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HTIoNG nAN srl ngNc rrruOc DANH CHo BENrr NrrAN

fliru TUUOC: Tovalgan Ef 80

EC xo tim tay trd em. Thilng bdo ngay cho bdc s! hortc duqc sj nhtrng tdc dqng khilng

t,to,tg nudn gqp phdi khi sfr ctltng thudc.

THANH PHAN: Udi gOi thu6c c6m stri bot Tovalgan Ef 80 c6 chria:

Paracetamol...... ...80 mg

Td duqc vira ilir... ...1 gdi ..--

T6 dugc gtim c6: Acid citric khan, natri hydrocarbonat, kali hydrocarbonat, natri carbonat,

duong tring, aspartam, natri saccharin, tinh dAu cam, hydroxypropyl methylcellulose E15,

tween 80, natri benzoat, dAu parafin.

u0 fA sAN pgAM: Thu6c c6m khd toi, kh6ng v6n, miu tr,.ing, miri cam, v!nggt.

QUY CACH DONG C6t: HQp 12 g6i x 1,5 gam; hQp 25 g6ix 1,5 gam.

Tr{uoc Dr.rNG cHo B$NH Gi:

Tovalgan Ef 80 duoc dtng rQng rdi trong diAu trf c6c chimg dau vi s6t ttr nhg d6n vta.

Thu6c c6 tkcdpng giim dau trong c6c trudrng hgrp nhu: dau nhtc dAu, dau nhric nria dAu, dau

hong, dau nhric do cAm l4nh hay cim ctm, s6t vi dau sau khi ti6m vacxin, dau sau khi nh6

rdng hodc sau c6c thri thu4t nha khoa, dau rdng, dau nhric co xuong, dau do vi6m xuong

khop.

Ha s6t do c6c nguy€n nhin gdy s5t kh6c nhau.

nT,T.I uuNG THUOC NAy NHIITHf, NAo vA LITU LI/QNG:

D4ng thudc niy ddnh cho tr6 em cdn n{ng tu 5 d6n 16 kg (khoang 2 thang di5n 5 tuOi). I,ieu

paracetamol hdng ngiy tinh theo cdn n[ng cria tr6, tu6i cria tr6 chi d6 tham khio, huong d6n.

N6u kh6ng bitit c6n n{ng cira tr6, cAn phdi cdn trd tl6 tinh li6u thfch hqp nh6t. Paracetamol c6

nhi6u d4ng phin li0u kh6c nhau dti diAu tri thich hqrp tu! theo thO trgng cia trmg tr6.

Liit) fiudtrg ditng ld:

T16 cdn n{ng tir 5 Oi5n 6 kg (khoan 92 thangtudi) m6i tan aung I g6i n6u can nhic lai

sau 6 gid, kh6ng qu6 4 g6i trong mQt ngiy.

Trd c6n nAng tu 7 d€'n8 kg (kfioang 3 <ttin 9 th6ng tuOD m6i 16n aung I g6i, n6u cen

nhac lai sau 4 gid, kh6ng qu6 6 g6i trong mQt ngiy.

Trd cdn n{ng tt 9 di5n l2kg(khoang tri 9 tttin 24 thangtudi) m5i tan aung 2 g6i, n6u

cin, nhic l4i sau 6 gid, khdng qu6 8 g6i trong mQt ngiy.

T16 c6n.n{ng ttr 13 di5n 16 kg (khoang tir 2 d6n 5 tu6i) mdi tan dung 2 g6i, n6u cAn,

rfiAc l+i sau 4 gid, kh6ng quil2g6i trong mQt ngiy.
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LiAu dtng paracetamol hdng ngdy khuy6n c6o ld khoing 60 mg/kg/ngdy, duoc chia
lim 4 d€n 6 lAn dirng. Khoang 15 mg&g trong 6 gio ho{c l0 mg/kg trong 4 gio. Truong hqp
nghi ngd, tlirng ng6n ng4i h6i y kiiin thAy thu6c ho{c dugc si.

Ctich diury: V(
D6 thudc c6m sti bot trong g6i vio c6c vi th6m mQt lugng thich hqrp (20m1- l00ml

nuoc, sfl'a, nu6c tr6i cdy) tty theo dQ tu6i sri dgng. U6ng ngay sau khi thu6c tan h6t. Dirng

thuOc d6u trilnh duoc nhirng dao dQng vd mric dQ dau hay s6t d tr&em, cAn c6 khoing c6ch

d0u gifra rn6i lan u6ng thu6c, n6n ld khoang 6 gid, ho4c it ntr6t ta 4 gid. Trudrng hgrp c6 bQnh

th6n ndng (suy thfn nlng), khoAng c6ch gita cdc ldn dung thu6c t5i ttri6u h 8 gid. Trong thdi

gian di6u tri, n6u con dau k6o ddi hon 5 ngiy ho{c s6t k6o ddi hsn 3 ngiy ho{c tinh tr4ng

bQnh nhAn tro n6n nghiOm trgng hon hoflc c6 b6t k] triQu chimg ndo kh6c, kh6ng dugc ti6p

tqc sir dgng thu6c mi n6n h6i f kiiin cta thAy thudc hoflc dugc si cria b4n.

IGII NAO XU6NC XTN NUNG THU6C NAY:

Thu6c ndy kh6ng dugc dung trong nhihrg trudrng hgrp sau:

Dirmg vdi paracetamol.

