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D& xa tdm tay tré em

Doc ki hudng din sit dyng trudc khi ding

Thiing béo ngay cho béc s§ hodc duge sy nhiing tc dyng khing
mong mudn gép phai khi st dung thudc.

PHAN I. HUGNG DAN SO DUNG THUGC CHO NGUDI BENH

1. THANH PHAN, HAM LUONG COA THUOC: M3i vign nén bao

phim chia:

- Hoat chit- Acetaminophen....................ccooooeo .. 850 mg

- T4 duge: Tinh bdt ngd, povidon K30, tinh bft ti#n hé héa, natri
starch glycolat, gelatin, silic oxyd dang keo khan, talc, magaesi
stearat, opadry || white.

2. MO TA SAN PHAM: Vien nén bao phim, hinh thudn dai, mau
trdng, cb in chil s§ “Tydol 650" mau den trén hai mat vién.

3. QUY CACH BONG GOI:
Hip 1 vl x 10 vign nén bao phim.
Hip 10 vi x 10 vién nén bao phim.

4. THUGC DUNG CHO BENH Gi:

* HR B0y s eorem———

- Didu tri cdc con dau nhg dén trung binh gém: Nhic ddu, dau
do cam lanh v& cam cim, dau hong, dau do hanh kinh, dau
sau khi tiém ngira hay nhé rang, dau rang, dau ndia dau, dau do
viem xudng khdp.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Cédch ding: Dung duding udng.
Ligu ding: Udng thubc cach mbi 4 - 6 gity ndu cdn.

. = Ngubi Iin: USng 1 vien. Khong diing qué 6 vién/24 gid.

- Tré em tir 7 - 12 tudi: Ueng % vién. Khong ding qud 3 vidn
trong 24 qid.

Knodng cach tdi thiéu gilla 2 Idn ubng: 4 gid.

Luu ¥: Khong ding thude d& tu diéu tri gidm dau qud 10 ngay &

ngubi 16n va qud 5 ngay & tré em, hodc st cao (39,5°C) qui 3 ngay

trit khi ¢6 chi dinh cla bac sT.

6. KHI NAD KHONG NEN DUNG THUOT NAY:

Ngudi bénh qui min véi acetaminophen hodc véi b4t ky thianh
phin ndo cla thuic.

Suy gan ning.

7. TAC DYNG KHONG MONG MUGN:

It gidp: Phat ban, budn ndn, ndn, loan tgo mau (gidm bach cdu trung
tinh, gidm todn thé huyét cdu, gidm bach céu), thi§u méu, bénh thin,
doc tinh thin khi dung thudc dai ngay.

Higm gap: Phdn (ng qud min.

8. NEN TRANH DUNG NHUNG THUBC HOAC THUC PHAM GI KHI

DANG SO DUNG THUGC NAY:

- Thudc chdng dong mdu coumarin v& din ch4t indandion.

- Phenothiazin.

- Rugu. . 2

- Cac thufic chdng co aiit (o6m phenytoin, barbiturat,
carbamazepin), isoniazid.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUDC:

NEu ban quén diing thudc, diing nd ngay khi ban nhd. Néu thisi gian
gdn 16i lidu k& tiep, thi hay bo qua lidu bj quén va ding lidu k& tisp
theo k& hoach binh thubng. Khong nén gdp doi liéu ding.

10. CAN BAD QUAN THUBCT NAY NHU THE NAO:
 nhigt 43 dusi 30°C, noi khd réo, trinh &nh sang.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:
Trigu ching: Nhiém doc acetaminophen ¢ thé do diing mdt lisu
dic duy nhat, hodc do udng ldp lai liSu I6n acetaminophen (vi dy
7,5 - 10 g mdi ngdy, trong 1 - 2 ngdy), hodc do udng thudc dai
ngay. Hoai tif gan phy thudc liu 14 tac dyng ddc cdp tinh nghidm
trong nhét do qué lidu va co thé gay tir vong.

Budn ndn, ndn, va dau byung thudng xdy ra trong vong 2 - 3 qits
sau khi uiing liéu doc clia thudc. Methemoglobin mau, din dén
ching xanh tim da, niém mac va mang tay 13 mt du hiéu dic
trung nhidm doc cip tinh ddn chit p-aminophenal; mdt lugng nhd
sulfhemoglobin ciing c6 thé dugc sén sinh. Tré em ¢6 khuynh hudng
tao methemoglobin d& hon ngudi Ién sau khi uSng acetaminophen.
Khi bi ngd doc ning, ban didu cé thé co kich thich hd thdn kinh
trung udng, kich déng, vd mé sang. Tiép theo co thé I4 dc chd hé
thin kinh trung uong: Siing sd, ha than nhigt, mét 1, thd nhanh,
nong; mach nhanh. yéu, khong déu, huyét 4p thdp va suy tuin
hoén. Tryy mach do gidm oxy huy€t tuong d8i va do tdc dyng irc
chd trung tam, tic dung nay chi xay ra vdi liéu rét Ian. Sic co thé
xdy ra néu gian mach nhidu. Con co giat nghet thé gdy 1 vong
c6 thé xdy ra. Thudng hon mé xay ra trudc khi chét dt ngdt hoic
Sau vai ngay hdn me.

