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2. Nhén trung gian:
a). Nhan hop 2 vi x 10 vién nén dai bao phim.

GMP-WHO
2yl % 10 vilin nén dai bao phim

DotouxeEXTRA

Paracatamil ... i i 500 <
Phenylephrin hydrochlorid .. 10 mg | 7
Chilorpheniramin maleat ... 2mg |

Dotouxe EXTRA

( cONG TY cB PHAN XuKT NHAP KHEU Y TE DOMESCO |
SE 66 Quéc 10 30 - TP, Cao Linh - Ddng Thap
sonTeco  (Pat ching nhan 1S 9001 : 2008 & ISOAEC 17025) |

THANH PHAMN: M3 vién nén dai bao phim chifa; cHi BINH, CACH DING & LIEu DimG, CHONG CHl |
- Paracetamol 500mg  DINH, TUONG TAC THUDC, TAC DUNG PHY VA NHONG |
- Phenylephrin hydrochlorid ~10mg  BIEU CAN LU ¥: Xin doc trong 1 huting &n sif dung.
| - Chlorpheniramin maleat .... .2mg  BAD OUAM: Noi kh mét, duti 30°C, trinh dnh séng.
“TEI st via 8 BE XA TAM TAY CUA TRE EM
8O i TIE CHUAN AP DUNG: TCCS 20C K¥ HUGHG DAN SU DUNG TRUGC KHI DUNG
i3 GMP-WHO
g 2 blisters x 10 film-coated caplets
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o
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ParaeelaMol «.coc.cwiviis st
Phenylephrine hydrochloride ..
Chiorpheniraming maleate ... |
|
DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30 - Cao Lanh City - Dong Thap Provine |
. soZec  (Achieved IS0 5001: 2008 & ISOAEC 17025 certfication) |
COMPOSITION: Each film-coated caplet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Paracetamol ... _500mg  CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
- Phenylephrine hydrochioride .................. 10mg  AND OTHER PRECAUTIONS: Read the packago insert
| - Chlorpheniramine maleate ... STORAGE: Store in a cool, dry place, below 30°C, protect
[ 7. 1T SRR e 5ot from direct light.

| KEEP OUT OF REACH OF CHILDREN
| REGISTRATION NUMBER ... MANUFACTURER'S SPECIFICATION AEAD CAREFULLY THE INSTRUCTIONS BEFORE USE




TO HUGNG DAN SU DUNG THUOC

DOTOUX® Extra
THANH PHAN: Mdi vién nén dai bao phim chira
Chlorpheniramin maleat....... a2 Mg

- Té 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 dioxyd,
Quinolein yellow.

DANG BAO CHE: Vién nén dai bao phim.

QUY CACH PONG GOI:

- Hop 2 vi x 10 vién nén dai bao phim.

LIEU LUQGNG VA CACH DUNG: Dung uéng

Chi ding cho ngudi 16n: Ubng méi 14n 1 vién, ngay 2 — 3 lan.

Céc l4n ding thube nén céch nhau 4 — 6 gid.

CHONG CHi PINH:

- MAn cam véi mét trong céc thanh phén ctia thude hofic qua mén chéo v6i pseudoephedrin.

- Suy té bio gan, suy thén .

- Ngudri bénh nhidu 1an thiéu méu, bgnh nhén thiéu hyt glucose - 6 - phosphat dehydrogenase.

- Bénh tim néing, nhdi méau co tim, bénh mach vanh, tang huyét 4p nang, xo cimg dong mach nng, bloc nhi thét, nhip nhanh thit,
cudng gidp nang, glocom géc hep.

- Ngudi bénh ding thudc trc ché monoamin oxidase (MAO) trong vong 14 ngly, tinh dén thoi diém diéu tri bing chlorp
vi tinh chét chéng tiét acetylcholin cuia chlorpheniramin bj tang 1én béi céc cht irc ché MAO.

- Hen cép, nguy co & nuéc tidu do réi loan niéu dao — tién 1idt tuyén, phi dai tuyén tién ligt.

- Loét da day, tAc mdn vj — t4 trang.

- Tré em dudi 15 tudi.