Nguoi bQnh thiiSu hgt glucose - 6 - phosphat dehydro-genase.

rAc ngNG KHONG MoNG MUON (ADR):

Phan ung da nghiEm trgng nhu hQi chtmg Stevens-Johnson, hQi chtmg Lyell, ho4i tir

bi6u bi nhi6m dQc, mgn mri ban it6 todn thdn c6p tuy hitim xiry ra,nhmg c6 khi n[ng gAy tu

vong. N6u th6y xu6t hiQn ban ho{c c6c bi6u hiQn kh6c v€ da" phii ngtrng dtrng thudc vd th[m

khiun thAy thudc

Ban da vi nhiing phan tmg di ung lih6c thinh thoang xiy ra. Thulng li ban d6 ho{c

mdy day, nhung d6i khi nqng hon vd c6 tnd tem'theo si5t do thu6c vi thuong t6n ni6m m4c.

Nguoi bQnh m6n cim voi salicylat hiiim mdn cim voi paracetamol vi nhting thu6c c6 li6n

quan. Trong mQt s6 it truong hqrp ri6ng 10, paracetamol <te gdy giim b4ch ciu trung tinh, giam

ti6u cAu vA giim toan th6 huytit cAu.

it g;t1t,1/1000 < ADR < 1/100

Da: Ban.

D4 dny - ruQt: Bu6n n6n, n6n.

Huyi5t hgc: Lo4n t4o m6u (giarn b4ch ciu trung tffi, gi6m todn th6 huy6t ciu, giim b4ch cAu),

thi6u m6u.

Thfln: Benh than, <tQc tinh thAn khi lam dung dai ngdy.

Hiiiry g(p, ADR < 1/1000

Kh6c: Phan rmg qu6 m6n.
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I{udrrg dfrn cich xfr tri ADR

N6u xdy ra nhirng t6c dpng kh6ng mong mu5n nghi0m trgng, ngirng dtrng paracetamol. Vd

di6u tri, xin doc phAn: "Qu6liAu vd c6ch xt tri".

Glri chri: Tlrilng bdo clto bdc s! nltitng tdc dyng khhng mong mudn ggp phdi khi sft dyng

fiudc.

NIn TnANH DUNG I{HING THU6C HoAC TIIT/C PHAM ci xHT DANG SU

DUNG THU6C NAY: .\:

U6ng dii ngiy lidu cao paracetamol ldm tlng nhg t6c dgng ch6ng ddng cira coumarin

vi dAn ch6t indandion. T6c dpng niy c6 vd it hoflc kh6ng quan trgng ve lam sing, n6n

paracetamol duo.c ua dtng hon salicylat khi cdn ginm dau nhg ho4c h4 si5t cho ngudi,bQnh

dang dtng coumarin hoac d5n ch6t indandion. ll4
Cin phai chri f dtin khn ndng gdy ha s6t nghiOm trgng o ngudi bQnh dung aOtj tnOi

phenothiazin vd ligu ph6p ha nhiet.

UOng rugu qui nhi6u vi ddi ngdy c6 th6 hm tlng nguy co paracetamol g6y rtQc cho

garl.

Thu6c ch6ng co gift (g6m phenytoin, barbiturat, carbamazepin) gay cim mg enzym o

microsom thti gan, c6 th0 ldm ting tinh dQc har gan cira paracetamol do t[ng chuy6n h6a thu6c

thdnh ntrirng ch6t dQc hai voi gan. Ngoii ra, dtrng d6ng thoi isoniazid voi paracetamol ctng

c6 th6 d6n diin tdng nguy co dgc tinh vdi gan, nhtmg chua x6c dinh duqc co ch6 chinh x6c

cria tuong t5c ndy. Nguy co paracetamol gdy dQc tinh gan gia ting dring k0 d nguoi bQnh u6ng

lidu paracetamol lcrn hon li6u khuy6n dung trong khi dang dung thutic ch6ng co gift ho{c

isoniazid. Thuong kh6ng c6n gidm 1i6u o nguoi bQnh dung ddng thoi li6u di6u tri paracetamol

vi thudc ch6ng co gift; tuy vfly, nguoi benh phai han chiS tU dung paracetamol l,hi dang dung

thu6c ch6ng co gift hoflc isoniazid.

cAN lAnn ci rcu MQr t Ax quEN KITONG DIING THUOG:

N6u cdn trong thoi gian ilidu tri can u6ng [6u k6 ti€p nhu liAu dung vi c6ch dung trong t&

htrdng din st dgng thu6c ndy

cAN uAo euAN THUOc ivAv NHt/ TIrE NAo: Noi kh6 m6t, nhiet dO duoi 300c,

trdnh 6nh s6ng.

NHtn\c uAu HrF.u vA rRrr.0u cH(tNc Krrr Dt NG THUOc QUA lrEu:
* Bidu hiQn qud liiu:

NhiSm dQc paracetamol c6 th6 do dung mQt [Au dQc duy nhAt, ho{c do uiing l+p l+i li6u

l6n paracetamol (vi dg 7,5 - l0 g m6i ngdy, tong I - 2 ngity), hoflc do u6ng thuiSc dai ngdy.
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I{o4i ti'gan phg thuQc fiAu ld t6c dpng dQc cAp tinh nghi6m trqng nh6t do qu6li6u vi c6 th6 gdy

tu vong.

Budn n6n, n6n, vd dau bpng thulng xay ra trong vdng 2 - 3 gio sau khi u6ng HAu dQc

cira thu6c. Methemoglobin - m6u, d6n <ttin chimg xanh tim da, ni6m m4c vi m6ng tay li mQt

dAu hiQu d[c trmg nhi6m dQc cdp tinh ddn ch6t p - aminophenol; mOt lugng nho

sulflrernoglobin cfing c6 th6 dugc sin sinh. Trd em c6 khuynh hudmg t4o

hcrn nguoi l6n sau khi u6ng paracetamol.

