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1.2 - Nhan chai:
THANH PHAN: Paracetamal 500mg .
Bhenylephnn hydroclorid 10mg GMP-WHO hai 100 4iAn.nén b Shdm miu héhg
Clarpheniramin maleat 2mg
T4 duge visa di 1vign |
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CACH DUNG - LIEU LUGNG: - Paracetamol 500mg
Xin doc trong td hudng dan sl dung - Phenylephrin hydrocierid T0mg
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THANH PHAM: | Boxof 1 botile x 108 pink fllm-coated caplets

Faracatamol S(0mg | |
Fhenylephrin hydroclond 1 0mg | TI pT U le N |
Clorphaniiwmin makeal 2myg |

Té dugc vua i 1 vier GMP-WHO

cHi BINH, CHENG CHI BIMH, THAN TAONG,
TUGNG TAC THUOC, TAC DUNG KHONG MONG
MUGHN, GUA LIEU VA XU TRI, CAC BAC TINH DUGC
LUC HOC, DUJEC BONG HOC, CACH DUNG - LIEU
LUGNG: Kin doc frang te huidng din sd dung,

BAD QUAN:

BE nal khd, rdnh dnh sdng, nhigt db cusi 30°C TI P T U SX' N
COMPOSITION:
Faracetamal S00my |
- Paracetamol 500mg Phanylephrina hydrocloride tGng - Paracelamol 500mg
: L 5 Clorpheniraming maleals 2mg : P | P K BN LEAN SO NN TRUYIC KA I N
- Phenylephrin hydroclorid 10mg Excipicnts 5q for jiirh coted cantel ! - Phenylephrine hydrocloride  10mg " AN T ’
- Clorpheniramin maleat 2mg INDICATIONS, CONTHAINDICATIONS - Clorpheniramine maleata 2mg BT LR B CAREPELEY BEVORY TSING
PRECAUTIONS, INTERACTIONS, UNDESIRABLE | KEEP DL 0 THY REAUN 0 CHILITREN

EFFECTS, OVERDOSE AND THE TREATMENT |
PHARMACODYNAMIC PROFPERTIES
PHARMACOKINETIC PROPERTIES, USAGE AND
NOSAGE:
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STORAGE: Store n a dry place, protect from light, SDK ws,a |
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3- TOA HUGNG DAN DUNG THUOC
TIPTUSXIN ‘
Vién nén bao phim mau hong
1/- Thanh phin: Céng thic cho 1 vién:

