SOV EFFERALGAN®
Paracetamol 80 mg
Thube dan
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Lbbe / g dAn sit dyng trude Ichi dimg, '
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“THE6) 'g/bﬁo cho Déc sT hodic dwge st nhitng tic dung khéng mong muon gip phai khi st .
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1. THANH PHAN VA HAM LUQNG
Hoat chét: Paracetamol 80 mg.
“Thanh phén khac: M& no.
2. MO TA
Thube dan mau trfing, min va séng bong,

3, QUY CACH PONG GO1
Hop 2 vix 5 vién thudc dan.

4, THUOC DUNG CHO BENH GI?
Thube dan Efferaigan duge s dung & lam giam dau nhe d&n vira va ha sbt, dic bidt 1a khi
iré kho dimg paracetamol dudng ubng (tré dang ngu, ndn hodc budn noén) hoge iré co thé bi

"

* go gift do sot. t

Thube diing cho tré em c6 cén ning tir 5-1 Okg . :
5, NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG? ‘

Y

Ludn ludn ding {hube nay cho con ctia ban theo dung nhu huéng dén-trong t& hudng dAn sw
duirg ndy hofic nhu bic st hay duge sT d& noi voi ban. Kidm tra véi béc sT.hozjc duoe sT néu
ban khang chéic chiin.

Théng béo cho béc st néu con cta ban dang ding cdc dang khac cla paracelamol (vién nén,
vién nang, ché phﬁm dang long) va s§ lwgng ma con cha ban dang ding.

St dung & (ré em cAn ning tir 5-10 ke

S6 lwgng vién thube dan ding cho con cta ban phu thudc vio cAn ning cla tré. Lidu

7

paracetamol hang ngay khuyén cdo 12 khodng 60 mg/kg/ngay, duge chia lam 4 l4n ding, tic
{4 khodng 15 mg/kg méi 6 gio.

Liéu khuyén céo 1a 1 vién (hude dan mdi 6 gid. Khong ding qua 4 vién trong 24 gid.

Do nguy co gy kich thich trye trang, khong nén dt {hudc hon 4 1An mdi ngay. Thoi gian

. 9y s a A A 5 4 g
didu trf bing duong tryc trang nén cang ngin cang tot. Khong klmyén cdo st dung thude dan

& tré em bi tiéu chay.
Néu con ciia ban sot trén 38,
ting hiéu qua:

5°C, hily lam nhiing budce sau day ciing voi vige ding thuoc dé



- Cai bd b6t quan 4o clia tre,

- Cho tré udng thém chit dng,

- Khéng dé tré & noi qué néng. Giil phong mét mé va thdng khi tt dé cho nhiét do mdi
truomg xung quanh gitp ha sbt,

- Néu chn, thm cho tré bang nude 4m, c6 nhiél dd thip hon 2°C so v6i than nhiét cla e,

Néu con ctia ban bi suy than niing, hily héi bc st ho#ic dugc st ctia ban.

e

Thue hién theo che bude sau day dé sir dung thude dan: ' /

1. Dyt vién thube dan vao ti lanh trong mot vai phit dé
1am cimg tewde khi théo 1ép bao.

2. Rura tay clia ban that k§-béng xa phong va nudo. ,
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3. Sau d6 (hao 16p bao thude.

4. Lam sach ving hiu mon cua tré, sau d6 cho {ré ndm
nghiéng, dau goi gp vao byng. Néng nhe mong tré
dé 16 ving héu mon.

5. Nbe nhang day dAu nhon cua thude vao hiu mon tré
Sau dé ddy cho vién thubc vao sau ngp hét chu,u
dai thude.




6. Khép hai nép méng e lai trong mot vai gidy. Gifr
tré ndm yén trong mot vai phut d8 trénh vién thude
dan trof ra.

7. Loai bd 16p vo thudc vao thing rdc va ria tay cta | - .
ban thét k§. .

Y3 o g . A N ” A ~
Hién paracetamol hofic Efferalgan ¢6 cde dang phén ligu phtt hgp cho tré em can nang
P4 4 -~ ~ -~ N3 - x , +
10 Ieg t¢6:18n. Lign h§ bic st hoge dwore si cita ban dé ¢d 101 khuyén,
A A % . A a
Khuyén cfo khdng nén cit vién thuoe dan.