THAN TRONG KHI SU DUNG:

- Theo dai chirc ning than trong trudmg hop diéu tri kéo dai hodc suy than.

- Bénh nhéin bénh gan do ruou hoic dang str dung chit irc ché thy thé beta-adrenergic.

- Bénh nhan cao tugi, ngudi bénh cudng gidp, nhip tim chdm, bloc tim mét phén, bénh co tim, xo cimg dong mach ning, d4i théo
dutmg typ 1.

- Cin lwu ¥ céc vin dong vién thé thao do thudc c6 thé cho két qua duomg tinh xét nghiém sir dyng chit kich thich.

PHU N’ CO THAI VA CHO CON BU:

Thén trong cho phy nit c6 thai va cho con bi, khi can sir dyng xin hoi ¥ kién Béc st

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Luru ¥ d6i véi ngudi 14i xe hodic vin hanh méy moc vé nguy co gdy budn ngi hoe gidm kha nang canh gisc khi sit dyng thudc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Cén: khuyén khong phdi hop (tang téc dung dju thén kinh do cén hay nuée gidi khat chira con).

- Atropin va céc cht c6 tic dong atropinique: cdn luu y phdi hop (phdi hop ting céc tic dung ngoai ¥ ciia nhém atropin tio bén,
khé miéng ...).

- Ding phéi hop véi cac thubc gay trdm cam hé thin kinh trung vong s 1am tang thc dung trdm cam.

- Han ché ty ding paracetamol khi dang ding thudc chéng co gidt hogc isoniazid do c6 thé 1am tang tinh doc hai gan ciia
paracetamol.

- Gl tang huyét dp qué mirc khi ding chung v6i bromocriptin, digitalis, alcaloid ném cya ga

dang tiém, thubc trc ché MAO, thude mé, thude ging thin kinh giao cam, thubc trg dé.

- Guanethidin, céc thube chéng trdm cim ba vong gdy ting tdc dung cao huyét dp cua phenylephrin, gay gian ddng tir nghiém trong
va kéo dai.

TAC DUNG KHONG MONG MUON:

* Lién quan dén paracetamol: i ‘

ft gap: Ban da, budn non, non, loan tao méu (gidm bach cdu trung tinh, gidm toan thé huyét cAu, giam bach ciu), thiéu mau. Bénh
thén, doc tinh than khi lam dung dai ngdy. Hiém gap: Phan (mg qué mén.

* Lién quan dén phenylephrin hydrochlorid: )

Thutmg gap: Kich dong thin kinh, bdn chdn, kh6 ngi, dau trude ngue, run rdy, dj cam dau chi, ting huyét 4p, nhot nhat, cam gidc
lanh da, kich img tai chd. ft giip: Tang huyét &p kém phi phdi, logn nhip tim, nhip tim cham, co mach ngogi vi va ndi tang 1am giam
tudi méu cho céc co quan ndy, suy hd hdp, con hung phin, do gidc, da bi hoai tir hodic tréc vdy, md gidc mac. Hiém gip: Viém co
tim thanh &, xuft huyét du6i mang ngodi tim.

* Lién quan chlorpheniramin maleat: .

Thuong gp: Ngi ga, an thin, kho mi¢ng. Hiém gép: Chéng mét, budn ndn. _

Thong béo cho Béc s nhimg tac dung khong mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi:

= Qud liéu:

- Paracetamol: Hoai tir gan phy thude lidu 14 tic dung dc cdp tinh nghiém trong nhéit do qud liéu va c6 thé gdy tir vong. Céc tri¢u
chimg qué liéu gbm budn nén, non, dau bung thudng xay ra trong vong 2 — 3 gidr sau khi ubng liéu doe cia thube. Methemoglobin —
méu, din dén chimg xanh tim da, niém mac va mong tay 1a mdt ddu hiéu dac trung nhiém dc cép tinh dn chit p —aminophenol.