Paracetamol 500 mg
Phenylephrin hydroclorid 10 mg
Clorpheniramin malcat 2 mg

Té dugc: Avicel 101, Hydroxypropyl methyl cellulose 60HD®6, Natri
starch glycolat, Lactose, Tinh bdt mi, Eudragit Eiq, Bot Talc,
Magnesi stearat, Macrogol 6000, Titan dioxyd, Mau xanh dau,
Mau Erythrosin vira du 1 vién.
2/- Chi dinh:
bieu tri tri¢u chung trong céc truémg hcrp cam sot, dau dau, viém mii di tng, viém mang
nhay xuét tiét do ctim, viém xoang va céc rdi loan cta duong ho hap trén.
3/- Chon_g_c_ly dinh:
- Man cam voéi céc thanh phan ctia thude hozic min cam chéo véi pscudoephedrin,
- Khéng ding thube cung v6i cac thude e ché MAO hodc da ngimg sir dung thube tre ché
MAQO chua qua 14 ngay va phu nit ¢6 thai trong 3 thang dau
- Nguoi bénh dang con hen cap, glocom, phi dai tuyén tién liét, cuomg giap nang.
Ngu®i cho con b, tré so sinh, tré d¢ thiéu thang.
Ngudi bénh thiéu hut glucose — 6 — phosphat dehydrogenase.
- Bénh tim mach ning, nhéi mau co tim, bénh mach vanh, tang huyét dp ning, bloc nhi
thét, xo cimg ddng mach niing, nhip nhanh thét.
- Khong diing cho tré em < 12 tudi.
4/- Than trong va canh bdo dic biét khi sir dung thude:
- Giam tiéu cdu, giam bach cau va giam toan thé huyét ciu c6 thé xay ra khi dung liéu cao
va kéo dai.
- bong nhiéu ruou ¢ thé gdy tang ddc tinh ddi vai gan cla paracetamol va tang tac dung
an than cua clorpheniramin.
- Thén trong khi ding cho ngudi thiéu méu, ngudi bi suy giam chirc nang gan hoc thén,
ngudi cao tudi, ngudi bénh cudng gidp, glocdm, nhip tim chim. bldc tim mét phin, bénh
co tim, xo cimg dong mach ning, dai thao dudng typ 1.
- Than trong khi ¢6 bénh phoi man tinh, thé ngin hodc khé thé.
- Thén 1rong cho phu nir ¢6 thai.
- Bdc s can canh bdo bénh nhan vé cic ddu hiéu coa phan (mg trén da nghi¢m trong nhu
héi chimg Steven-Jonhson (SJS), hoi chimg hoai tir da nhiém dgc (TEN) hay héi chimg
Lyell, hoi chlmg ngogi ban myun mu todn than cip tinh (AGEP).
5/- Twong tic thubc:
- Khong ding ddng thoi voi ruou va nhing thudc an than tac dong 1én than kinh trung
uong.
- Cin phai chu y dn kha ning gdy ha sét nghiém trong & ngudi bénh dung ddng thoi
phennthl&?m va liéu phap ha nhiét.
- Cac thubc e ché monoamin oxydase lam kéo dai va ting tac dung chéng tiét
acetylcholin cua thudce khdng histamin.
- Khong diing chung véi céc thude chong co gidt (phenytoin, barbiturat, carbamazepin) vi
lam tang tinh ddc hai trén gan ca thude.
- Khéng dung phdi hop véi epinephrin hodc thude cuong giao cam khdc, vi nhip tim
nhanh va loan nhip tim c6 thé xay ra.
- ITong dai ngay lidu cao paracetamol 1am ting nhe¢ tédc dung chéng déng cua cac thude
Lhong dong (nhu coumarin, dan chét indandion).
- Ubng rugu qud nhidu va dai ngay co thé lam taing nguy co doc tinh trén gan cua
paracetamol.

6/- Sur dgng cho phu nir ¢é thai va cho con bii:
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7/-
 8/-

day,
mot

| 9/-

10/-

11/-

| giam toan thé huyét cau.

- Thén trong cho phu nit ¢6 thai. ]
- Chéng chi dinh ngudi cho con bu, tré so sinh, tré dé thiéu thang.

- Dung thube cho phu nir ¢4 thai giai doan muén hodc lic chuyén da, 1am thai dé bi thiéu
OXy mdu va nh1p tim chdm, la do tir cung ting co bép va giam luu hrong méu téi tir cung.
Tiac dong ciia thude khi l4i xe va van hanh may moc:

Thube ¢6 thé gdy budn ngu khong nén dung cho ngudi vin hanh may mac, tau xe.

Téc dung khéng mong muén:

Ban da va nhiing phan (g di ing khic thinh thoang xdy ra. Thuong 1a ban do hodc may |
nhung dor khi nang hon va ¢6 thé kém theo sét do thude va thuong tén niém mac. Trong
s0 it truong hop riéng 1€, paracetamol da gdy giam bach cdu trung tinh, giam tiéu cau va

-  Thuong gip: ngu ga, an than, khé miéng, ngudi yéu mét, dau trude nguc, run ray, di cam
dau chi.

= It gép ban da, buén non, nén, loan tao méau (giam bach ciu trung tinh, giam toan thé
huyet cau, giam bach cau), thiéu méu. Bénh than, ddc tinh thén khi lam dung dai ngay.

- Hiém gap: chéng mat, budn non. Phan {rng qud man.

Théng bio cho bac s§ nhimg tac dung khong mong mudn gip phai khi sit dung thude.

Caich dung va lleu lwong:

- Ngudi 16n: udng 1 -2 vién/lan, ngay 3 -4 lan.

- Khong ding cho tré em < 12 tudi.

- Liéu ding toi da dbi véi paracetamol la 4g/ngay.