6. IKHI NAO KHONG NEN DUNG THUOC NAY?

-~ Khong duge ding thude dan Efferalgan cho tré bi di tng véi paracetamol, propacetamol

hydroclorid (tidn chét cia paracetamol) hofic m@ no. -
CAc trigu chimg clia phan (ng di g véi thube c6 thé bao gdm:
. hoi thd ngdn, tho kho khé hojie khé th
+ sung miit, moi, ludi hode cde bd phén khac ctia co thé
. phat ban, ngita hofic ndi mé day tén da
- Khong duge ding thudc dan Efferalgan cho tré bi bénh gan ning.
- Khong duge dimg thude dan Lfferalgan cho tré méi bi viém hdu mdn hofe tryc trang
hoidc chay mdu teye trang.
Néu ban khéng chic chéin lidu con cta ban ¢ dung duoge thude dan Efferalgan hay khong, 1

lién hé voi bac st hoge duge st : ‘

7, TAC DUNG KHONG MONG MUON ‘

Néu con ciia ban khong cdm thdy khoe trong khi dang duge ding thubc dan Efferalgan,
thong béo cho béc s hofic duge st cang som cang tbt. :
Thubc dan Efferalgan ding cho hiu hét moi ngudi bi dau va sbt, nhung né ¢6 thé co tac
dyng khodng mong muén & mot sb ngudi. Tht ca céc thudc ddu co (hd pdy nén tac dung
khéng mong mudn. Do1 khi cée tae dyng ndy nghidm tong, nhung phén 16n thi khong. Tre
¢ thé cin sw diéu tr y t& ndu gip mot sb tac dung khdng mong mudn.
Néu ban ¢6 bAt ky cAu héi wdo, hiy hoi bée st hoiic duge st

3 u v -~ A X £ Py A
Théng bdo cho béc sf hoje duge st néu ban nhdn thay bat ky tac dung khong mong

£ A - 9 8 I3 . . &
mudn ndo sau diy & tré va tac dung ndy 1am cho ban lo king.

« cim thiy khong khde

44



+ chéng mi, dtau chodng vang

+ d& chay mdu hogc bam (im hon so véi binh thudng
» ndn, budn ndn

. tdo bén

+ nhip tim nhanh hon ‘

« mét moi bit thudng hogc yéu, mét mot

» doda '

Nhitng tdc dung khou;, mong mudn nay hiém gip va thudng nhe.
Néu bAt X tac dung khdng mong mudn nio sau diy xay ra, hily béo cho bée si hoiic y

4 ngay lp tive,
Day la nlumg tac dung khong mong mudn it nghiém trong, Tré cd thé cin st chim sée y

t& khin cép.
. phai ting dj (ng - hoi thé ngén, thd kho khe hoac kho thé, sung mét, méi, ludi hogic cic
bd phan khéc cla co thé, phat ban, ngba hodic ndi mé day trén da.

+ vang da vd/hofc vang m#t, con duge goi la bénh ving da.

Ciac tdc dung Ikhng mong mubn khie khéng duQc ligt ké & trén cd thé xiy ra 6 mit
‘ 56 bénh nbin, I‘hon{_,, b4o cho béic st elia ban. néuban nhin thily bt i {lidu gi Lim cho

con elia ban cAm thiy khong khde.

. Khéng duge canh bio boi cdc tae dyng khdng mong mudn ¢d thé hay 1a,

« Bancod {hé khéng bi bit ky téc dung khdng mong mudn ndo trong s6 d6.

8 NEN TRANH DUNG NHUNG THUOC HOAC THYC PHAM Gl KHI PANG SU
DUNG THUOC NAY?

Pitu dijc higt quan trong 13 bio cho bdce st néu tré dang ding bt ky
bao gbm ca thude ban khong theo don hoiie thube k& don ¢ chira pflracet.unol Didu
nay cb thé dnh huong, dén 1idu hwong ciia thube dan Efferalgan ma tré cln dimg.

Mot b thubc va thube dan Efferalgan cé thé gay anh hudng JAn nhau, Nhung {huo(, nay

thude ndo khice,

bao

gbm:
. Probenecid - (hude ding dé didu ri bénh gat hofe duge diing véi khang sinh.

. Thude chdng co gift - thude diing dé didu tff bénh dong kinh hofic con dong kinh, nhu

phenyloin, carbamazepin.
« Céc dang khac ctia paracetamol, nhu vién nén, ché plmm dang léng hojc vién nang.

« Barbiturat,
. Thube chéng dong, duge ding » dé ngin ch'm dbng mau.