- Phenylephrin hydrochlorid: Trigu ching qué lidu 12 ting huyét dp, nhirc déu, con co gidt, xuét huyét ndio, danh tréng ngyc, ngoai
tém thu, dj cam, Nhjp tim chim thudmg xay ra som. A : . ;

- Chlorpheniramin: Lidu gdy chét cua chlorpheniramin khoéng 25 — 50 mg/kg thé trong. Nhimg déu hiéu qué liéu bao gbm an than,
kich thich nghich thuong hé thin kinh trung wong, loan tAm thin, con dong kinh, ngimg thd, co gidt, tic dung chéng tiét
acetylcholin, phin (mg loan truong lye va tryy tim mach, loan nhip.

u Xirtri:

- Giai ddc paracetamol biing N-acetylcystein dudmg tiém tinh mach hodc duémg ubng trong thoi gian du6i 10 git sau khi uong

CHI PINH: _ A~
Pidu tri cdc triéu chimg cam: sbt, dau dAu, chay nuée miii, hat hoi. PJ /

Tn)




paracetamol. C6 thé ding methionin, than hoat hoic thudc tiy mudi, vi lam giam hap thu paracetamol.

- Khic phuc tang huyét 4p cua phenylephrin bing cdch dung thudc chen a-adrenergic nhu phentolamin 5 — 10 mg, tiém tinh mach,
néu cén ¢6 thé 13p lai. Tham tach mau thudmg khong 6 ich.

- Pidu trj co giat do qué litu chlorpheniramin bing tiém tinh mach diazepam hogc phenytoin. 1/\—

- Chn cha ¥ diu tri triéu chimg va hd trg chirc niing séng, cham séc y té. /LL /

PUQC LUC HOC: /

Paracetamol:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 1a chit chuyén hoa c6 hoat tinh cta phenacetin, 13 thubc gim dau — ha
sét hiru hiéu. Paracetamol lam giam than nhit & ngudi bénh sét, nhung hiém khi 1am giam than nhiét & ngudi binh thutmg. Thude
tac dong lén viing dudi dbi gay ha nhiét, toa nhiét tang do gian mach va tang luu lugng méu ngogi bién.

- Paracetamol, véi lidu didu tri, it tdc dong dén hé tim mach va hd hip, khong lam thay dbi can béng acid — base, khong gay kich
{mg, xude hoic chiy mau da day nhu khi dung salicylat, vi paracetamol khéng tic dung trén cyclooxygenase toan thén, chi tic dong
dén cyclooxygenase/prostaglandin ciia hé thn kinh trung wong. Paracetamol khéng c6 tic dyng trén tiéu chu hozic thov gian chay
méu.

- Khi dung qué lidu paracetamol mét chét chuyén héa 12 N-acetyl-benzoquinonimin gy doc nang cho gan. Liéu binh thuéng,
paracetamol dung nap tét. Tuy vdy, qué liéu cép tinh (trén 10g) 1am thuong ton gan gy chg; ngudi.

Phenylephrin hydrochlorid: 13 mot chét cudng giao cam va hoat dong chi yéu 12 a-adrenergic va khong c6 tic dong déng ké kich
thich thin kinh trung wong & lidu thong thudng. Co ché téc dung a-adrenergic cia phenylephrin 12 do trc ché sy san xult AMP vong
(cAMP: cyclic adenosin - 3°, 5’-monophosphat) do ¢ ché enzym adenyl cyclase. Phenylephrin dugc sir dung 1am giam cac tri¢u
chimg kh6 chju & mili do cam lgnh, cim, dj tmg bing céch lam co mach chéng sung huyét & mai

Chlorpheniramin maleat:

- Chlorpheniramin 12 mdt khéng histamin c6 rt it tac dung an thin. Nhu hdu hét cac khéng histamin khéc, chlorpheniramin ciing c6
téc dung phy chéng tiét acetylcholin, nhung téc dung nay khac nhau nhiéu gitta céc c4 thé.

- T4c dyng khéng histamin cua chlorpheniramin canh tranh céc thy thé H, cua cdc té bao tac dong,

DUGC PONG HOQC:

Paracetamol: )

- Hdp thu; Paracetamol dugc hap thu nhanh chéng va hau nhu hoan toan qua dudmg tiéu héa. Thirc &n gidu carbon hydrat 1am gidm
ty 1& hép thu cda paracetamol. Ngng d6 dinh trong huyét twong dat trong vong 30 dgm 60 phut sau khi udng véi lidu diéu trj.

