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ACEFALGAN 500

Paracetamol 500 mg
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COMPOSITION: KEEP OUT OF REACH OF CHILDREN
Each effervescent tablets contains: gEFA(gRE UCS,EREFULLY INSTRUCTIONS
Para_lc_etamol .............................. 500 mg STORE AT TEMPERATURE BELOW 30°C,
Excipients s.q.f ... 1 effervescent tablet DRY PLACE, AVOID DIRECT SUNLIGHT
INDICATIONS,  CONTRAINDICATIONS, Manutaclured by:
DOSAGE - ADMINISTRATION AND :'{“::?::T‘“me'lc-‘l 15C.
OTHER INFORMATIONS: Please refer to Binh Tien 2, Duc Hoa Ha, Duc Hea, Long An, Vielram
package insert. Tel: +84 {721 3779 623 - Fax: +84 (T3 4779 5%0
e A4OHS | ;
Thiét lre' BP. Dang Ky Thubc
A4 ]07 (15

Shan Shi ,;l;%;? Ds. ,/fgmy‘;"n Sht Alink Chiee




Y R B

D

S0y
agny) Ay bueq "dg

taH
CaH

u&mﬂ 1 ~N [ 5{\&«\.

——

Sl to/er
L RLILNN

LS

XS 9108 ‘dH
XS Q108 ‘dH

nes Jew

-
-t

XS 9] 9§
XS Q] 95

JL_S

i / 005 NYO Y430

S/
«mmécmwo.zo

1L YOONQ:

1q oeg B |

(10s INA) NYDTY43IY - WEyd ugs ugl

LITavi LINIJ3I/"ai13i3a LITAavL LINIJ3I/\ai1aad |

OHM-dWD

LINVITVA NYOQ d¥L NIIA HNYHL
WAVHAIANT WYHd DONAd dJ ALD

3w 005 TOWVYLIDVIVd

00S,NYOTV41DV

1379v1 IN3DSIAYI443
OHM-dWD

uLoydIANS m
3w 00S TOWVLIDVIVd

00S NVOTY4IV

1378V1 IN3DSIAYII43
OHM-dWD

INVITVA NYOQ dYL NIIA HNVHL
WAVHJIANT WYHd D0NA 4D ALD

me 00S TOWV1IDVIVd

. ._mec. IN3IDSIAYIA4T
OHM-dWD

IA UBYU NEN

LNVIIVA NYOG d¥1L NJIA HNYHL WHVHAIANS d0dd AL /i Buoo ueL |

OHM-dWD

wpydiAne \Aum
3w 005 TOWV13IDVIVd

005, NVOTV43IV

13719V1 INIDSIAYI4AA
OHM-dWD

LINVITVA NYOQ dYL NJIA HNYHL
WAVHJIANG WYHd 20NA dD ALD

3w 00S TOWV13DViVd

005, NYOTHHIDY

1379V1 INIDSIAYILAT
OHM-dWOD

wuoydiane mw
8w 005 TOWVLIDVAVd

00S NYO1¥43DV

1378V1 1INIDSIAYI44T
OHM-dWD

d0nJ1 18N



Mau nhan toa méit truée

ACEFALGAN 500

VIEN NEN sUI BOT

THANH PHAN:
Mdi vién nén sdi bot chia:
Paracetamol ......ccccviniiiinnnininsese s, 500 mg
Ta duge vila dil s 1 vién nén shi bot
(Acid citric, acid tartaric, natri hydrocarbonat, natri
carbonat, aspartam, natri saccharin, povidon, natri docusat,
natri benzoat, mui cam bot)

MO TA SAN PHAM:
Vién nén to tron mau trdng, mdt mat tron, mét mat c6 vach
ngang, canh va thanh vién lanh 1an, mai tham, vi chua ngot.

CAC DAC TINH DUQC LY:

Cic dic tinh dugc luc hoc:
- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol),
chit chuyén hoa co hoat tinh clia phenacetin, 1a thudc gidm
dau - ha s6t. Paracetamol 1am gidm than nhiét & ngudi bénh sét,
hiém khi lam gidm than nhiét & ngudi binh thudng. Thudc tac
dong len viing dudi di gay ha nhigt, téa nhiét tang do gian
mach va tang luu lugng méu ngoai bién.
- Paracetamol, véi liéu diéu tri, it tac dong dén hé tim mach va
ho hdp, khong 1am thay ddi can bang acid - base, khong gdy
kich ting, xuéc hodc chdy méau da day nhu khi dung salicylat,
vi paracetamol khdng tac dung trén cyclooxygenase toan than,
chi tac dong dén cyclooxygenase/prostaglandin clia hé than
kinh trung uong. Paracetamol khéng c6 tac dung trén tiéu cdu
hodc thai gian chdy méu.
- Khi diing qué lidu paracetamol, mét chat chuyén hoa la N
- acetyl - benzoquinonimin gdy doc nang cho gan. Liéu
diéu trj, paracetamol dung nap tdt, khong c6 nhiéu tac dung
phu nhu aspirin. Tuy vy, qué liéu cdp tinh (trén 10 g) lam
thuong t8n gan c6 thé gay chét ngudi.