. Tsoniazid - thudc diéu trj bénh lao
Nhitng thudc ndy c6 thé bi anh hudng boi thude dan E,fﬁ,mlgan hotic ¢6 thé anh hucmg dén

tac dung clia thudc dan Efteialgan Con ctta ban c6 thé cin nhiing lugng thude khdc nhau cta
thudc nay, hofic ban ¢o thé cén phai diing nhiing thude khac, Béc sT hofic (luoc st s& t vén
cho ban.

Béc s va duge st ¢o thé ¢6 nhidu théng tin hon vé& nhitng thube can phai ¢
hoiic trénh dimg trong khi dang y didu tri bing thubc dan Efferalgan.

An than khi dung



9. CAN LAM GI KHI CO MOT LAN QUEN KHONG DUNG THUOC?

Thubc dan Efferalgan duoc st dung dé lam gidm dau tir nhe ¢tén trung binh va ha sbt, Vi véy,
néu con cua ban khong con bi sét hogic dau, ban co thé ngimg dung Efferalgan. Tuy nhién,
néu (ré van con sdt hogic dau, dit vién thube tiép theo ngay sau khi ban nhé, sau 6 tiép tue
dit thube nhu lich ding thude théng thudng (cac lidu cdch nhau 6 gid). Khdng nén ding liu

ghp doi dé bi cho liéu d& quén.

10. CAN BAO QUAN THUOC NAY NHU THE NAO? s

Béo quan & nhiét d dudi 30°C, /7( (C" '
g

11. NUUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Cée ddu higu bao gdm: budn ndn, non, chén v, xanh xao, dau bung, kh chin va todt md hoi

thudng xudt hién (rong vong 24 gidy dhu tién.

Béc s7 ctia ban ¢6 (hng tin vé cach nhin bidt va didu trj qua lidu, Hiy hoi bic st hofe y td ctia

ban néu baw co bat ki moi lo'ngai nao.

12. CAN PHAT LAM GIXHI DUNG THUOC.QUA LIEU KHUYEN CAO?

Khuyén céo nhdp vién ngay 1§p tic.

13. THAN TRQNG

Khéng khuyén cdo str dung thubc dan & tré em bi tiéu chay.

Théng b#o cho bic st hoje duge st néu con cita ban bj dj tng véi:

. DAt ky thube nao khéc

. bt ky cde chit khac, nhur thire dn, chét bao quan hogic chét mau

Thong bio cho b#e st hojie dwoe st néu con ciia ban dang bi hodic di bi bt Ly tinh trang
y khoa nio, dfic bigt Ia cdc tinh trang sau diy: |
« Dbénh gan

+ bénh thin

+  bisuy dinh dudng

+ mét nude

. rbiloan dn ubng (chan an, iin v0 do6)

. hoi chimg hao mdn bao gdm st can khong gidl thich duge, mét moi, yéu va mét cam gidc

ngon miéng (suy mdn) .
+  suy dinh dudng (dy trlt glutathion thép
+ bt tinh trang vé chuyén hoa duge goi 14 thiéu
(G6PD)
¢ giam thé tich mau
Néu ban chwa bio cho bac sT hofie dug
hg trwée khi con cita by dwge cho dung thude dan Efferalgan.

hut glucose-6-phosphal dehydrogenase

¢ sive bat ky finh trang ndo & trrén, hiy béo cho

Luu y:

L



- Phan ‘mg phy nghiém trong trén da médc da ti 16 méc phai 1a khong cao nhung nghiém
trong, tham chi de doa tinh maug bao gbm hoi chimg Steven-Johnson (SJIS), hoi ching
hoai tir da nhidm dge: toxic epidermal necrolysis (TEN) hay héi chimng Lyell, hgi chimng
ngoai ban myn ni loan thin cfp tinh: acute generalized exanthematous pustulosis
(AGEP). _ .

- Triéu chiing ctia céc hoi ehing néu trén dige md ta nhu saw:

+ Hoi chiing Steven-Johnson (SJS): 14 di ting (hude thé bong nude, bong nude khu trd &
quanh cac héc ty nhidn: mét, miii, miéng, tai, by phén sinh duc va hau mén, Ngoai ra
¢b thé ke sbt cao, viém phdi, 161 loan chiic niing gan thén. Chén doan hoi chimg
Steven-Johnson (SIS) khi ¢ it nhét hai hée tw nhién bj tdn thuong.

