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Mau nhan hop
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Thanh phén: DE XA TAM TAY TRE EM

Méi géi chia: DOC KV HUONG DAN sU
Acetaminophen ................. 250mg ~ DUNGTRUGC KHI DUNG

Ta dugc vira du ..o 1 g6 1,5 @
Chi dinh, chdng chi dinh, liéu lugng -
cach dung va cac théng tin khac: Xem
t& hudng dan s dung trong hop thude.

San xudt tai:

CONG TY ¢G PHAN DUQC PHAM EUVIPHARM
THANH VIEN TAP DOAN VALEANT

Binh Tién 2, Bic Hoa Ha, Biic Hoa, Long An, Vit Nam
DT: +84 (72) 3779 623 Fax: +B4 (72} 3779 590

BAO QUAN O NHIET ©0 DUGI
30°C, NOI KHO, TRANH ANH
SANG

SPK:

S6 16 SX:
Ngay SX
HD

ACEFALGAN 250

GMP-WHO

3 euvipharm

AValeant Compury

ACEFALGAN 250

Acetaminophen 250 mg

Hép 20 goi x 1,5 g cdm sui bot

Composition:

Each sachet contains:

Acetaminophen ... 250 Mg
Excipients s.q.f ............1sachet15g
Indications, contraindications,

dosage - administration and other
informations: Please refer to package
insert. :

Manufactured by:

EUVIPHARM PHARMACEUTICAL J.5.C.

A VALEANT COMPANY

Binh Tien 2, Duc Hoa Ha, Duc Hoa, Long An, Viet Nam
Tel: +84 (72) 3779 623 - Fax: +84 (72) 3779 590

KEEP OUT OF REACH OF
CHILDREN

READ CAREFULLY INSTRUC-
TIONS BEFORE USE

STORE AT TEMPERATURE
BELOW 30°C, DRY PLACE,
AVOID DIRECT SUNLIGHT

Ten Cong ty : CTY CPDP EUVIPHARM THANH VIEN TAP BOAN VALEANT
Tén sin phdm : ACEFALGAN 250 (thudc bdt)
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Mau nhan goi

Mat trudc
GMP-WHO
Acetaminophen 250 mg
GAi 1,5 g cém sti bot O !
2 euvipharm —

M3t Sau ﬂjﬁ /

Thanh phan: Méi géi chia
Acetaminophen 250 mg
Ta dugc vira du 1gdil15g
Chi dinh, chéng chi dinh, liéu lugng - cach diing va cac théng tin khac:
Xem to hudng dan st dung.
1- Cho thudc vao ly

2- Cho thém mét it nudc

3- Khuay déu

4- Udng theo liéu chi dinh

o

San xuat tai:

CONG TY €6 PHAN DUQC PHAM EUVIPHARM
THANH VIEN TAP DOAN VALEANT

Binh Tién 2, Durc Hoa Ha, Bic Hoa, Long An, Viét Nam
DT:+84 (72)3779623 - Fax:+84 (72) 3779 590
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V euvi

AValeart Company

ACEFALGAN 250

cOM SUI BOT

THANH PHAN:
Méi gdi 1,5 g com sili bot chifa:
Acetaminophen 250 mg
Té dugc vita di 1goi15g