DAu higu 1dm sing thudng tdn gan trd nén rd rét trong vong 2
d&n 4 ngay sau khi udng lidu djc. Aminotransferase huyt tudng
ting (ddi khi ting rdt cao) va ndng do bilirubin trong huyét tuong
cling co thé tang; thEm nia, khi thuong t8n gan lan ring, théi
gian prothrombin s& kéo dai. CO thé 10% ngudi bénh bi ngd doc
khéng dugc diéu tri dic higu dd co thudng tn gan nghiém trong;
trong s d6 10% dén 20% cudi cing chdt vi suy gan. Suy thin
cdp ciing xdy ra & mQt s& ngudi bénh. Sinh thi€t gan phat hién
hoai tir trung tam tigu thily tril ving quanh finh mach cifa. O nhitng
truting hgp khong 1 vang, thuang t6n gan phyc hai sau nhidu tudn
hedc nhifu thdng.

12. CAN PHAI LAM G1 KHI DUNG THUGC QUA LIEU KHUYEN CAO:
Théng béo ngay cho bac s§ ho4c d&n bénh vién gan nhat.

Nhd mang theo nhan thuic hoic lugng thudc con fai d€ bic s§ bist
thudc ma ban da ding.

13. NHONG BIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Tham khdo y kign béc sj n€u cdc trigu ching khong thuyén gidm
hodc ngutii bénh bi suy gan hodc suy than ndng.

Ngudi bj phenylceton - nigu, bgnh thifu mau tir trudc va ubng
nhiu rugu

Khona ding vdi cic thudc khdc co chia acetaminophen.

Boi khi ¢6 nhilng phan Ung da gém ban dat sdn ngua va may day;
nhitng phdn itng min cim khic gdm phi thanh qudn, phit mach
va nhiing phdn ing kidu phin vé c6 thé it khi xay ra. Gidm tiéu
cdu, gizm bach cdu va gidm toan thé huy&t cdu da xdy ra voi viec
sit dung nhitng déin ch&t p-aminophenol, déc bit khi ding kéo dai

Tydoleso

Acetaminophen

cdc liu 16n. Gidm bach cdu trung tinh va ban xudt huyst gidm tifu
cdu da xiy ra khi dilng acetaminophen. Hiém gip mdt bach cdu
hat & ngutii bgnh ding acetaminophen.

Uding nhiéu rugu c6 thé gay tng dc tinh véi gan clia acetaminophen,
nén trinh hodic han ché uling rugu.

Thi ky mang thai va cho con bid: Cic nghidn clu trén ddng vat
khéing phat hién bit cd nguy hgi nao d&n sy mang thai va sy phit
trién cia phdi thai-bao thai. Cac nghién ciu trén ngudi chua thiy
¢d nhiing bigu hign c6 hai cho me vi tré dang bd me. Chi dung
acetaminophen & nguii mang thai khi that cdn thidt

Anh hudng ciia thudc d6i vai edng vige: Chua ghi nhin dugc bio
céo phan (ng b4t Igi hodc chua cé nghign ciu nAo v& dnh huling clia
thudc 18n khd nang van hanh may mdc, 1i tau xe, ngudi lam vigc trén
cao va cac truding hgp khic.

14. KHI NAD CAN THAM VAN BAC SY, DUGC SV:

Trong trudng hgp quéd lidu hodc tic dung khong mong mudn.
Khi dang ding thudc khac hodc mét loai thyc phim.

M&u cdn thém théng tin xin hoi § kign bac s hodc dugc sy.

15. HAN DUNG CUA THUGC: 48 thang ké tir ngay san xuit. Khong
diing thuc khi qua han diing.

16. TEN, DJA CHi, BIEU TUGNG CUA cd S8 SAN XUAT:

@

Pharmaceuticals
WHO-GMP

cOnG TY cd PHAN DUGC PHAM OPV
S0 27, Dubng 3A, Khu Cang nghiép Bién Hoa II,
Phutng An Einh, Tp. Bign Hoa, Tinh BBng Nai.
T: (0251) 3 992 999 Fax: (0251) 3 835 088

17. NGAY XEM XET SUA DdI, CAP NHAT LAI NOI DUNG HUGNG
DAN SU DUNG THUGC: 01/12/2017

PHAN 1. HUGNG DAN SU DUNG THUGC CHO CAN
BOYT

1. DUOC LYC HOC:

Nhom duge ly: Gidm dau, ha sot.