Khi bi ngQ dQc n{ng, ban dAu c6 th6 c6 kich thich hQ than kinh trung ucrng, d0ng,

vi m6 sdng. Ti€p theo c6 ttr0 ta ric ch6 he than kinh trung umg; silng sd, ha thdn nhigt; mQt

ld; tho nhanh, n6ng; m4ch nhanh, y6u, kh6ng <tdu; huyiit 6p thdp; vi suy tudn hoan. Truy

rnqrch do giim oxy huytit tuong A5i va do t6c dgng ric chti trung tAm, t6c dgng niy chi xiy ra

vdi [Au r6t lon. SOc c6 th6 xiy ra n6u gi6n m4ch nhiAu. Con co gift nghgt thd gdy trl vong c6

th6 xiy ra. Thulng h6n m€ xiy ra trudc khi chiSt dQt ngQt ho{c sau vdi ngdy h6n m6.

DAu hiQu lAm sang thuong t6n gan tr& n6n rd rQt trong vdng 2 d6n 4 ngiy sau khi

udng li6u d6c. Aminotransferase huytit tuong t6ng (i16i khi t[ng r.it cao) vi n6ng dQ bilirubin

trong huy6t tuong cfing c6 th6 tang; th6m ntia, hhi thuong t6n gan lan rQng, thoi gian

prothrornbin k6o dai. C6 ttr6 tOX ngudi benh bi ngQ tlQc kh6ng dugc di€u tri dac hipu d6 c6

tlruong t6n gan nghiCm trgng; trong s6 db lO% d€n20% cu6i cung chtit vi suy gan. Suy than

cAp cfing xiy ra d mQt sO nguoi benh. Sinh thi6t gan ph6t hiQn ho4i tu trung t6m ti6u thiry tru

virng quanh tinh m4ch cria. O ntrtng trudmg hqp kh6ng tft vong, thuong t6n gan phgc h6i sau

rilriAu tuAn ho4c nhiOu thang.

cAx pHlr LAM ci xm DUNG THUOc euA Lm,u KrruvEN cAo:
* Cdch x* tr[:

ChAn doan som r6t quan trgng trong di€u tri qu6 fidu paracetamol. C6 nhfhrg phuong

phip x6c dinh nhanh ndng <tQ thu6c trong huyiSt.tuong. Tuy vfy, kh6ng dugc tri hoen di6u tri

trong khi chs k.5t qua xet nghiQm ni5u bQnh sri gqr f h qua liOu n{ng. Khi nhi6m dQc n[ng,

di6u quan trgng h phii <li6u tri h5 trq tich cgc. Cin rua da ddy trong mgi trulng hqrp, t6t nh6t

trong vdng 4 gid sau khi u6ng.

LiQu ph6p gini dQc chinh li dtrng nhiing hqp ch6t sulftrydryl, c6 lE t6c ttQng mQt phAn

do b6 sung dg trii glutathion d gan.

N-acetylcystein c6 t6c dUng khi ui5ng ho{c tiOm tinh m4ch.Phii cho thu6c ngay lfp

tric n6u chua di5n 36 gid k6 ttr khi u6ng paracetamol. Di6u tri v6i N - acetylcystein c6 hipu

qud hon khi cho thu6c trong thoi gian duoi l0 gid sau khi u6ng paracetamol. Khi cho udng,

hda lodng dung dich N - acetylcystein voi nu6c hoec dd u6ng khdng c6 ruqu d6 Aat dung dich
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5oh vd phii udng trong vdng I gio sau khi pha. Cho u6ng N - acetylcystein v6i lidu dAu ti6n
ln 140 mg/kg, sau d6 cho tii5p 17 li6u nta, m6i fi6u 70 mg/kg c6ch nhau 4 gio mQt lAn. Ch6m
drit di6u tri nOu xdt nghiQm paracetamol trong huytit tuong cho th6y nguy co dQc h.i gan
thAp.

T6c dgng ktr6ng mong mu5n cria N - acetylcystein g6m ban da (gdm cn miy day, kh6ng
y6u cau phai ngtmg thu6c), bu6n n6n, n6n, ia ch6y, vd phan ung ki6u phan vQ.

N6u ktr6ng c6 N - acetylcystein, c6 th6 dung methionin (.xem chuyen lufln methionin).
Ngoii ra c6 thiS dirng than hopt valho{c thu6c t6y mu6i, chung c6 khd ndng ldm giam h6p thg

llaracetamol.

NHONG EIIU CAN THAN TRSNG KHI DTING THU6C NAY: d
Phdn img php nghiCm trgng tr6n da m{c dt tf lQ mic phni h kh6ng cao nhtmg nghi6m

trong, th4m chi de dga tinh m4ng bao gdm hQi chung Steven - Jonhson (SJS), hQi chtmg

ho4i tri da nhi6m dQc: Toxic epidermal necrolysis (TEN) hay hQi chimg Lyell, hQi chtmg

ngo4i ban mgn mri toin thin c6p tinh: Acute generalizaed exanthema.tous pustulosis

(AGEP).

IriQu chimg cia c6c hQi chrmg n6u trOn dugc m6 ti nhu sau:

HQi chilmg Steven - Jonhson (SIS): Ln d! ung thudc thO bqng nudc, bgng nu6c khu tru d

quanh c6c h6c tg nhi6n: M6t, m[i, miQng, tai, bQ phfn sinh dpc vi h{u mon. Ngoii ra c6 th6

kern theo s6t cao, viOm ph6i, rtii lo4n chrlc n6ng gan thfn. Chan doan hQi chtmg Steven -
Jonhson (SJS) khi c6 it nh6t 2h6ctu nhiOn bit6n thuong.