{Acid citric, natri hydrocarbonat, natri carbonat, aspartam, natri
saccharin, povidon, natri benzoat, mii cam bt
MO TA SAN PHAM:
- B&t com mau trang, kha roi, mui tham, vi chua ngot.
CAC BAC TiNH DUTC LY:
Cac déc tinh duge lue hoe:
- Acetaminophen (paracetamol hay N-acetyl-p-aminophenol), chat
chuyén hda cé hoat tinh cla phenacetin, 1 thuoc giam dau - ha sot.
Acetaminophen |am gidm than nhiét @ nguai bénh sGt, hiém khi lam
giam thén nhigt & nguoi binh thuang. Thude tac dgng lén vang dudi dbi
gy ha nhiét, toa nhiét ting do gidn mach vé tang luu lugng mau ngoai
bién.
- Acetaminophen, vdi liéu diéu tr, it tic dang dén hé tim mach va ho
hap, khiing lam thay doi cdn bang acid - base, khong gay kich ung,
xudc hodc chiy mau da day nhu khi ding salicylat, vi acetaminophen
khéng tic dung trén cyclooxygenase toan thin, chi tdc ding dén
cyclooxygenase/prostaglandin  cua  hg than kinh trung  uong.
Acetaminophen khang co tac dung trén tiéu cdu hodc thai gian chiy
AL,
- Kni ding qud ligu acetaminophen, mt chét chuyén hoa 1 N - acetyl -
benzoguinonimin gay doc nang cho gan. Liéu diéu tri, acetaminophen
dung nap tbt, khiing c6 nhiéu tac dung phu nhu aspirin. Tuy vy, qué lidu
cap tinh (tén 10 g} lam t6n thuong gan co thé gay chét nguai.
Cac dac tinh duge dong hoc:
- Acetaminophen duge hap thu nhanh chang va hau nhu hodn toan qua
dudng tigu hoa, Néng df dinh trong huyét tuong dat trong vong 30 - 60
phit sau khi ubng voi ligu diéu tri.
- Acetaminophen phin bo nhanh va déu & hau hét cic mo. Khoang 25%
acetaminophen trong mau ket hgp vai protein huyet tuong.
- Théti gian ban thi cla acetaminophen 13 1,25 - 3 gio, co thit kéo dai
i ligu gay doc nodc @ ngudi bénh co t9n thuang gan.
- Khi uong liéu didu tri, oo thé tim thay 90 - 100% thudc trong nude tidu
vao ngay ihit nhdt, chd yéu sau khi lién hop trong gan véi acid
glucuronic (khodng B0%), acid sulfuric (khodng 35%) hodc cystein
{khoang 3%), va mét lugng nho nhing chat chuyén haa hydroxyl - hoa
va khi: acetyl. Tré nha it khd nang glucuro lign hgp vai thudc han so vdi
nigud lan,
- Acetaminophen b N-hydroxyl héa bdi cytochrom P450 dé tao nén
N-acetyl-benzoguinonimin, mot chat trung gian co tinh phan (ng cao,
Chét chuyén hoa nay binh thudng phan (ng woi cac nhom sulfhydryl
trong glutathion va nhut vay bi khir hoat tinh, Tuy nhign, néu udng liéu
cao acetaminophen, chat chuyén hoa nay duge tao thanh voi lugng di
@@ Iam can kigt glutathion clia gan; trong tinh trang do, phan ung cia no
vai nhom sulfhydryl cia protein gan tang |&n, co thé dan dén hoai W
gan.
CHi BINH;
- Bigu tri cac tridu ching dau va sot ti nhe dén vita,
+ Giam dau trong cdc truang hop nhu dau dau, dau rdng, tinh frang
cim, nhic mai ca, .
* Ha than nhiét & ngu‘tfl bénh s6t.
LIEU LUONG VA CACH DUNG:
- Cach ding:
= Hoa tan com thude vao ly co chifa khodng 10 - 20 ml nudc.
« Thute chi nén ding cho tré em vi ham lugng thap.
- Ligw luang: _
« Tré em tit 1 - 3 thang tudi: udng 1/4 goi'tdn, ngay 2 - 3 lan.
= Tré em tif 4 - 11 thang tudi; udng 1/3 goi/lan, ngay 2 - 3 lan.
= Tré em tif 1 - 5 tudi: udng - 1 goi/lan, ngay 2 - 3 an,
« Tré em tif 6 - 11 tudi: udng 1 - 1,5 gai/lan, ngay 2 - 3 lan.
= Tré em trén 12 tudi: udng 1,5 - 2 gai/lin, ngay 2 - 3 fan.
- Chu y:
« Néu tinh trang dau kéo dai qua 5 ngay v sot kéo dai qua
3 ngay, hodc triéu ching trg nén nang hon nén ngung diéu tri dé hoi y
kién bdc si.
« Nhimg bénh nhan sif dung acetaminophen vei nhimg thude khac anh
hudng dan gan cn co su theo dii.
+ Khang ding qua lidu chi dinh.

CHONG CHi BINH:
- Nguai bénh qua mén vai acetaminophen.
- Nguai bénh thigu hut glucose - 6 - phosphat dehydrogenase.

- Nguai bi suy gan nang.
THAN TBIJNG
- Co thé giam bach cau, giam tiéu cau va giam todn thé huyét cau khi

sir dung acetaminophen, dac biét khi ding liéu cao kéo dai.
- Chét phdm co chia asparlarn sé chuyén hoa trong da day - rugt thanh
phenylalanin sau khi uong, nén than trong cho nguai b phenyrcetun -
niéu hodc ngudi phai han ché lugng phanylalanin dua véo co thé.
- Than trong @ nouei co bénh thidu mau 1 trude.
- UBng nhiéu rugu co thé gay tang doc tinh, nén tranh hodc han ché
ubng rugu.
- Than trong vai nguoi bénh suy giam chuc nang gan hode than.
- Canh bao cho bénh nhan vé cdc dAu higu cua phan (ng trén da
nghigm trong nhu hi ching Steven-Jonhson (SJS), héi ching hoai tir
da nhiém dgc; toxic epidermal necrolysis (TEN) hay hji ching Lyell, hji
ching ngoai ban myn mu lodn thin cap tinh: acute generalized
exanthematous pustulosis (AGEP}.