M3 ATC: NO2BEO1

Acetaminophen & thudic gidm dau - ha sit hitu higu co thé thay thé
aspirin, tuy vay acetaminophen khodng c¢d higu qud didu tri viém.
\idi lidu ngang nhau, acetaminophen cb tic dyng gidm dau ha st
tuong tu nhu aspirin. Acetaminophen 1am gidm thén nhiét & nouti
bénh 6t nhung higm khi lam gi@m thin nhigt & ngudi binh thubing.
Acetaminophen, véi liéu diu trj, it tic dong dén hé tim mach va hd
hap, khong lam thay dGi cdn bing acid - base, khéing gy kich ing,
xufic hofic chay mdu da day nhu khi diing aspirin va salicylat. Khi diing
qué liu acetaminophen, chét chuyén hod N-acetyl-p-benzoguinonimin
g2y doc nang cho gan. Liéu binh thubng, acetaminophen dung nap
t6t khéing co nhiéu tic dung phy nghiBm trong nhu aspirin. Tuy vy
qué li8u céip tinh (trén 10 g) 58 1am tdn thuong gan gdy chét nguii.

2. DUGC BONG HOC:

Acetaminophen dugc hdp thu nhanh tir dudng tiéu hoa véi ndng do
dinh trong huy8t tuong dat dugc khodng tir 10 - 60 phit sau khi
udng. Acetaminophen dugc phan bE trong hiu hét cic mo cila co
thé. Acetaminophen qua nhau thai va hién dién trong sifa me. Gin
k&t vdi protein huy8t tuong khéng dang k& tai néng do diéu tri théng
thubing nhung gén két s& tang kni ndng do tang. Thai gian ban thal
clia acetaminophen thay ddi 1 khodng 1 dén 3 gidt. Acetaminophen
duge chuyén héa chil y8u & gan va bai tist trong nufic tidu chi
yéu dudi dang lién hap glucuronid (60 - 80%) va lign hgp sulphat
(20 - 30%). It hon 5% dugc bai tiét dudi dang khang ddi. Mot
phén nhd (dudi 4%) dugc chuydn hoa dusi tic dung cla cytochrom
P, thanh chit chuyén hoa. Trting hop ngd doc do ding liu cao,
lugng chat chuy8n hda tang I8n vA dudc khi dic nhd lign hop véi
glutathion. Acetaminophen bj N-nydroxyl héa bdi cytochrom P, dé
tao nén N-acetyl-benzoguinonimin (NAPQ), mt chdt trung gian co
tinh phan Ung cao. Chdt chuyén hoa ndy binh thubing phan Ong
Vi cac nhom sulfhydryl trong glutathion va bj khir hoat tinh. Tuy
nhi&n, néu udng lidu cao acetaminophen, chit chuyén hoa nay dugc
tao thanh voi lugng dii d8 lam can kigt glutathion cia gan; trong
tinh trang dé, chdt NAPQ khong dugc lién hop véi glutathion gy
déc cho t& bao gan, din d&n viém va o6 thé dén dén hoai tir gan.

3. CHI DINH:

Acetaminophen 12 mot thulc gidm dau va ha s6t.

Acetaminophen duge chi dinh trong:

- Ha st

- Biu trj cic con dau nhg dén trung binh gfm: Nhic ddu dau do
cam lanh va c¢am cim, dau hong, dau do hanh kinh, dau sau khi
tiém ngira hay nhd rang, dau rang, dau niia ddu, dau do viém
xudng khiip.

4. CACH DUNG, LIEU DUNG:

Céch dung: Ding dubing udng.

Ligu ding: Ugng thude cdch mBi 4 - 6 gid néu cdn.

- Nguti lén: Usng 1 vién. Khéng diing qué 6 vién/24 gio.

- Tré em i 7 - 12 tudi: UBng ¥ vign. Khiing ding qua 3 vién trong
24 gio.

Khodng cach tdi thidu gitia 2 14n udng: 4 gid.

Luu i Khéng diing thudc dé ty difu tri gidm dau qua 10 ngay & ngubi

I6n va gud 5 ngay O tré em, hofic s6t cao (39,5°C) qud 3 ngiy trll khi

c6 chi dinh cha bac si.