HQi ch*ng hoqi t* da nhidm dQc (IEN): Le the di ung thutic n4ng nh6t, g6m:

+ C6c t6n thuong tta d4ng d da: Ban d4ng sdi, ban d4ng tinh hdng nhiQt, h6ng ban ho{c c6c

bong nu6c birng nhung, c6c t6n thuong nhanh ch6ng lan t6a khip nguli.

+ Tdn thuong ni6m m4c *6t: Viem gi6c m4c, vi6m ktit m4c mt, lo6t gi6c m4c.

+ Tdn thuong ni6m mqc ttudng ti6u h6a: Vi6m miQng, trgt ni0m mpc miQng, lo6t hAu, hgng

thgc quin, d4 diy, ruQt.

+ T6n thuong ni0m m4c dudng sinh dgc, ti6t nigu.

+ Ngoii ra cdn c6 c6c triQu ch(mg toan thdn trAm trgng nhu s6t, xudt huytit tlulng ti6u h6a,

i t. I
vi6m ph6i, vi6m ciu thfn, vi6m gan... ti le trl vong cao l5-30o/o.

H\i ch*ng ngoqi ban mltn mi ngodi thdn ciip t{nh (AGEP): MUn mri vO trung nh6 phdt sinh

tr6n n0n hdng ban lan rQng. T6n thuong thulng xudt hiQn b c6cn6p g6p nhu n6ch, bgn vd

m{t, sau d6 c6 th6 lan rQng toan th6n. TriQu chimg toan th6n thuCmg c6 li si5t, x6t nghiQm

rnriu b4ch cAu mrii trung tinh tlng cao.
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- I(lti ph6t hi6n nhirng dAu hiQu ph6t ban tr6n da diu ti6n hoac bdt kj dAu hiQn ph6n img qu6

min ndo khdc, bQnh nhdn cAn phii ngtrng sri dpng.thuOc. Ngudi dd ttmg bi c6c phan img da

nghiCm trong do paracetamol gdy ra thi kh6ng dugc dirng thu6c trd l{ vd khi dtin kh6m chta
b6nh cAn phni th6ng b6o cho nhdn vi€n y tC Ui6t rO,6n dA ndy. '

Phii b6o ngay cho thAy thu6c khi ding gu6 liOu, ho4c nhd cho u6ng lidu qu6 cao.

Thudc ndy chria paracetamol vi vfy kh6ng su dgng ctng vdi c6c thu6c kh6c cflng c6 chria

paracetamol, d6 trenh qu6li6u hang ngiy dd dugc chi dinh. 
[|..l

Ntiu triQu chimg dau dai ding qu6 5 ngiy, hodc cdn s6t qu6 3 ngiy, hoflc thUdc chua

clir hi€u quii, ho[c th6y xuAt hi6n cdc tri6u chimg kh6c, kh6ng titip tqc diAu tri mi n6n hoi y

ki6n thAy thu6c cfra b4n.

Truong hqp c6 bQnh gan n{ng, hodc bQnh thdn, phdi h6i y kiiin thAy thu6c tru6c khi

dung paractetamol.

Truong hgp 6n ki€ng mu6i ho4" dn nhat (ginm muOi; phAi hoi f kitin thly thu6c.

Vdi li6u thu6c khuyrin c5o, kh6ng n€n thay thti aspirin v6i paracetamol. Trucmg hqp

:,
nghi ngd, dtmg ngdn ng4i hoi f ki€n b6c s! cria b4n.

SU,,DUNG CHO NGTIOI MANG THAI VA CHO CON BU:

* Thbt kj mang thai:

Chua x6c dinh dugc tinh an todn cta paracetamol dung khi thai ngh6n li€n quan di5n rdc .^\
clung khdng mong mu5n c6 th6 c6 d6i voi ph6t tri6n thai. Do d6, chi n6n dtng paracetamol d t)\
nguoi mang thai khi that can. )?)]

l* ll* Thdi k! cho con bri: :0/. ?//

Nghi€n cftu o nguoi mg dung paracetamol sau khi d6 cho con bt, kh6ng thAy c6 tic /

dpng kh6ng mong mu6n o trd nh6 bri m9.

rrrc ogNG cfiA rHUoC KHI LAI XE VA Vd,X UANH MAY ryr6c:

Thudc kh6ng gdy bu6n ngu vi v4y dtrng dugc cho ngudi khi l6i xe vd v$n hanh miy m6c.

HAN DUN Gt 24 th6ngk6 tt ngdy sin xu6t.

Nhi sin *rAc cONG TY cP DLIqc PHAM TRIIOI{G THQ

Tm so: SO gf finh Lang - Ba Dinh - HA NQi

Di-Crr thoai: 04.37666912 Fax:043.7666914

San xuAt t4i: L6 Ml, dudrng N3, Khu c6ng nghiQp Hoa X6, Nam Dinh

DiQn tho4i: 0350.3670733 Fax:03503.671098

NGAY XEM XET SIIA EoI, CAP NHaT LAI NQI DUNG IilJor'{G DAN Str DLrNG

THUOC:
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TN3 ozzt G*)

HTIoNG nAN srl ngNc ruu6c uArur cHo cAN nq y rt
fnN TUU6C: Tovatgan Ef 80

TI{ANH pUAN: UOi gOi thu6c c6m sti bgt Tovalgan Ef g0 c6 chria:

Paracetamol...... ...80 mg

Td dtqc vba i|il... ...1 gdi
Tri rlug'c gdm c6: Acid citric khan, natri hydrocarbonat, kali hydrocarbonat, natri carbonat,

cluong trlng, aspartam, natri saccharin, tinh dAu cam, hydroxypropyl methylcellulose El5,
tween 80, natri benzoat, dAu parafin.