~ Phén bé: Paracetamol phén bé nhanh va ddng déu trong phin 16n céc mé cuia co thé. Khoang 25% paracetamol trong méu két hop
vii protein huyét twong.

- Thdi trir : Nita doi huyét twong cia paracetamol 12 1,25 — 3 gid, c6 thé kéo dai voi lidu gy doe hoge & ngudi bénh c6 thuong tbn

gan.

Sau lidu didu tri, 6 thé tim théy 90 dén 100% thudc trong nude tidu trong ngay thir nhét, chi yéu sau khi lién hgp trong gan v6i
acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hogc cystein (khodng 3%); ciing phét hign thdy mét lwgng nhé nhimg
chét chuyén héa hydroxyl — hoa va khir acetyl. Tré nho ft kha nang glucuro lién hgp véi thubc hon so véi ngudi lm.

Paracetamol bj N-hydroxyl héa boi cytochrom Paso dé tao nén N-acetyl-benzoquinonimin, mdt chét trung gian c6 tinh phan img
cao. Chéit chuyén héa nay binh thuémg phan img voi cac nhom sulfhydryl trong glutathion va nhu viy bi khir hoat tinh. Tuy nhién,

trang d6, phan {mg ctia n6 véi nhém sulfhydryl ciia protein gan tang 1én, c6 thé dan dén hoai tir gan.

Phenylephrin hydrochlorid: Hip thu rét bit thudmg qua dudmg tiéu héa do bj chuyén hoa ngay trén dudng tiéu hoa. Sau khi ubng
thc dung chéng sung huyét mili xuét hién trong vong 15 —20 phut va kéo dai 2 — 4 gid. Phenylephrin trong tuéin hoan c6 thé phan bd
vao cic mo, nhung con chua bidt thubc c6 phén bé duge vao siva mg khéng. ‘

- Phenylephrin bj chuyén héa & gan va rudt nhir enzym monoaminoxidase (MAO). Chua xéc dinh duoc cde chét chuyén héa va toc
@0 thai trir ctia phenylephrin.

Chlorpheniramin maleat:

- Chlorpheniramin maleat hdp thu tbt khi ubng va xuét hién trong huyét tong trong vong 30 — 60 phit. Néng d¢ dinh trong huyét
twong dat dugc trong khoang 2,5 — 6 gidy sau khi uéng. Kha dung sinh hoc thap 25 — 50%. Khoang 70% thude trong tudn hoan lién
két véi protein. Thé tich phan b6 khoang 3,5 lit/kg (ngudi lén) va 7 — 10 livkg (tré em).

- Chlorpheniramin maleat chuyén hoa nhanh va nhiéu. Céc chit chuyén héa gbm c6 desmethyl — disdesmethyl — chlorpheniramin va
mét sé chét chua durge xéc dinh, trong d6 mt s6 chét c6 hoat tinh. Néng d9 chlorpheniramin trong huyét thanh khong tuong quan
diing véi tac dyng khang histamin vi con mot chéit chuyén hoa chua xéc dinh cling ¢6 téc dung.

nuéce tidu. Chi mot lugng nhd duge trong phén. Thoi gian ban thai 1a 12 - 15 gitr v & ngudi suy thén man kéo dai t6i 280 — 330 gio.
BAO QUAN: Noi khé mét, dudi 30°C, tranh 4nh séng.
HAN DUNG: 24 thang ké tir ngay san xuét.

C KY HUONG n%m SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
PE XA TAM TAY TRE EM
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néu ubng lidu cao paracetamol, chit chuyén héa nay dugc tgo thanh véi lugng di dé 1am can kiét glutathion ctia gan; trong tinh |

- Thubc duge bai tiét chi yéu qua nuéc tiéu dusi dang khong ddi hogc chit chuyén hoa, su bai tiét phu thudc vao pH va hru luong |

NHA SAN XUAT VA PHAN PHOL:
&t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 - Quéc 16 30 — Phudng M§ Phii — TP Cao Lanh — Dong Thép
Dién thogi: (067) -3851950
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