5. CHONG CHi DINH: Ngudi bénh qua mén vii acetaminaphen hodc
vii bt ky thanh phdn nao clia thudc.
Suy gan n@ng.

6. LUU ¥ VA THAN TRONG:

Thén trong va canh bdo ddc bist khi s dung thudt chira hoat chit
acetaminophen: Bic <7 cdn cinh bio bénh nhan vé cic diu hiéu
clia phan Ung trén da nghiém trong nhu hgi ching Steven-Johnson
(SJS), hoi ching hoai tir da nhidm ddc (TEN), hay hdi ching Lysll,
h§i chitng ngoai ban myn mii todn than cip tinh (AGEP).

Tham khdo ¥ Kién bac sT néu cac trigu ching khodng thuydn gidm hodc
trong trufing hgp ngudi bénh bj suy gan hodic suy thin ndng.

Naudi bi phenyleeton - nigu, bEnh thigu mau tir tride vA uing nhidu rugu.
Khong ding voi cac thudc khdc co chua acetaminophen.

Poi khi ¢o nhiing phan dng da gm ban dét sdn nglra va may day;
nhing phan Gng man cam khac gdm phu thanh quan, phit mach va
nhing pnan ¢ng kidu phan va c6 thé it khi xdy ra. Gidm tiéu cdu,
gidm bach cdu va gidm toan thé huyét cdu da xay ra véi vige sif dung
nhiing ddn chét p-aminophenol, ddc bigt khi ding kéo dai céc liéu
16n. GiAm bach cdu trung tinh vA ban xufit huydt gidm tidu cdu a3
xay ra khi dung acetaminophen. Him g#p mat bach cdu hat & nqubi
bénh ding acetaminophen.

Uding nhiéu rugu cd thé gay ting ddc tinh vl gan clia acetaminophen,
nén tranh hodc han ch& udng rugu.

T;gi k; mang thai vd cho con bi: Acetaminophen thufc vé phin
nhém B.

Céc nghién citu trén dong vit khéng phat hién bat cit nguy hai nao d&n
sy mang thai va su phat trién cila phoi thai-bae thai. Cac nghidn clu
trén nguli chua thdy co nhilng biu hign co hai cho me va tré dang
bG me. Chi dung acetaminophen @ ngudi mang thai khi'that cin thigt,
Anh huéing cla thud 461 vdi cong vide: Chua ghi nhan duge béo cio
phén ing bat Igi hodc chua cd nghién ciiu nao vé dnh huing cha thuic
|&n khd ndng van hanh may moc, 1ai tiu xe, ngulli 1am viéc trén cao
va céc trubng hgp khéc.

7. TUONG TAC THUGC:

Uéng dai ngdy liéu cao acetaminophen lam ting nhe téc dung chdng
dong clia coumarin vA din chat indandion.

Ding déng thisi acetaminophen va phenathiazin cb khd ning gay ha
sit nghiém trong.

UBng qud nhiéu rugu va dai ngdy lam ting nguy cd acetaminophan
gay dic cho gan.

Céc thufic chiing co gidt (gBm phenytoin, barbiturat, carbamazepin),
isoniazid ¢d thé |am tang ddc tinh cia acetaminophen trén gan.

8. TAC DUNG KHONG MONG MUGN:

it gap, 1/1000 < ADR < 1/100: Phat ban, budn non, non, loan tgo miu
(gidm bach cdu trung tinh, gidm todn thé huyét cdu, giam bach ciu),
thi€u mau, bénh than, doc tinn thin khi ding thudc dai ngay.

Higm gdp, ADR < 1/1000: Phin (g qud min.

9. QUA LIEU VA XU TRi:

Trigu chifng: Nhi8m dfc acetaminophen 6 thé do ding mét lifu dic
duy nhat, nodc do udng I3p Iai lidu 1 acetaminophen (vi dy 7,6 - 10 g
méi ngay, trong 1 - 2 ngay), hodic do ufing thudtc dii ngdy. Hoai tlt gan
phy thude lidu 1 tic dung ddc cdp tinh nghiém trong nhit do qua lidu
va cb thé gay tir vong.

Budn ndn, nén, va dau byng thuling xdy ra trong vong 2 - 3 gitl sau
khi udng liéu dic cla thufc. Methemoaglobin mau, ddn dén chitng xanh
tim da, niém mac v mong tay 13 mot ddu higu dic trung nhidm doc
cp tinh dén chat p-aminophenal; mét lugng nho sulfhemoglobin clin
c6 thé duge sdn sinh. Tré em ¢6 khuynh hutng tao methemoglobin d
han nguis 16n sau khi udng acetaminophen.

