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CHALI 100 VIEN NEN DAI BAO PHIM S5+ 05. 17-02-2014

Nhén tryc tiép trén don vi déng géi nhd nhat

THANH PHAN:
M&i vign nén dai bao phim chia:
| Paracetamol . ...500 mg

\ Codein phosphat hemlhydral .30 mg

CHI BINH: Difu tri cdc con dau viia va
| ning, khéng khdi khi diing aspirin hodc
paracetamol don thudn
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GMP-WHO  Ch&ng chl djnh, céch ding & I1€u ding,
thgn trong hic ding, tdc dyng khong
mong mufin, trdng tdc thulc:

A@ep Xin dgc fmni 1 hrdng din ﬂ?h‘mg thude.
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} NEN DAIBAOPHIM  Han ding:
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Nhan trung gian
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Paracetamol 500mg - Codein phosphat hemihydrat 30mg

NEN DAl BAO PHIM
Pharimexco ?

THANH PHAN: MBi vitn nén dai bao phlm chia:  Chfig chl ginh, than trgng lic ddnp, A
Paracetamol .. v 500 Mg dyng khGng mong muln, twong tdc thufie |
Codein phosphal heminydra.................30 M0 Xin doc trong 18 hudng ddn s dyng thude. |

CHI DINH: Bifu i cdc con dau vira va nang, kndng SBK:
khdi khi ding aspirin hojc paracetamol don thidn,  Tigw chufdn dp dynp: Tidu chufn ca sb

NG DUNG QUA LIEU CHT DINF]  BAD QUAN: Nal kbd mat, nhiét a9 dusi 3°C,

N trdnh dnh sdng,
‘B'P,H.iu DUGC PHAM CUU LONG  DE thulfc xa 14m lay Ird em.
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CACH DUNG VA LIEU DONG; Knodng cich gida hal lin |
ding thulc 1ir 4 d€n 6 gitl. Trudng hop suy thdn (cb A9 i
thanh thdl Crealinin dudi 10mUiphit) khodng cdch 16
thidfu 14 8 gio. Nfu con dau Lifp tyc kéo dal qud 5 npdy,
khang nén tiép tyc difu tri ma khdng hdl § kifn bic s
- Ngudi 1on vi tré em trén 15 tudi: Udng 1 - 2 vign mbi
4 - 6 gib. Khting dimg qud 6 vitn/24 gib. |
- Tré cdn ndng trén 15 kg (WU 3 i i 1&n): Lidu el i
paracelamol chi dinh khodng 60 mg/kg/ngdy, chia lam |
4 - 6 Mn; ifu cla codein phosphal i khodng 3 mgikg/ s st: |
ngdy, chia Wm 4- 6 n, Mgy SX : |
Hoge theo sy hudng ddn cia Ihdy thulfc. Han ding: | e
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CONG TY DBC: Nén dai bao phim

COPHAR DUOC PHAM. 1 HUGNG DAN SUDUNG THUGC  Mast: 2. BSGY.L3

; LA A L s e §6:05. 17-02-2014
\V— « 70 HUGNG DAN SU DUNG THUGC GMP-WHO
pranmeree | ACEPRON®CODEIN

I Vién nén dai bao phim

THANH PHAN: M5i vién nén dai bao phim chifa:

Paracetamol .......w e mese e 900 MY
| Codein phosphat hemihydrat........... . 30 mg
| Td duge viia dl e mmemmee 1 VIBO