Qui liéu va xir tri:

Paracetamol:

- Trigu ching: Nhiém doc paracetamol c6 thé do dung mdt litu ddc duy nhéit, hodc do
uong lip lai licu lén paracctamol (7,5 — 10g mdi ngay, trong 1 — 2 ngay), hoac do udng
thuoc dai ngay. Budn nén, nén va dau bung thuo‘ng xdy ra trong vong 2 — 3 gio sau khi
unng lidu ddc cia thude. Methemoglobin — méu, dan dén chimg xanh tim da, niém mac va
mong tay 14 mot ddu hiéu diic trung nhiém doc cap tinh dan chét p — aminophenol. Khi bi
ngd doc nang, ban d4u cd thé kich thich hé than kinh trung wong, kich déng va mé sang.
Tiép theo c6 thé 1a e ché he than kinh trung uong; sung so, ha than nhi¢t; mét la; tho
nhanh, ndng; mach nhanh, yéu, khong déu; huyét ap thip va suy tuin hoan.

- X tri: Biéu tr: hd trg tich cuc. Can rira da day trong moi trudong hop, t6t nhat trong vong
4 giy sau khi ubng. Liéu phap giai doc chinh 1a dung nhitng hop chit sulfhydryl, c6 I8 tac
dong mot phan do bd sung dur trit glutathion ¢ gan. N — acetylcystein ¢6 tac dung khi udng
hogc tiém tinh mach. Ngoai ra c6 thé dung than hoat va/hoiic thude tay mudi, ching ¢ kha
ning lam giam hip thu paracetamol, ¢é thé ding methionin néu khéng c¢6 N —
Acetylcystein.

Clorpheniramin:

- Liéu gay chct cua clorpheniramin khoang 25 — 50mgrkg thé trong. Nhiing triéu chimg va
dau hiéu qué liéu bao gdm an thin, kich thich nghich thudng h¢ TKTW, loan tim than, con
dong kinh, ngimg thd, co gidt, tac dung chdng tiét acetylcholin, phan img loan truong luc
va truy tim mach, loan nhip.

- Diéu trj triéu chimg va hd tro chirc nang séng, can chu y dic biét dén chire nang gan,
than, hd hép, tim va can bing nude, dién giai.

Phenvlephrin:

- Triéu ching: Dung qua lidu phenylephrm Jam tang huyét ap, nhirc dau, con co gidt, xudt
huyét nio, danh trong ngue, ngoai tam thu, di cam. Nhip tim cham thuong xdy ra som.

- Xur tri: Tang huyét &p c6 thé khic phuc bé.ng cach dung thude chen a — adrenergic nhur
phentolamin 5 — 10 mg, tiém tinh mach; néu can, c6 thé lap lai. Thim tach mau thuong
khéng cé ich. Can chii y diéu tri tridu chimg va hd tro chung, chiam séc v té.

Cic dic tinh dwoe lue hoe:

Paracetamol:

- Paracetamol (acetaminophen hay N — acetyl — p — aninophenol) 14 chit chuyén héa cé
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12/-

hoat tinh cua phenacetin, la thude giam dau — ha s6t hiru hiéu co thé thay thé aspirin nhung
khong ¢6 hiéu qua diéu tri viém.

- Paracetamol lam giam than nhiét & nguoi bénh sét, nhung hiém khi lam giam thin nhiét
& nguoi binh thudng.

- Thudce tac déng lén ving dudi doi gy ha nhiét, téa nhiét ting do giin mach va ting luu
lugng méu ngoai bién.

- O liéu diéu tri, it tac dong dén hé tim mach va hd hap khong lam thay d6i can bang acid
- base, khong gdy kich img, xu6c hodc chay mau da day vi thude khong tac dung trén
cyclooxygenase/prostaglandin cia hé than kinh trung vong.

Clorpheniramin:

- Clorpheniramin 1a thudc khang histamin, ¢6 rét it tac dung an than Nhu hiu hét cic
khang histamin khéc, clorpheniramin ciing ¢6 tac dung phu chong tiét acetylcholin, nhung
tdc dung nay khac nhiéu giira céc cé the.

- Téc dung khéng histamin clia clorpheniramin thong qua phong bé canh tranh céc thy thé
H, ctia cac té bao tac dong.

Phenylephrin:

- Phenylephnn hydroclorid 1a mot thude tac dung gmng than kinh giao cam a; (¢ —
adrenergic) ¢6 tac dung truc tiép 1én cac thu Ihe o) — adrenergic lam co mach mau va lam
ting huyét ap. Tac dung lam tang huyét 4p yéu hon norepinephrin, nhung thoi glan tac
dung dai hon. Phenyltphrm hydroclorid gdy nhip tim chdm do phan xa, lam giam thé tich
méu trong tudn hoan, giam luu lugng méu qua thén, ciing nhu giam mau vao nhiéu mo va
€O quan cua co thé.