+  Hi chimg hoai tir da nhidm dge (TEN): 1 thé di tng thubc ning nhét, gbm:

o Chc tbn thuong da dang & da: ban dang s6i, ban dang tinh hong nhiét, hdng ban
hodic cdc bong mrde bimg nhing, cac tdn thwong nhanh chéng lan toa khip ngudi;

o Tén thuong niém mac mit: viém gide mac, viem két mac m, loét gidc mac.

o Tén thuong nidm mac dudng tidu hoa: viém miéng, trgt niém mac miéng, loe’.:!/-//
hiu, hong thue quan, da day, rudt; : // /(

o Ton thuong niém mac dudng sinh dyc, tiét niéu. o

o Ngoai ra con co cic higu chitg toan (han nghiém trong nhu sbt, xudt lmyét
dudmg tidu hoa, viém phdi, viém chu thén, viém gan... ty 18 tir vong cao 15-30%.

+ Mol chimg ngoai ban myn ml todn than cép tinh (AGEP): mun mu vd trang nho phdt
sinh trén nén hdng ban lan réng. Tén thuong thudng sudt hién & cde nép ghp nhu
nach, ben va mit, sau do c6 thé lan rong todn than, Triéu clifthg toan than thudng co
12 s6t, xét nghiém mau bach chu mui trung tinh ting cao. '

- Khi phat hién nhing d¢4u hidu phét ban trén da dAu tign hodc bt ky ddu hidu phan tmg
qua man ndo khde, bénh nhén can phai nglimg st dyng thube. Ngudi di timg bi cde phan
Ging trén da nghidm trong do paracetamol gdy ra thi khéng duge ding thubc trd lai va khi

dén kham chita bénh cin phai théng béo cho nhén vién y 1é bidt vé vAn dé nay. '

14, KHI NAQ CAN THAM VAN BAC STHOAC pUQC si?
Néu ciin thém thong tin xin héi ¥ Lkién bie si hojic dworce si.

15. HAN DUNG CUA THUOC
“36 thang ké tir ngdy san xufit.
Khong ding thube qué han sit dyng dd ghi trén hao bi ngodi,

16. TN, BYA CHI/BIEU TUQNG CUA NHA SAN XUAT
San xudt bai:

UPSA SAS

304, avenue du Docteur Jean Bru

47000 Agen

Phéap



Xuét xuong bai:

UPSA SAS

979, avenue des Pyrénées
47520 Le Passage

Phap

7. NGAY XEM XET SUA DOI LAI TO THONG TIN CHO BENH NHAN: XXX

THONG TIN CHO CANBQ Y TE

o | J(
1. CAC PAC TINH DUQC LY : / //
Niém duoe 1§ trf ligu: THUOC GIAM DAU VA HA SOT KHAC, Ma ATC: NO2BEOL. *
Dwoe lye-hoe

Paracetamol 1a thude gidm dau va ha sbt véi hoat tinh chéng viém nhe. Khong gibng nhu céc

thube chéng vidm khong steroid (NSAID) truyén thbng, paracetamol khong {ic ché chitc niing

tibu cdu & lidu didu tri. )

Co ché the dung

Co ché chinh xéc cta tac dung gidm dau va ha sbt cia paracetamol van chua cwoe xéc dinh.

Co ché tac dung c6 thé lign quan dén céc tac dung & trung wong va ngoai bién.

Duwoc dfng hoe

Hilp thu

Su hdp thu paracetamol & e {rang chdm hon so v6i dudng ubng. Nong do dinl trong huyét

twong dat duge khoang 2-4 gidr sau khi ding dudng tryre trang. (Xem CAC PAC TINH

DUQC L\'{ , Duge djng hoe, Cée nhém hégnh nhiin dje hiét.)

Phan bé ' _ .
Pardacetamol duge phin bé nhanh vao hiu hét cde ma.
3 ngudi 16n, thé tich phan b5 clia pacacelamol khodng 1-2 lfUkg va & tré em trong khoang &

0,7-1,0 lit/kg.
Paracetamol khong. gin két manh véi protein huyét tuong.
Chupén héa :

Paracetamol dugc chuyén hoa chit yéu & gan theo hai con dudng chinh tgi gan: lién hop vOi
acid glucuronic va lién hop voi acid sulluric; Lién hop véi acid sutfuric nhanh chéng béo hoa
khi dimg lidu cao hon nhung vin trong pham vi lidu didu tri. Sw bio hoa clia qua trinh
glucoronid héa chi xuét hién khi ding Jidu-cao hon, gay doc cho gan. Mt phan nho (dudi
4%) duge chuyén hoéa bot cytochrom P450 tao thanh mot cht trung gian ¢6 tinh phan tng
cao (N-acetyl benzoquinoneimin), {rong didu kién str dung théng thudng, chit trung gian nay
1 va duoe dao thai qua nwde tidu sau khi lién hop véi

s& duge gial doc bang khir glutathior
i ngd dde vai lidu cao paracetamol, lugng chatl

cystein va acid mercapturic. Tuy nhién, kh
chuyén hoa ¢6 dde tinh ndy ting [én.

s
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Thdi trir

Céic chét chuyén héa ciia paracetamol chii yéu duge do (hdi qua nude tidu, G nguodi 16m,
khodng 90% lidu ding duge bai tiét (rong 24 gid, chi yéu dudi dang [ién hop glucuronid
(khoang 60%) va lién hop sulfat (khodng 30%). Duéi 5% duge thai trir & dang khéng dbi.
Thei gian ban thai trong huyét tuwong khoang 2 gio.