Cic dic tinh dugc déng hoc:
- Paracetamol dugc hdp thu nhanh chéng va hau nhu hoan
toan qua dudng tiéu hoa. Néng do dinh trong huyét tiong
dat trong vong 30 - 60 phat sau khi udng véi liéu diéu tri.
- Paracetamol phan b8 nhanh va déu & hdu hét cac mo.
Khodng 25% paracetamol trong méau két hop véi protein
huyét tuong.
- Thai gian ban thai cla paracetamol 1a 1,25 - 3 gid, c6 thé
kéo dai voi liéu gay doc hoac & ngudi bénh c6 ton thudng gan.
- Khi udng liéu diéu tri, cé thé tim thdy 90 - 100% thudc
trong nudc tiéu vao ngay thi nhét, chd yéu sau khi lién hgp

trong gan véi acid glucuronic (khodng 60%), acid
(khodng 35%) hoac cystein (khodng 3%]), va mot lugn
nhiing chét chuyén hoa hydroxyl - hoa va khir acetyl. Tré
it kha nang glucuro lién hgp véi thudc hon so vai ngudi 1on.
- Paracetamol bj N-hydroxyl héa bdi cytochrom P450 dé
tao nén N-acetyl-benzoquinonimin, mét cht trung gian c6
tinh phén ng cao. Chét chuyén hoa ndy binh thuing phan
Gng vdi cac nhém sulfhydryl trong glutathion va nhu vay bi
khf hoat tinh. Tuy nhién, néu udng liéu cao paracetamol,
chat chuyén hoa nay dugc tao thanh véi lugng di dé lam
can kiét glutathion clia gan; trong tinh trang dé, phén (ng
ctia n6 véi nhém sulfhydryl cdia protein gan tang én, c6 thé
din dén hoai tii gan.
CHI DINH:
- Didu tri cac triéu chiing dau va st tif nhe dén vira.
* Gi3m dau trong cac trudng hop nhu dau ddu, dau rang,
tinh trang cim, nhdc moi co, ...
* Ha than nhiét & ngudi bénh sét.
LIEU LUGNG VA CACH DUNG:
- Céch ding: hoa tan hoan toan vién thudc vao ly c6 chda
khodng 100 ml nudc.
- Liéu lugng:
* Ngudi 16n va tré em trén 50 kg (khoang trén 15 tugi): 1 -2
vién/lan, mdi 4 gid. Khong ding qua 8 vién/ngay.
* Tré em dudi 50 kg: Liéu khuyén dung clia paracetamol 13
60mg/kg/ngay, chia déu mbi 4 - 6 gio, hodc:
*Tré ning 41 - 50 kg (khodng 12 - 15 wdi): 1 vién/lan, mdi 4 gio.
* Tré nang 26 - 40 kg (khodng 8 - 13 wdi): 1 vién/ldn, mdi 6 gio.
*Tré ning 21 - 25 kg (khodng 6 - 10 tudi): vién/ldn, moi 4 gid.
* Tré nang 13 - 20 kg (khodng 2 - 7 tudi): vién/lan, mdi 6 gid.

- Chii y:

+ Néu tinh trang dau kéo dai qua 5 ngay va s6t kéo dai qua

3 ngay, hodc triéu ching trd nén nang hon nén ngung diéu

tri dé hoi y ki€én bac si.

* Nhiing bénh nhan sif dung paracetamol v&i nhiing thuéc

khac anh hudng dén gan cin co sy theo dbi. V\

« Khong ding qua lidu chi dinh. \ 7
CHONG CHi PINH: Jt

- Ngudi bénh qua mén vdi paracetamol.

- Nguoi bénh thigu hut glucose - 6 - phosphat dehydroge-

nase.

- Ngudi bi suy gan nang.
THAN TRONG:

- Co thé gidm bach cu, gidm tiéu cdu va gidm toan thé

huyét cdu khi st dung paracetamol, dic biét khi dung lidu
cao kéo dai.
- Ché& phdm c6 chita aspartam, sé chuyén héa trong da day
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MAau nhan toa mét sau

- rudt thanh phenylalanin sau khi udng, nén than trong cho
ngudi bi phenylceton - niéu hodc ngudi phdi han ché lugng
phenylalanin dua vao co thé.
- Thén trong & ngudi c6 bénh thidu mau ti trudc.
- UBng nhiéu rugu c6 thé gay tang doc tinh, nén tranh hoic
han ché uéng rugu.
- Than trong véi ngudi bénh suy gidm chdc nang gan hodc
than.
- Canh bao cho bénh nhan vé cac dau hiéu cba phan dng
trén da nghiém trong nhu hdi chdng Steven-Jonhson (S)S),
hoi ching hoai t da nhigém doc: toxic epidermal necrolysis
(TEN) hay héi ching Lyell, hdi ching ngoai ban myn ma
toan than cdp tinh: acute generalized exanthematous
pustulosis (AGEP). R .