- O liéu didu tri, phenylephrin thuc té khong ¢ tac dung kich thich trén thu thé B -
adrenergic cua tim (thu thé B, — adrenergic); nhung & lidu 16n, c6 kich thich thu thé p —
adrn,nexgzc Phenylephrin khong kich thich thu thé P — adrenergic cua phé quan hodc mach
ngoai vi (thu thé B, — adrenergic). () lidu diéu tri, thude khéng co tac dung trén hé than kinh
trung uong.

- Co ché tic dung o — adrenergic cua phcnyleplmn la do trc ché sur san xudt AMP vong
(cAMP: cyclic adenosin -3°, 5 —monophosphat) do tc ché enzym adenyl cyclase, trong khi
tac dung p — adrenergic la do kich thich hoat tinh adenyl cyclase.

Cac diac tinh dwoce dong hoe:

Paracetamol:

- Paracetamol dwoc hip thu nhanh va gcm nhu hoan toan qua dutng tiéu héa. Thoi gian
bén huy trong huyét tuong tir 1,25 — 3 gid. Néng db t6i da trong huyét twong dat duge sau
30 — 60 phut.

- Thubc phan b6 nhanh va dong déu trong phan lén cac md cua co thé. Khoang 25%
paracetamol trong mau két hop véi protein huyel tuong.

- C huyen hod & gan: Paracetamol dugce chuyén hod theo 2 dudng va duge dao thai trong
nude ticu dudi dang lién hop glucuronic (60 — 80%) va dang lién hop sulfonic (20 - 30%),
va dudi 5% dudi dang khong doi. Mot phan nho (< 4%) dugc chuyén hoa duéi tic dung
cua cﬁochromc P4so thanh chat chuyén hoa, chat nay sau d6 dugce lién hop véi glutathion.
Trudmg hop ngd doc do dung lidu cao, luong chit chuyén hod nay tang 1én.

Clorpheniramin:

- Clorpheniramin malcat hip thu tét khi udng va xuat hién trong huyét tuong trong vong
30 — 60 pht. Nong do dinh trong huyét tuong dat duge trong khoang 2,5 — 6 gi¢ sau khi
ubng. Kha dung sinh hgc thip, dat 25 — 50%. Khoang 70% thude liét két vai protein huyét
tuong.

- Clorpheniramin chuyén héa nhanh va nhicu Céc chit chuyén héa gdm c6 desmethyl -
didesmethyl — clorpheniramin va mét s6 chit chua duge x4c dinh, mot hogc nhiéu chét
trong do co hoat tinh.

- Thubc duge bai tiét chu yéu qua nude treu dudi dang khong doi hodc Lhuycn hoa, sy bai
tiét phu thudc vao pH va luu lugng nuée tiéu. Chi mot lugng nho dugce thay trong phan.
Thoi gian ban thai 1a 12 — 15 gid va ¢ nguoi bi suy than kéo dai t6i 280 — 330 gio.
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Phenylephrin: N |
- Phenylephrin hép thu rat bat thuong qua duong tiéu héa do bi chuyén héa ngay trén

duomg tiéu hoa. Sau khi udng, tac dung chdng sung huyét mai xuét hién trong vong 15 —20
phut va kéo dai 2 — 4 gid.
- Phenylephrin bi chuyén hoa & gan va ruft nho enzym monoaminoxidase ( MAO).
13!- Quy ciich dong goi: Hop 10 vi x 10 vién nén bao phim mau hong
Hop 1 chai x 100 vién nén bao phim mau hong
14/- Piéu kién bio quin: Pé noi khd, tranh énh sang, nhiét do dudi 30°C.
15/- Han dung: 36 thang ké tir ngdy sén xuat.
16/- Lii khuyén cdo: Dé xa tam tay tré em.
boc ky hwéng din siv dung treée khi dung.
Néu cin thém thung tin, xin héi y kién Bac s¥.
Khong ding thudc kh1 da qua han ding ghi trén nhan.
THUOC DAT TIEU CHUAN CO SO

O\ ' CONG TY CPDP TIPHARCO
‘h 15 Pée Binh Kidu, Phuéng 2. TP. M§ Tho, Tinh Tién Giang
TIPHARCO PT: 073.3871.817  Fax: 073.3883.740

Ngay 4| thing 4 nim 2016
KT. TONG (JlAM BOC
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