Cic nlhém bénh nhin dic bigt

Suy thdn
Khi suy than ndng, sy thai tedr paracetamol hoi chgm. P& véi cdc dang lign hop ghacuronid
va lién hop sulfat, tbe d ddo thai chim hon & ngudi bi suy thin nang so v6i ngudi khoe
manh. Khodng thoi gian tbi thidu gitta mbi lAn ding thube 14 6 gior hofic 8 gid khi ding
paracetamol cho nhfing bénh nhén nay. (Xem LIEU LUQNG VA CACH DUNG, Su?

thén.)
/

Suy gan
Paracetamol d& duge nghién ciru & bénh nhén suy gan. Trong mdt nghién ciru, paracetaniol 4

g/ngay-trong S ngay duge sirdung: cho 6 dbi tugng bi bénh gan man tinh dn dink. Néng dé
paracetamo] trong h.uyéi' tuong duge xdce dinh nim gifta lidu 1 g thi ba.va thir tw mbi ngdy
trong khodng tir 4,5 ng /mi dén 26,7 pg/ml, thdp hon nhidu so véi miic lidu c6 kha ndng gly
doc. Khong quan sat thdy sw tich Ity paracetamol déng ké va khong co. thay ddi nao vé& tinh
(rang lam sng hofic xét nghiém cta banh nhan. Thoi gian ban thai trung binh la 3,4 gio.
Trong nghién ctru nay, 20 déi tuong bi bénh gan man tinh &n dinh d& cuge chon nglu nhién
vao mdt nghién ciu bt chéo, hai giai doaun, Ho da ding paracetamol hodc gia duge 4 g/npady
trong 13 ngdy va sau do bt chéo qua diéu trf thay thé. Mot dbi tugng cd ting cdo tri s8 v& xél
nghiém chitrc ning gan (Liver Function Tests - LET's) nhung sau khi phyc hdi khoi giai doan
d6, bénh nhan nam nay khéng cho thdy bét thudng nao trong hai thir sau do. Didu nay ké
ludn réng sy tang cée tri b vé& xét nghiém chiic ning gan khong lién quan dén thube va khong
c6 chéng chi dinh sir dyng patacetamol & lidu didu (rf dtdi voi nhimg béuh nhén bi bénh gan
man tinh &n dinh: ' _ :

Mol sé thir nghigm 1am sang d& cho thiy sw suy giam trung binh ¢ chuyén héa paracetamol
& bénh nbdn suy gan man tinh, bao gém ca xo gan do rugu, nhu duge thé hién boi sy tdng
ndng o paracetamol trong huyét twong va thoi gian ban thai dai hon. Trong nhitng bdo céo
ndy, thoi gian ban thdi cla paracetamol trong i111}rét twong ¢6 lién quan voi giam kha néng
tdng hop ciia gan. Do dé, nén than trong khi str dung paracetamo] & bénh nban suy gan.
Ngoi cao (i

O céc dbi tugng cao tudi, duge dong hoc va chuyén hoa cia paracetamol thay i nhe, hofic
khidng thay ddi. Khong cin didu chinh lidu & nhém bénh nhén nay.

Tré em vee thiéu nién

Tvé so sinh, tré nho v tré em

Che thong sb duge dong hoc clia paraceta
tw nhw d& quan sit thiy & ngudi lon, ngoai trtr thoi gian ban thai trong huyét twong hoi ngén
hon (khodng 2 gid) so v6i & ngudi 16, G e so sinh, thoi gian bn thai trong huyét tuong dai

hon so vé&i & tré nho (khoang 3,5 gid).

mol quan sat duge & (& nho va tré em ciing tuong




Teé s sinh, tré nhod va tré em dén 10 tudi bai tiét chit lién hop glucuronid it hon déng ké va

‘( ‘A . :\ RY4 l 7.1 - Ie A s . X by

cht lién hop sulfat nhigu hon déng k& so véi ngudi 16n. Tong lugng bai tiet paracetamol va
A P . » . Py e A

chc chét chuyén hoa cia né 1 nbw nhau & moi 1ia tuds.