SU DUNG CHO PHY NU CO THAI VA CHO CON BU:
- Chua xac dinh dugc dé an toan cla paracetamol khi sit
dung cho phy nit c6 thai nén chi dung thudc khi that can
thiét.
- Nghién cttu cho thiy khong co tac dung khong mong
mudn & tré ba me c6 diing paracetamol.

TAC DUNG DOI VOI KHA NANG LAI XE VA VAN HANH

MAY MOC:
- O lidu diéu tri, thudc khong gay anh hudng dén kha ning
1ai xe va van hanh may moc.

TUONG TAC THUOC:
- Udng liéu cao kéo dai paracetamol lam tang nhe tic dung
chéng dong cha coumarin va dan chat indandion.
- Can phéi cht y dén kha nang gay ha sét nghiém trong d
ngudi bénh dang dong thdi phenothiazin va liéu phap ha
nhiét.
- Ung rugu qué nhiéu va dai ngay co thé lam tang nguy cd
paracetamol gay doc cho gan.
- Thudc chdng co giat (gdm phenytoin, barbiturat, carbam-
azepin) gdy cam (ng enzym & microsom thé gan, c6 thé
lam tang tinh dgc hai gan cGa paracetamol.
- Dung déng thi isoniazid véi paracetamol cling c6 thé dan
dén tang nguy co doc tinh véi gan.

TAC DUNG KHONG MONG MUON:
- ft 6 tac dung phu, thinh thodng c6 thé gap ban da va mot
56 phan tng di Gng khac nhu may day, sét do thudc, tén
thuong niém mac, hgi ching Steven-Jonhson (S)S), hdi
chding hoat tif da nhiém doc (TEN) hay hai ching Lyell, hoi
chding ngoai ban mun md toan than cdp tinh (AGEP).
- it g3p: ban, buén nén, ndn, loan tao mau (gidm bach ciu
trung tinh, giam toan thé huyét cdu, gidm tiéu cau), thiéu
mau, bénh than, doc tinh than khi lam dung dai ngay.
- Hi€ém gap: phan dng qua man,

THONG BAO NGAY CHO BAC ST NHUNG TAC D
KHONG MONG MUON GAP PHAI KHI SU DUNG THL
QUA LIEU VA CACH XU TRi: L/
- Nhiém ddc paracetamol c6 thé do dung mit liéu doc duy
nhat, hodc do ubng Iap lai liéu 1dn paracetamol (7,5-10 g
mdi ngay, trong 1 - 2 ngay) hodc do udng thudc dai ngay.
Hoai tr gan phy thugc ligu la doc tinh nghiém trong nhat do
qua liéu va c6 thé gay tif vong.
- Budn nén, ndn, dau bung, methemoglobin - mau, xanh
tim da, niém mac vd méng tay 12 ddu hiéu dac trung khi
nhiém doc cap tinh paracetamol.
- Triéu ching ng6 déc ndng: ban dau kich thich thin kinh
trung uong, kich dgng, mé sang; sau dé Gic ché& than kinh
trung uang, ha than nhiét, mét 13, thd nhanh, huyét ap thap,
mach nhanh, y&u, suy tudn hoan, truy mach, co giat va cé
thé tit vong.
- Khi nhiém déc nang, quan trong 1a phéi diéu trj hd trg tich
cyc. Cén rlfa da day trong moi trudng hogp, t6t nhat trong
vong 4 gid sau khi udng. Liéu phap gidi doc chinh la dang
nhiing hgp chat sulfhydryl. N - acetylcystein cé tac dung khi
udng hoac tiém tinh mach, phai cho thudc ngay lap tic néu
chua dén 36 gidy ké tir khi udng paracetamol. Cho udng N -
acetylcystein vai liéu dau tién 1a 140 mg/kg, sau do cho tiép
17 liéu nia, mdi liéu 70 mg/kg cach nhau 4 gio mot lan.
Cham ddrt diéu tri néu xét nghiém paracetamol trong huyét
tuang cho thdy nguy cd doc gan thap. Ngodi ra c thé ding
methionin, than hoat, thudc tay mubi.
BAO QUAN:
- Bdo quan & nhiét dd duéi 30°C, noi khé, tranh anh sang.
QuY CgCH BONG GOI:
- Hop 4 vi x 4 vién nén sii bot. LL*’”
HAN DUNG: 24 thang ké& tif ngay san xudt }, ¥ 4

DE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUJC KHI DUNG
NEU CAN THEM THONG JIN XIN HOI Y KIEN CUA BAC ST
KHONG SUDUNG THUOC QUA HAN DUNG GHI TREN

NHAN
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CONG TY CO PHAN DUGC PHAM EUVIPHARM
THANH VIEN TAP DOAN VALEANT
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