DANG BAO CHf : Thu6c c6m siri bgt.

cAc ndc riNH Dr/qc LUc Hec:
Nh6rn duoc luc: Thu6c gidm dau, h4 s6t lJrdng steroid

Mf,.ATC:N02BE01

v-{

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) ld ch6t chuytin h6a c6

hoat tinh ctia phenacetin, li'thu6c ginm dau - h4 sOt trfru hiQu c6 th6 thay thti aspirin; tuy vfly,

khirc v6i aspirin, paracetamol kh6ng c6 hiQu quidiAu tri vi6m. Vdi liOu ngang nhau tinh theo

gam, paracetamol c6tic dpng ginm dau vi ha s6t tuong tg nhu aspirin.

Paracetamol lam giAm thdn nhiet d nguoi bQnh s6t, nhung hii5m khi ldm giam than

nhi6t o nguoi binh thuong. Thu6c t6c dQng l6n virng du6i dOi g6y ha nhiQt, t6a nhiqt tdng do

gi6n mach vi tdng luu lugng m6u ngo4i biOn.

Paracetamol, v6i fiAu didu tr!, ft t6c dQng di5n he tim m4ch vi h6 h6p, kh6ng lim thay

d6i c6n bing acid - base, kh6ng gdy kich img, xu6c hoflc chiy m6u d4 diy nhu khi dung

salicylat, vi paracetamol kh6ng t6c dgng tr6n cyclooxygenase tod.ur thdn, chi t6c dQng d6n

cyclooxygenase/prostaglandin cira hQ than kinh tung uong. Paracetamol kh6ng c6 t6c dpng

tL6n ti6u cAu ho{c thdi gian chiy m6u.

Khi dung qu6 li6u paracetamol mQt ch6t chuy6n h6a li N - acetyl - benzoquinonimin

gAy dQc nflng cho gan. Li6u binh thucrng, paracetamol dung npp tiSt, k*r6ng c6 nhidu t6c dyng

phg'cfa aspirin. Tuy vfy, qu6li6u cdp tinh (trOn 10 g) hm thuong t6n gan g6y ch6t ngudi, vi
nhtng yll ngQ ttQc vi t.u v6n bang paracetamol dE tdng l6n mQt c6ch <tang 1o ng4i trong nhiing

ndm gin ddy. Ngoii ra, nhiAu nguoi trong d6 c6 ci thAy thudc, dudmg nhu kh6ng bi6t t6c

dpng ch6ng vi€m k6m cta paracetamol.

DIIQ'C DQNG HQC:

Hdp thu

Paracetamol dugc h6p thu nhanh ch6ng vd hAu nhu hoan toan qua <lulng tiOu h6a.

Thftc dn giiru carbon hydrat lnm gitm ti 10 h6p thu cia paracetamol. N6ng dQ dinh trong

huy6t tuong d4t trong vdng 30 diin 60 phrit sau ktri u6ng vdi fiAu di6u tri.

Phdn b(i

Paracetamol phAn b6 nhanh vi tl6ng d6u trong pnan ton c6c mO cta cs th6. Khoang

25Yopuacetamol trong m6u kiSt hqrp voi protein huy6t tuong.

C4'
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Thdi rri'

Nira doi huy6t tuong cia paracetamol li,l,25 - 3 gio, c6 th6 k6o ddi v6i li6u gdy dQc

hodc o ngudi bQnh c6 thuong t6n gan.

Sau li6u diAu tri, c6 th6 tim thdy 90 diSn IOO% thu6c trong nu6c ti6u trong 4gdy thri

rrlrit, chi y6u sau khi li6n hgp trong gan v6i acid glucuronic (khoang 60%), acid sulfuric

(khoAng 35%) ho{c cystein (khoang 3%); cflng ph6t hiQn thAy mQt lugng nh6 nhirng ch6t

clruy6n h6a hydroxyl - ho6 vi khu acetyl. Trd nh6 it kha ndng glucuro li6n hgp. voi thu6c hon

so vdi ngudi lon.

Paracetamol bi N - hydroxyl h6a boi cytochrom Pa5e' d6 t4o n6n N - acetyl -

benzqquinonimin, mQt chAt trung gian c6 tinh phan ung cao. Ch6t chuyrln h6a niy binh

thtttrrrg phin img voi ciic nh6m sulfhydryl trong glutathion vi nhu vfly bi kht ho4t tinh. Tuy

^ 
t ,.1

nhi6rt, n6u u6ng liOu cao paracetamol, chit chuy6n h6a ndy dugc tpo thanh v6i luqng dt de

ldm can kiQt glutathion cria gan; trong tinh tr4ng d6, phan img cria n6 voi nh6m sulftrydryl

ctra protein gan tdng l6n, c6 thti d6n d6n ho4i tu gdn.

QUY CACU O6xC C6r: HQp 12 g6i x 1,5 gam; hQp 25 g6ix 1,5 gam.

cui olNn:
Tovalgan Ef 80 dugc dtng rQng rdi trong diAu tri c6c chrmg dau vd s6t tt nhg d6n vta.

Thudc c6 t6c dgng giim dau trong c6c trudng hgrp nhu: dau nhric diu, dau nhrlc nria diu, dau

hgng, dau nhric do cim lAnh hay cim ctm, s6t va dau sau khi ti6m vacxin, dau sau khi nho

rlng ho{c sau b6c tht thuQt nha khoa, dau rdng, dau nhtic co xuong, dau do vi6m xuong

khdp.