Khi bi ng6 doc ndng, ban ddu cb thé 6 kich thich ha thn kinh trung
uong, kich dong, vi mé sang. Ti€p theo c¢6 thé 13 Gc ché he thin
kinh trung uong: Siing s, ha than nhigt, mét 14, thd nhanh, néng;
mach nhanh, y8u, khdng d8u, huyét &p thdp va suy tudn hoan. Truy
mach do gidm oxy huy8t tuong adi va do tdc dyng Gc ché trung tam,
tac dung nay chi xdy ra vi liéu rédt [6n. Stic cd thé xdy ra nfu gidn
mach nhiéu. Con co giat nghet thé gay tir vong ¢6 thé xay ra. Thuting
hBn me xdy ra trudc khi chét dot ngdt hodc sau vai ngay hon mé.
D&u higu I&m sang thudng t6n gan trii nén ré rét trang vong 2 dén 4
ngay sau khi udng lidu dc. Aminotransferase huyst tuong tang (di
khi ting rit cao) va nfng df bilirubin trong huy€t tuong cling co thé
t&ng; thém nifa, khi thuong tén gan lan rong, thdi gian prothrombin s&
ké0 dai. CO thd 10% ngudi bénh bj ngd doc kndng duge didu tri dic
hiéu dd ¢o thuong t8n gan nghiém trong; trong sé d6 10% dén 20%
cudi cung chét vi suy gan. Suy thin cdp ciing X3y ra & mot s ngudi
b&nh. Sinh thigt gan phat hién hoai tif trung t4m tiéu thiry trir ving
quanh tinh mach cifa. @ nhiing truéing hop khang tir vong, thuong tén
gan phyc hdi sau nhiéu tuin hodc nhigu théng.

Pigu trj; Chdn dodn som rdt quan trong trong didu tri qud lidu
acetaminophen. Gd nhitng phudng phédp xdc dinh nhanh nfing df thuic
trong huy8t tuong. Tuy vy, khéng duge tri hodn didu tr trong khi chd dgi
ket qud xét nghiém n&u benh s ggi 12 qud lidu nang. Khi nhigm doc
ning, diu quan trong 12 phai difu tri hd trg tich cyc. Cin rifa da day
trong moi trudng hgp, 18t nndt trong vong 4 gits sau khi udng. Ligu phip
gidi dbc chinh 1a ding nhilng hgp chit sufhydyl, ¢d I8 tac ding mot
phdn do bd sung dy tril glutathion & gan. N-acetylcystein co téc dyng Khi
udng hodc tiém finh mach. Phi ding thudc gidi doc ngay 13p tic, cang
sdm cang 5t néu chua d&n 36 qid ké tf khi uBno acetaminophen. Didu
trj véi N-acetylcystein c6 higu qua hon khi cho thudc trong thai gian dudi
10 gi¢t sau khi ufing acetaminophen. Khi cha uSng, hoa Iodng dung dich
N-acetylcystein vdi nudc hodc d3 udng khdng co rugu ¢€ dat dung dich
5% va phai uiing trong viing 1 gid sau khi pha. Cho ufing N-acetylcystein
véi lidu ddu tién 1a 140 mo/ko, sau 66 cho tiép 17 liBu nita, mBi liu
70 mg/kg c4ch nhau 4 giv mot En. Chdm dit diu trj néu xét nghiém
acetaminophen trong huyét tuong cho thdy nguy cd déc hai gan thp.
Ciing ¢o thé ding N-acetylcystein theo dubng tinh mach: Lidu ban diu
l& 150 mg'kg, pha trong 200 ml glucose 5%, tiém finh mach trong 15
phit; Sau d6 truyén tinh mach lidu 50mg/kg trong 500 mi glucose 5%
trong 4 gid; tip theo 1a 100 mg/kyg trong 1 1it dung dich trong vong 16
gid tiép theo. NEu khdng cb dung dich glucose 5% thi co thé ding dung
djch natri clorid 0,9%.

Tac dung khing mong muiin clia N-acetylcystein gém ban da (gfm ca
may day, khbng yéu cdu phdi ngiing thudc), budn nbn, ndn, Ta chiy,
va phin {ng kiu phan vé.

NEu khéng ¢o N-acetylcystein, co thé dung methionin. N&u da ding
than hoat trudc khi diang mathionin. thl phai hat than hoat ra khdi da
day trufic. Ngodi ra co thé ding than hoat va/hedc thudc tdy mudi do
chiing ¢6 khi ndng lam gidm hap thy acetaminophen.

10. CAC DAU HIEU CAN LUV Y VA KHUYEN cho:
Khong ding qué lidu chi djnh.
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