2. CHI DINH DIEU TR] ‘
Thube dige ding dé fam giam dau tir nhe.dén vira va ha s6t. Pidu ttf cho tré em cn ning tir

5-10 kg.

3, LIEU LUONG VA CACH DUNG

LIEU DUNG ' _

Lidu paracetamol hing ngiy tink theo cAn ning eiia trg, tudi clia tré chi @& tham khio, , ; /
huwéng din. ' /[ //

N&u khéng biét cn niing ciia tré, can phai edn tré a8 tinh lidu thich hop nhét. //
Tudi thich hop tuong tng v6i cn ning duge trinh bay bén dudi chi dé tham khéo. Dé tranh
nguy co bj qué lidu, cAn kiém tra cde thubc ubng eling ltc (ca thube k& don va khéng ké don)
phai khéng chira-paracetamol (xem e CANH BAO VA THAN TRONG KHI SU
DUNG). Qud lidu do vd ¥ co thd d&n dén tdn thwong gan ning vA gily t vong (xem myc.
QUA LIEU VA CACH XU TR)

Paracetamol ¢6 nhidu dang phan lidu khic nhau dé didu ti thich hop tiy theo ihé trong cua
Hmg ré.

Lidu dung paracetamol hang ngay Kkhuyén cdo 1a khodng 60 mg/kg/ngay, duge chia tam 4 Jan
dtng, khodng 15 mg/kg mdi 6 gid.

Vi ¢6 nguy co giy kich thich tryre trang nén vige didn ti bing thude dan cang ngin cang 16t,
khong nén vuot 4 {dw/ngay va nén thay thé som nhit c6 thé bang dudng udng.

Xem lidu khuyén cdo cy thé & bang bén dudi:

Cin Tuoi thich | Haw hrgng S§ vien thube |Khodng cich Lidu ding tbi
niug ‘hop* Paraccfamol .(‘h)n/méi.liéu ti thidu da mdi ngay
(kg) / mbilidu ding dimg thude (vién)
dung (giv) '
(mg)
i - 320 mg
5-<10 | 2-<24 thang 80 mg i 6 givy (4 vién)

(rén dudng cong phal trién chuén tai dia phuong.
Céch dung va dudng ding '
Ding dudng tre trang,

Néu tré.sbt trén 38,5°C, hily

Cai bd bot quin 4o clia tré.
Cho tré uong thém chit long,
Khéng dé (vé & noi qué néng

A A % ] . A 7 “a
Néu can, (im cho tré bang nuoc am, €O nhigt

# IChodng tudi thich hop tuong Gng v6i cn ning chi d tham khao. Viéc diing theo tudi dya

lam nhing budc sau diy dé tiing higu qua ctia vige ding thude.

a6 thép hon 2°C so vai thidn nhiét cla tré.
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TAn s8 va thyi didm dimg thudc
S A A ‘. ; ~ A - A A
Dung thude deu (ranh duge nhiing dao ddng vé mire dd dau hay sot.
R A , v ’ Py o Ne 1A . £ Y \ % A ~ By
G tré em, cin c6 khoang cdch déu gilta mot [4n ding thude, ca ban ngdy ian ban dém, nén la

khoang 6 gid, hofic {t nhét 12 4 gidr

Suy thin
J bénh nhén suy than ning, khodng cach 61 thidu gitia hai 1dn ding thube uén duge didu

chinh theo bang sauw:

P) thanh thii Khofing cach

Creatinin, ding thude " .
CI> 10 mL/phiil 6 giv [ (-
Cl <10 mL/phtt 8 gidy / //

4. CHONG CHI DINH

Thube ndy KHONG BUQC DUNG trong nhiing trudng hop sau:

- Bidt ¢6 di {mg véi-paracetamol hodc véi propécciamol hydroclorid (tién chét clia
paracetamol) hogic cdc thanh phan cua thude.

- C6 bénh gan néng.

- M6i bi viém hju mon, hofic tryc trang, hofic chay médu truc trang.

5. CANH BAO VA THAN TRONG KHI SU DUNG

Canh bio '

D& trénh nguy co quéd lidu, hiy chon fua cde thudc khéc (bao gf‘nn ca thude ké don va khong
ké don) khéng ¢ chia paracetamol. '

Lidu t6i da khuyéu cdo:

V&i iré em can ning dudi 10 kg, tdng litu paracetamol khong duge vuot qué 60 mg/kg mdi
ngdy (xem myc QUA LIEU VA CACH XU TRI).