Ha s6t do c6c nguy6n nhdn g6y s6t khec nhau.

LIEU DUNG VA CACH UUNC:

Dang thui5c niy dinh cho tr6 em cin n4ng ttr 5 dtin 16 kg (khoang 2 th6ng diSn 5 tuOi;. ti0u

paracetamol hang ngiy tinh theo cdn n{ng cira tr6, tu6i cria tr6 chi tt6 tham khio, huong d6n.

NOti khdng biiSt c6n nflng cira tr6, cin phAi cdn trd d6 tinh li6u thich hgp nh6t. Paracetamol c6

nhi6u d4ng phin li6u kh6c nhau <tC dieu tri thich hqp tuj theo the trgng cta timg tr6.

Liiu thu:dng dilng ld:

Trd cdn n{ng tir 5 d6n 6 kg (khoang 2 thingtu6i) m6i tAn aung 1 g6i ntiu cAn nhic lai

sau 6 gid, kh6ng qu6 4 g6i trong mQt ngiy.

T16 cdn n{ng tu 7 di5n 8 kg (lJroang 3 diSn 9 thang tu6i) m6i mn aung I g6i, n6u cin

nhic lai satr 4 gid, ktr6ng qu6 6 g6i trong m$t ngiy.

TrO cdn nflng tir 9 di5n l2kg(khoang tu 9 diSn 24 thingtu6i) m6i Hn aung 2 g6i,ndu

cAn, rihic l4i sau 6 gid, kh6ng qu6 8 g6i trong mQt ngey.

T16 cdn n4ng rE 13 di5n 16 kg (khoang tt 2 d6n 5 tu6i) m5i mn dung 2 g6i, n5u cAn,

rrhic l4i sau 4 gid, kh6ng qud12 g6i trong mQt ngiy.
- .l , r r ! i I t t! t l
Lreu oung paracetamol hang ngiy khuyiSn c6o li lJroang 60 mgfi<gligiy, dugc chia

Iim 4 dtin 6 dn dtrng. Khodng 15 mg/kg trong 6 gio ho{c 10 mg/kg trong 4 gid. Tru&ng hqp

nghi ngo, dtmg ngdn ng4i h6i f kil5n thAy thuOc hoic dugc si.
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Crich diurg:

pO thu6c c6m siri bgt trong g6i vdo c6c vi th6m mQt lugmg thich hqp (20rnl - l00ml

ruuoc, s[a, nu6c trdi ciy) tty theo d0 tudi sri dgng. U6ng ngay sau khi thu6c tan h6t. Dtrng

thu6c dAu tr6nh duoc nhirng dao dQng vA mric dQ dau hay siit o tre em, cAn c6 khoang c6ch

ddu giira m5i tAn u6ng thu6c, nOn li khodng 6 gi&, ho{c it ntr6t U 4 gio. Truong hqp c6 bQnh

thin ning (suy thfn n{ng), khodng c6ch gita cdc ldn dung thu6c tOi ttri6u ld 8 gid. Trong thdi
. -,1 . a -gian di€u tri, n6u con dau k6o ddi hon 5 ngiy hoflc s6t k6o dii hon 3 ngiy hoflc tinh tr4ng

bQnh nhAn trd n6n nghiOm trgng hon ho{c c6 b6t k} trieu chung;o kh6c, kh6ng duqc ti6p

ttrc st'dung thu6c mi n6n h6i j ki6n cta thAy thu6c hodc dugc si cria b4n.

crloNc cni oryn:
Thi6c niy kh6ng dugc dtrng trong nhirng truong hgrp sau:

Dirmg vdi paracetamol.

Ngu<ri bEnh thi6u hut glucose - 6 - phosphat dehydro-geruNe.

THAN TRQNG:

Bic s! c6n ctnh b6o bQnh nhdn v6 c6c dAu hiQu cira phan ung tr6n da nghiOm trong

nhu hQi chimg Steven - Jonhson (SJS), hQi chtmg ho4i tir da nhi6m dQc (TEN) hay hQi

chiurg Lyell, hQi chung ngo4i ban mgn mtr toirn th6n c6p tinh (AGEP).
,(.

Thu6c niy chfa paracetamol vi vfy lrh6ng sti dpng ctng vdi c6c thu6c kh6c cfing c6

chira paracetamol, <16 tranh qu6liAu hing ngiy tld dugc chi dinh.

Can tn4n trgng trong qu6 trinh di6u tri cho ngudi benh n6u triQu chimg dau dai d6ng

qui 5 ngiry, hoflc cdn sdt qu6 3 ngiy, hoflc thu6c chua dtr hiQu qui, hoflc th6y xu6t hiQn c6c

triQu chimg kh6c.

C6n thfn trgng ktri dung paractetamol d6i v6i trudng hqp c6 bQnh gan n{ng, ho{c

bQnh thdn.

iAn than trgng khi dirng thu6c A6i vOi truong hqp bQnh nhan 6n ki6ng mutii ho{c an

nh4t (giim muOi;.

V6i liAu thu6c khuyi5n c6o, kh6ng n6n thay th6 aspirin voi paracetamol.

sr.I DUNG cHo NGrId MANG THAr VA CHO CON B0:
* Thtri k) mang thai:

Chua x6c dinh ttuqc tinh an todur cria paracetamot dung kfii thai nghdn 1i0n quan di5n tic

clgng kh6ng mong mo6n c6 th6 c6 d6i voi ph6t ti6n thai. Do d6, chi nOn dirng paracetamol d

ngudi rnang thaikhi thAt cen.