SU DYNG CHO PHY NU CO THAI VA CHO CON BU:
- Chua xac dinh dugec d an toan cia acetaminophen khi st dung cho
phu ni ¢6 thai nén chi ding thude khi that can thiét.
- Nghién citu cho thay khong co tée dung khdng mong fmudn d tré bu
me ¢0 ding acetaminophen.

TAC DYNG BOI VO1 KHA NANG LAI XE VA VAN HANH MAY MOG:
- 0 ligu didu Iri, thudc khng gy anh hudng dén kha nang lai xe va van
hanh may mac.

TUONG TAC THUOC:
- Ubng lidu cao kéo dai acetaminophen lam tang nhe tac dung chong
dang ciia coumarin va dan chat indandian.
- Can phai ch ¥ dén kha nang gay ha sot nghiém trong @ ngudi bénh
ding ddng thei phenothiazin va ligu phap ha nhiét.
- Uong rugu qué nhidu va dai ngay co thé lam tang nguy co acetamino-
phen gay dgc cho gan,
- Thubic chong co giat (gdm phenytoin, barbiturat, carbamazepin) ody
am (ng enzym & microsom thé gan, ¢ thé lam tang tinh doc hai gan
cia acetaminophen.
- Dung déng thei isoniazid vai acetaminophen cong cd thé dan dén tang
nguy co doc tinh vai gan,

TAC DUNG KHONG MONG MUGN:
- it o tac dung phuy, thinh thoang co thé gap ban da va mat so phan Ung
di (ing khac nhu may day, s6t do thude, tn thuong nidm mac, hoi
chitng Steven-Jonhson (SJS), hoi ching hoat tif da nhiém doc (TEN)
hay hoi chimg Lyell, hoi ching ngeai ban mun mi toén than cap tinh
(AGEP}.
- it gdp: ban, budn nan, nan, loan tao mau (gidm bach cau trung tinh,
giam toan thé huyét cdu, giam tigu cau), thigu mau, bénh than, doc tinh
than khi lam dung dai ngay.
- Hiém gap: phén ing qua méan. )

THONG BAD NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG

HIUON GAP PHAI KHl St DUNG THUOC

QUA LIEU VA CACH XU TRI:
- Nhiém dic acetaminophen co thé do ding mat liéu dgc duy nhat,
hodc do ubing Ip lai lidu lon acetaminophen (7,5 - 10 g mai noay, trong
1 - 2 ngay) hoac do udng thudc dai ngay. Hoal tr gan phuy thude ligv 1
dgc tinh nghiém trong nhét do qua liéu va co thé gay tr vong.
- Budn non, non, dau bung, methemoglobin - mau, xanh tim da, niém
mac va mong tay 14 diu higu dac trung khi nhiém doc cap tinh
acetaminophen.
- Trigu chitng ngd doc ndng: ban dau kich thich thén kinh trung uong,
kich dng, mé sang; sau do e che than kinh trung uong, ha than nhigt,
mét I, thet nhanh, huyét 4p thép, mach nhanh, yéu, suy tuan hoan, fruy
mach, co gidt va co thé tif vong.
- Khi nhiém dic nang, quan trong I2 phai didu tri h trg tich cue. Can nia
da day trong moi trueng hop, tot nhat trong vong 4 gid sau khi udng.
Liéu phap gidi ddc chinh l1a dung nhimg hgp chat sulfhydryl. N -
acetyleystein ¢a tac dung khi udng hoac tiém tinh mach, phai cho thuoc
ngay Iap tie néu chua den 36 gio ké L khi ubng acetaminophen. Cho
uong N - acetyleystein vei lidu dau tign [ 140 mg/kg, sau do cho tiep
17 liéu nita, mdi ligu 70 mo/ka cach nhau 4 gid mot lan. Cham dit diéu
tri néu x6t nghiém acetaminophen lrong huyét tuong cho thay nauy co
doc gan thip. Ngoai ra co thé ding methionin, than hoat, thudc tiy
Muoi,

BAO QUAN:
- Bao guan o nhigt 4g dui 30°C, ngi khd, tranh anh sang.

QuY CACH BONG GOI:
- Hop 20 goi x 1,5 g com sl bat.

HAN DUNG: 36 thang k8 tif ngay sdn xudl

DE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG TRUTC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI 'Y KIEN CUA BAC ST
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN

San xudt tai:

CONG TY CO PHAN ouoc PHAM EUVIPHARM

THANH VIEN TAP BOAN VALEANT

Binh Tién 2, Bitc Hoa Ha, Blc Hoa, Long An, Viét nam
BT +84 (72) 3779 623 - Fax: +84 (72) 3779 590

.CTY CPDP EUVIPHARM THANH VIEN TAP DOAN VALEANT

Tén sin pham : ACEFALGAN 250 (thudc hit)
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