Dung thubc dan 6 nguy co gy kich (mg tai chd, tAn sul va cudng db ting theo thoi gian sty

dung, thei dibm dit thude va tidu ding.
Liéu paracetamol cao hon fidw khuyén céo gy nén nguy co {6n thuong gan rét nghiém trong.
Déu hidu va triéu chimg lam sang v& tén thuong gan thudng duge ghi nhan dau tién sau 1 dén
2 ngdy qua lidu pareicetamol. Cic (tiéu chimg tdn thuong gan t51 da thudng duge quan sat
thiy sau 3-4 ngay. Cén str dyng thude giai dge cang sdm cang 5t (xem myc QUA LIEU VA
CACH XU TRI).
Béc sf cin canh bdo bénh nhan v& céc ddu hiéu cha phan tng trén da nghiém (rong nbw hdi
chimg Stevens-Johnson (8J8), hoi chimg hoai ttr da nhiZm doc (TEN) hogc hgi chimg Lyell,
161 chimg ngoai ban mun mi toan than cép tinh (AGEP).
Duing thén trong paracetamo] trong nhting trudng hop saw:

Suy té bao gan, bao gdm hoi chimg Gilbert (tdng bilivubin méu cé tinh gia dinh).

- Suy than niing (dé (hanh loc creatinin < 30 ml/phit).

10



. Thiéu hyt enzym Glucose-6-Phosphat-Dehydrogenase (G6PD) (c6 thé din t6i thidu mu
tan huyét).

- Chan #in, chimg &n vé dd hodic suy mon, suy dinh dudng kéo dai (the kém du tiF
glutathion ¢ gan)

- Mt nude, giam thé tich méu -

Thin trong Ihi ding
Dang thudc dan khéng thich hop trong trudng hop bi tiéu chay.

6. PHY NU CO THAI VA CHO CON BU

v
Khéng ap dung. /M ({f
s

7. TAC PONG TREN KHA NANG LAl XE VA VAN HANH MAY MOC
Khdng cb-lién quan.

8. TUGNG TAC YOI CAC THUOC KHAC VA CACDANG TU'ONG TAC KHAC
Anh hudng cita EFFERALGAN kn cde thude khie

Thudc u(’)(ng-vch(fng.(f(?ng miu 4

Ding ddng thdi paracetamol v6i cde coumaris bao gbm wartarin o thé lam thay dbi nhe i
s& INR. Trong truong hop nay, cin ting cudng theo ddi b s& INR trong thoi gian st dyng
két hop cling nhu trong 1 l}lﬁﬂ sau khi ngung diéu tri v6i paracetamol. ‘

Twong tdc voi cde xét nghiém trong phong thi nghigi

Str dyng paraceiamol co thé twong téc v6i xét nghiém acid uric méu theo phuong phép acid
phosphotungstic vd véi xét nghigm ‘dudng huyét theo phwong phdp glucose-oxydase-
peroxidase. ‘

Anl hudng cita cde thude khic 1éh EFFERALGAN

Phenytoin khi str dung dbng thoi c6 thé din dén giam hiéu qua cia paracetamol va lam tang
nguy-co dge tinh dbi v&i gan, Nhitng bénh nhén.dang didu tri bing. phenytoin nén trdnh ding
paracetamol jidu 160 vashoiic kéo dai. Can theo di bénh nhén vé ddu higu dge tinh ddi voi
gan, '

Probenecid cé (hé 1im giam ghn 2 14n vé d6 thanh (hii ctia paracetamol biing céch tic ché sy
lidn hop ctha nd véi acid glucuronic. Nén xem xét giam lidu paracetamol khi st dyung ddng
{hoi véi probenecid,

Salicylamid c6 {hé kéo dai thoi gian ban thai (tV2) ctia paracela mol.

Cie chiit gly cim (g enzynt Cén thén trong khi st dyng déng thoi paracetamol voi cac
chit gy cam tmg enzym, Nhiing chit nay bao gdbm nhung khong gioi han barbiturat,
isoniazid, carbamazepin, rifampin va ethanol (xem muc QUA LIEU VA CACH XU TRI).