| (T4 dugc gém: Tinh b6t tién hd héa, povidon K30, tinh bdt ml, tinh bot sdn, acid citric, sodium starch glycolate,
magnesi stearat, hydroxypropylmethyl cellulose, polyethylen glycol, titan dioxyd, talc). |
| DANG BAO CHE: Vién nén dai bao phim. 1|
| QuY CACH BONG GOI: Chai 100 vién. Hop 10 vI x 10 vién. |
CHI DINH: I
Didu trj cdc con dau vifa va n3ng, khong khdi khi diing aspirin hodc paracetamol don thudn, |
CACH DUNG VA LIEU DUNG: |
| Khodng cich giita hai 14n ding thudc tir 4 d&n 6 gid. Truting hop suy thdn (c6 do thanh thai Creatinin dudi 10mi/phit) |
khodng cdch t6i thidu 2 8 gi. N&u con dau ti€p tyc kéo dai qud 5 ngay, khdng nén ti&p tuc didu trj ma khdng hai y
kign bac sT,
e Ngubi 16n va tré em trén 15 tubi: USng 1- 2 vien mBi 4- 6 gib. Khong ding qud 6 vién/24 gid.
| -Trdcan ning trén 15 kg (tir 3 tudi trd 18n): Liu clia paracetamol chi djnh khodng 60 ma/kg/ngay, chia [am 4- 6
! I4n; liéu cla codein phosphat 14 khodng 3 mg/kg/ngay, chia Am 4- 6 l4n,
Ho¥c theo sy hudng dén clia thdy thudc.
CHONG CHI DINH:
| Qu4 min véi mdt trong cdc thanh phén clia thubc, . ~
[ Tré em dudi 18 tudi vira thyc hién cit amidan va/hodc thi thuat nao V.A, /
| Tré co can ndng dudi 15 Kg.
Phuy nit ¢é thai va cho con bu.
Ngudi banh gan nng, bj hen phé quin, suy hd hdp, banh than, bénh tim va ngudl bénh nhifu 4n thifu mau.
Ngudi bénh thigu hyt glucose-6-phosphat dehydrogenase.
THAN TRONG VA CANH BAQ DAC BIET KHI st DUNG THUGC: '
-Béc s cdn cinh bdo bénh nhin vé cic diu higu clia phdn dng trén da nghiém trong nhu hdi ching Steven-Jonhson |
(SJS), hoi chitng hoai tif da nhifm doc (TEN) hay hi chiing Lyell, hol ching ngoai ban myn mil toan than cdp tinh |
|
|

(AGEP).

-Do nguy ¢ suy ho hdp, chi sif dyng cac thudc chifa codein d€ gidm dau c4p tinh & mic d9 trung binh cho tré trén

12 tudi khi céc thudc gidm dau khéc nhu paracetamol va ibuprofen khong c6 hidu qua.

-Codein chl nén dugc st dung & liéu thdp nhat ma cd hiéu qud va trong thdi gian ngdn nhat.

-Khaing khuy&n cdo sir dyng codein cho tré em c6 c4c vin dé lign quan dén hd hAp (VI dy: khd thd hodc thd kho khe

khi ngd...).

-Than trong khi sif dung codein cho trd em dudi 12 tudi (do thong tin nghién ctu vé Anh huling clia thusc cho dbi

tugng ndy cdn han ché).

-Thén trong khi s dyng thudc cho phy nlt cho con bi (do thubc cé thé dugc bal tigt vao sa me).

Khong udng rugu khi ding thudc.

Ngudii bj suy gidam chlc nang gan, than.

Ngutsi bj b&nh dubing hd h&p nhu hen, khi phé thiing.

Ngudi c6 tién sit nghién thudc,

Khéng dung dé gidm ho trong céc banh nung mi phéi, & dong ph& qudn cdn khac ddm mi.

Thoi ky mang thai: Khdng ding cho ngudi mang thai.

Thai k cho con bd: Chi ding khi that cAn thist.

Nguoi 15 xe va vén hanh mdy mdc: ThuSc c6 thé gdy ngll g3, IAm gidm sy nhanh lg hay tinh tri nén cdn than

trong d8i véi ngudi van hanh médy moc hay I4i xe.

TUONG TAC THUGC:

Rugu va thudc dc ché hd th4n kinh trung uong.

Thubc chdng co giat (phenytoln, barbiturat, carbamazepin) va Isoniazid [am tang dfc tinh gan.

Quinidin [Am gidm tac dung clia codein.

Codein [Am gidm chuyén héa cyclosporin do tc ché men cytochrom Py,

TAC DUNG KHONG MONG MUGN: -

Thutng gdp: Bau ddu, chéng mat, khat, budn ndn, ndn, tdo bon, hdl hdp.

