dung khang histamin vi con
mot chat chuyén hoa chua xac dinh ciing c6 tac dung.

- Thude duoc bai tiét chii yéu qua nudc tiéu dudi dang khong d6i hoic chat chuyén héa, sy bai tiét phu
thudc vao pH va luu luong nudc tiéu. Chi mét luong nho duoc tim thiy trong phan. Thoi gian ban thai 1a
12 — 15 gio va ¢ nguoi suy than man kéo dai tai 280 — 330 gio.

BAO QUAN: Noi kho, nhiét do dudi 30 °C, tranh anh sang.
HAN DUNG: 24 thang ké tir ngay san xuat.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

PE XA TAM TAY TRE EM