9, TAC DUNG KHONG MONG MUON
Licn quan dén paracetamol
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Cée tae dung phu sau ddy da duwoe bdo cdo (i kinh nghiém hdu mai véi thude dan

paracetamol. Do cdc phan (ng nay duge béo céo mot cdch (i nguygn ti mot dan sd khong co
o mu xde dinh, nén thudng khong (hé dy dodn tin sudt thye té ciia chiing. Cac phén g
phuy duge trinh bay theo nhdm hé co quan, tAn sudt va thudt nglt MedDRA, diing céc loai tin
sudt nhus it thuemg gip (= 1/10), thudng gip (= 17100, < 1/10), ft gip (2 1/1000, < 1/100),
hiém gip (& 1/10000, < 1/1000), rdt hiém (< 1/10000), va chua bidt (khong thé dy dodn tir it
liu hién c6). Bang ndy dd duge trinh bay theo khuyén cdo bdi hudng diin ctia hoi ddng Chau

Au va hdi ddng che 16 chirc qubc & vé Khoa hoc Y hoc nhom I va V (CIOMs Working /((-/

Group 111 and V) v& tom it dic tinh san phium, ‘ /
Nhém b co quan Tan suat Thuft ngir MedDRA /-
R6i loan hé mau va bach huyét Chua biét | Giam leong tidu cdu
R4i loan tidu hoa Chua biét | Pau bung, {iéu chay
RAi fogn gan mt Chua biét | Suy gan, hoai tir gan, viém gao
R&i loan hé mién dich Chua bidl | Phan tmg phan vé, qua mén, pht mach.
Thim khdm cén 1am sang Chua biét | Ting enzym gan
Réiloan da vamod dudida Chua bidt | Ban dd, ngira, phat ban, may day,
’ Hbi chimg ngoai ban mun mt tean than
cﬁp tinh, 1di chimg hoai i da nhiém dae,
161 chimg Stevens-Jolmson.

Lign quan dén dang bao ché
- Sir dyng thudc dan c6 kha ning gy kich thich héu moén va truc trang (xem muyc CANH

BAO VA THAN TRONG KHI SU DUNG).

10. QUA LIEU VA CACH XU TRI

C6 nguy co ngd doe ¢ ngudi cao tudi va dic bigt & (ré nhé (cd qua lidu diéu trj va ngd ddc bt
thudng d&u 12 hién tugng chung), cd (hé péy tir vong.

Ciing ¢ nguy co qud lidu, dic bidt & ngudi bénh gan, & ngudi suy dinh dudng kéo dai va
ngudi dang thude cam Ung enzym. Dic biél qui lidu 6 thé din dén tir vong trong nhiing
(rudng hgp ndy (Xem myc CANH BAO VA THAN TRONG KH1 SU DUNG va TUONG
TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC).

DAu hifu va trigu ching

Budn nén, ndn, chin e“m,'xanh xao, dau bung, khé chiu, dd md héi thudng xuyén xuét hién
trong 24 gits dau.

Qué lidu (ding mét 14n qua 7,5 g & ngudi 16n va 140 mg/kg thé trong ding mdt Jan & tré em)
s& gay huy-t& bao gan, ¢6 thé gy hoai tir hoan toan va khong phuc hdi, kéo theo suy té bao
gan, nhidm acid chuyén hod, bénh nfo ¢ thé dan t6i hon mé va tir vong,

Ddng thai, ¢d ting transaminase gan, lactat dehydrogenase va bilirubin cting v6i gidm mire
48 gidy sau khi ding thube. Cac (riéu chimg lam sang cua

prothrombin ¢6 (hé xdy ra ti 12 16i
usau 1 dén 2 ngay, va dat t6i da sau 3 - 4 ngay.

X ~ 1 AA
tbn thuong gan thudng 13 rét 1ae ban da
Cic bién phap cAp cira

\
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Pua ngay dén benh vign.
Phai Jdy mot dng mau cang sém cang tbt dé they nglnt;m ban d&u paracetamol trong huyét
twong nhung khéng duge sém hon 4 gitr sau khi udng paracetamol,

Dao thai nhanh lyong thude da ding bing rira da day.
Didu tf théng thudng vé qua lidu paracetamol bao gom uonf, thude chéng dde cang sém

cang tbt, 12 N~'1cetylcyatcm (ubng hoic tiém tinh mach), néu c6 thé duge, trude gio thir 10
sau khi ding qué lidu.

Didu trf triéu chiing.
Phai tidn hanh lam xét nghiém vé gan lbe khoi dau didu tri va nhic lai mdi 24 gid. Trong

hiu hét trudng hop, transaminase gan ted lai mire binh thubng sau 1-2 tudin v6i sy phue hm
ddy do chite ndng gaw. Trong trudng hop qud ning, ¢b thé cln phai ghép gan.

13
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