* Thli k] cho con bri:

Nghi€n cr?u d nguoi m9 dung paracetamol sau khi dd cho con bri, khOng th6y c6 tac

dpng kh6ng mong mu6n d trd nh6 bri m9.
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rAc ogNG cuA rnu6c xril L.q,r xE vA vAN HANH wrAy wr6c:
'fhu6c kh6ng gdy budn ngir vi vfly dung dugc cho ngudi khi l6i xe vi vfln hnnh m6y m6c.

ru'o]\G rAc rHu6c:
.,4
Udng ddi ngiy li6u cao paracetamol ldm t[ng nhg t6c dung ch6ng d6ng cria coumarin

vr\ dhn ch6t indandion. T6c dpng ndy c6 vd it ho+c kA6ng quan trgng vA tam sing, nOn

paracetamol dugc ua dtng hon salicylat khi c6n giim dau nhg ho4c h4 sdt cho ngudi bQnhr

dang dtng coumarin hoflc d6n ch6t indandion. 1,,{
CAn phni chri f d6n khn n[ng gdy ha s6t nghiCm trqng o ;!uoi bQnh dung d6ng thJ{

phenothiazin vd liQu ph6p ha nhi€t.

U6ng ruqu qu6 nhiAu vd ddi ngiy c6 the lam tang nguy co paracetamol giy dQc cho

galt.

Thu6c ch6ng co gift (g6m phenytoin, barbiturat, carbamazepin) g6y cim img enzym o

rnicrosom th6 gan, c6 th6 lirm t[ng tinh dQc h4i gan cta paracetamol do tdng chuyiSn h6a thu6c

thinh nhfi'ng ch6t aQc hai v6i gan. Ngoiri ra, dtng d6ng thdi isoniazid voi paracetamol ciing

c6 th6 d6n dtin t[ng nguy ccr dQc tinh v6i gan, nhtmg chua x6c dinh tluqc co chti chinh x6c

cta tuong t6c ndy. Nguy co paracetamol g6y dQc tinh gan gia t[ng dang kO d nguoi bQnh u6ng

li6u paracetamol lon hon li6u khuyEn dirng trong khi dang dung thutic .h6ng co gift ho4c

isoniazid. Thucrng kh6ng cdn giam fi6u d ngudi bQnh dung tl6ng thoi fidu di6u triparacetamol

vd thu6c ch6ng co gift; tuy vfy, nguoi bQnh phai han chi5 t.u dung paracetamol kai <tang dung

thu6c ch6ng co gi4t hoflc isoniazid

'rAc nqNG KHONG MoNG MUON (ADR):

Phdn ung da nghiOm trgng nhu hQi chimg Stevens-Johnson, hQi chung Lyell, hoai tt
bi6tr bi nhi6m dQc, mpn mri ban d6 todn th6n cdp tuy hitim xdy ra, nhmg c6 khi ning giy ttl

vong. NCu thAy xu6t hiQn ban hoflc crlc bi6u hiQn kh6c vd da, phii ngung dung thu6c vi th[m

l<hdrn thAy thu6c

Ban da vi nhirng phan rmg di ung kh6c thinh thoang xiy ra. Thulng li ban d6 ho{c

miy day, nhung d6i khi n{ng hon vi c6 thiS kem theo stit do thu5c vi thuong t6n ni6m m4c.

Nguoi bQnh m6n cdm voi salicylat hitim mdn cdm voi paracetamol vd nhimg thu6c c6 1i6n

quan. Trong mQt s6 it truong hqrp ri6ng 16, paracetamol dd g6y gi6m bach cAu mng tinh, giim
..1 I .
ti6u ciu vi gidnrtoan thO huy6t c6u.

it gi,p,1/1000 < ADR < l/100

Da: Ban.

Dqr ddy - ruQt: Bu6n n6n, ndn.

Huyi5t hoc: Lo4n t4o m6u (giAm b4ch cAu trung tfnh, giim toan th6 truy6t ciu, giim b4ch ciu),

thi6u m6u.

Thfln: Befi thfn, tlQc tinh thAn khi lam dqng dii ngay.

4

,'--
)76

ijT
HA.

PHI

,GT

=4
1P

I
l,l!
E

'l

i'..Ii

,,
i.t

https://nhathuocngocanh.com/



Hi|nt gqp, ADR < 1/1000

I(h6c: PhAn img qu6 m6n.

Ilu6rrg din cich xfr tri ADR
N6u xiy ra nhirng t6c dgng khdng mong mudn nghiCm trgng, ngung dirng paracetamol. Vd
di6u tri, xin dgc phAn: "Qu6liOu vd c6ch xir tri".

Ghi chri: Th6ng bdo cho bttc s! nhirng ttic dyng khing mong mudn grtp phdi khi sft tlqng
thu6c. t

I
euA Lrtu vA cAcH xtl rni: . \s itl
* Bidu hiQn qud liiu: f 

D

Nhi6m d6c paracetamol c6 thd do dung mQt fiAu dQc duy nhAt, ho{c do u6ng lap lai [6u
l6n paracetamol (vi du 7,5 - 10 g m5i ngdy, trong I - 2 ngiry), ho[c do u6ng thu6c dii ngiy.
IJoai tir gan phu thuQc li6u ln t6c dqng d$c c6p tirih nghiOm trgng nhAt do qu6 [Au vi c6 th6 gfiy

tri vong.