It gép: Ban da. Loan tao méu (gidm bach c4u trung tinh, gidm toan thé huyét cdu, gidm bach cdu), thidu mau.
Hiém gdp: Phan dng qud min, Ao gidc, mét phudng hudng, rél loan th] gide, co giat. Suy tudn hodn.
Céch xit Il Ngung dung thudc khi c6 bat ky mdt phdn Ung dj tng ndo xay ra,

Thong bdo cho bac s§ nhitng téc dyng khong mong mudn g#p phal khi sit dyng thudc.
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DUGC LYC HOC:
- Paracetamol 1A thudc gidm dau, ha s6t. Lam gidm than nhidt & ngudi b&nh sBt, hi€m [2m gidm than nhiét & ngudi
binh thuting. Thubc tac ddng [&n viing dudi ddi gay ha nhigt, téa nhiét tang do gidan mach va tang lw lugng mau
ngoai bién.
- Codein 13 methylmorphin, nhém methy! thay thé vj tri cia hydro & nhém hydroxyl lién k&t v6i nhan thom trong phan
ti morphin, do vdy codein cé téc dung dugc ly tuong ty morphin, tdc 12 ¢6 tac dyng gidm dau va gidm ho. Tuy nhién
codein dugc hdp thu t6t hon & dang ubng, it gay tAo b6n va it gdy co thdt mat han so véi morphin. O liéu diéu tri, it
gdy uc ché hd hdp (60% thdp hon so vdi morphin) va it gdy nghign han morphin,

Codein ding k&t hop véi cdc thubc chéng viem, gidm dau khong steroid d€ ting tdc dyng gidm dau va gidm bdt
tdo bon.
DUYC BONG HOC:
- Paracetamol hip thu nhanh va hon todn qua dudng tiéu hod. Phan b6 déng déu trong phén I6n cic md clia ca thé,
25% paracetamol trong mau k&t hgp véi protein huy8t tuong. Thai trir 90 - 100% thudc qua nuéc tifu ngay thir 1, chd
y&u sau khi lién hgp trong gan voi acid glucuronic (khodng 60%), acid sulfuric (khodng 35%), hodc cystein (khodng
3%) cing phat hién 1 lugng nhd nhitng chét chuyén héa hydroxyl hod va khir acetyl.
- Codein sau khi uSng cé thdi gian ban thai 1a 2 - 4 git,, tc dung gidm ho xuét hién trong vong 1 - 2 gid va co thé
kéo dai 4 - 6 gio. Codein dugc chuyén héa & gan va thi trir & thdn dudi dang ty do hogic két hgp vdi acid glucuronic.
Codein hodc san phim chuy@n héa bai tiét qua phan rdt it. Codein qua dugc nhau thai va mt lugng nhd qua dugc
hang rdo mdu - nao.
QUA LIEU VA XU TRI:
Trigu ching qua ligw
- Paracetamol: Bun ndn, ndn, chan 4n, dau bung, kich dng, mé sang, suy tuin hodn, suy gan nghiém trong va chét
vl suy gan.
- Codein: Suy ho h&p (gizm nhip thd, hd hdp Cheyne - Stokes, xanh tim). Lo mo ddn d&n trang théi d& ddn hodc hon
mé, mém co, da lanh va 4m, doi khi mach cham va ha huyét dp. Trong truing hgp nng: nguing thd, tryy mach,
ngitng tim va cd thé tir vong.
Cach xir trf:
- Paracetamol: Gay nn, riia da day, ding than hoat hojc ding thubc 14y mudi. N-acetylcystein 12 thubc gidi doc ddc
higu clia paracetamol, hoic c6 thé dung methionin. Diéu tri véi N- acetylcystein ¢ higu qua han khi cho thudic trong
thdi gian dudi 10 gits sau khi uSng paracetamal.
- Codein: Phai héi phuc hd hip bing cdch cung cAp dudng khi va hd hap h8 trg cé kiém soat. Chi dinh naloxon ngay
b&ng dubing tiém tinh mach trong truing hgp ning.
BAO QUAN: Nai kho mét, nhidt d dudi 30°C, trénh 4nh sdng.

pé thubc xa tdm tay tré em.

HAN DUNG: 36 théng k& tif ngay sén xuit.
TIEU CHUﬁN AP DUNG: Tiéu chuin cg sb.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN cUA BAC SY
THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.

CONG TY CO PHAN DUQC PHAM CUU LONG
phanmexco 150 dUGNg 14/9 - Phudng 5 - Tp Vinh Long - Tinh Vinh Long
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