Bu6n n6n, n6n, vi dau bqng thuong xiy ra trong vdng 2 -3 giit sau khi u6ng fidu dQc

cira thudc. Methemoglobin - m6u, ddn dtin chtmg xanh tim da, ni6m m4c vi m6ng tay li mQt

dAu hiQu tlflc tnmg nhiSm dgc c6p tinh dan ch6t p - aminophenol; mQt luqng nh6

sulflremoglobin ciing c6 thti dugc sin sinh. T16 em c6 khuynh huong t4o methemoglobin dE

hon ngudi lon'sau khi u6ng paracetamol.

Khi bi ngQ dQc n{ng, ban dAu c6 th€ c6 kich thich hq then kinh trung uffig, kich dQng,

vi mC sAng. Titip theo c6 thC la ric ch6 he than kinh trung ucmg; sthrg sd, hathtn nhiQt; mQt

la; tho nhanh, n6ng; m4ch nhanh, y6u, kh6ng tt6u; huytit 6p th6p; vd suy tuAn hoan. Tr.uy

mach do.gi6m oxy huy6t tuong aOi va do tic dgng ric chii trung tim, t6c dgng niy chi xiy ra
v6i liAu r6t lon. SOc c6 th6 xny ra n6u gidn m4ch nhi6u. Con co gift nghgt thd giy tir vong c6

th6 xny ra. Thulng h6n m€ xiy ra tru6c khi ch6t t10t ngQt ho{c sau vdi ngdy h6n m6.

D6u hiQu l6m sang thuong t6n gan trd n6n rd rQt trong vdng 2 d6n 4 ngdy sau khi

u6ng li6u <IQc. Aminotransferase huyiSt tuong teng (d6i khi tlng r6t cao) vi nting <10 bilirubin

trong huyi5t tuong cfing c6 th€ ting; th6m nfra, khi thuong t6n gan lan rQng, thdi gian

prottuombin k6o dei. C6 th| rc% nguoi benh bi ngQ t10c lih6ng tlugc di6u tri <lac hiQu dE c6

tlruong t6n gan nghiOm trgng; trong s6 d6lO% d6n20% cui5i cung ch6t vi suy gan. Suy thfn

cAp cfing xiy ra o mQt-s5 ngudi benh. Sinh ttritit gan ph6t hiQn ho4i tri trung tdm ti6u thiry tru

vtrng quanh tinh m4ch cria. O nht'ng trudrng hgrp kh6ng tft vong, thuong t6ri gan phpc h6i sau

nhi6u tu6n ho{c nhiAu th6ng.

* Ccich x* trii
Chan doan sorn r5t quan trgng trong di6u tr! qu6li6u paracetamol. C6 nhtng phuong

phdp x6c dinh nhanh n6ng dQ thu6c trong huy6t tuong. Tuy vfy, kh6ngtlugc.tri hofln itidu tri

trong khi chd ktit qui x6t nghiQm ntiu bQnh srl ggr f li qu6 fidu n[ng. Khi nhi6m ttQc n{ng,

di6u quan trgng h phni di6u trihd trq tich cgc. Can rua da dny trong mgi truong hqp, t6t nh6t

trong vdng 4 gid sau kti u6ng.
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Li6u ph6p gi6i il6c chinh li dtng nhirng hqrp chAt sulfhydryl, c6 16 t6c dQng mQt phan

clo b6 sung du trt glutathion d gan.

N-acetylcystein c6 t6c dpng khi u6ng hoflc ti6m tinh m4ch. Phii chothu6c ngay l4p

tu'c n6u chua d6n 36 gio te ttr k}ri u6ng paracEtamol. Ei6u tri v6i N - acetylcysteip c6 hiQu

qua hcm khi cho thu6c trong thdi gian du6i l0 gid sau lJri u6ng paracetamol. Khi cho u5ng,

lrda lodng dung dich N - acetylcystein vdi nu6c hoac d6 u6ng kh6ng c6 rugu t16 ttat dung dlch

5oh vitphii u6ng trong vdng I gio sau khi pha. Cho u6ng N - acetylcystein voi 1i0u itiu ti6n

la 140 mg/kg, sau d6 cho tii5p 17 li6u nta, m6i li6u 70 mgikg c6ch-nhau 4 gid mQt lAn. ChAm

dirt diAu tri n6u x6t nghiQm paracetamol trong.huyilt tuong cho thdy nguy co dQc hai gan

th6p.

T6c dgng kh6ng mong m.r6n cira N - acetylcystein g6m ban da @dm cn miy day, lrtr6ng

y6u cAu phni ngrmg thu6c), bu6n n6n, n6n, ia chiy, vi phAn rmg ki6u phan vQ.

NCu kh6ng c6 N - acetylcystein, c6 thO dirng methionin (xem chuy6n lufn methionin).

Ngodi ra c6 th6 dtrng than ho4t valho{c thu6c t6y mu6i, chring c6 khd ndng lim
paracetamol.

BAo QUAN: Noi kh6 m6t, nhiQt d0 dudi 300c, tr6nh rinh sang.

HAN DUNG: 24thingk6 tt ngdy sin xu6t.

Nhi sfrn xudt: cONG TY cP DUqc PHAM TRIIOI{c rHQ
T4r so: SO g: finh Lang - Ba Dinh - He Ngi

EiQn tho4i: 04.37666912 Fax:043.7666914

Siur xuAt t4i: L6 Ml, dudrng N3, Khu c6ng nghiQp Hda Xri Nam Dinh

EiQn tlropi: 0350.3670733 Fax: 03503.671098

NGAY xEM XET SUA Dor, CaP NHaT LAI NQI DrrNG rruolYc DAN Stf Uqxc
THU6C:
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https://nhathuocngocanh.com/


