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THANH PHAN

BOT SUI BOT BE PHA DUNG DICH UONG TRONG GOI

Paracetamol 150 mg

EFFERALGAN

Paracetamol 150 mg

Natri benzoat Huong cam (mét trong nhing thanh phﬁn cia huong cam lé maltodextrimgtt
Aspartam vira di cho mot géi 606 mg.

DANG BAO CHE: Bot sii bot dé pha dich udng trong géi.
QUY CACH PONG GOI: Hop 12 goi
NHOM DUQC LY - TRI LIEU: Giam dau - Ha sbt

CHI PINH PIEU TRI

Thudc nay chira paracétamol.

Thuéc dung diéu tri cic chimg dau va/hodc st nhu dau diu, tinh trang nhur ciim, dau rang, nhirc méi co.
Thudc dung diéu trj cho tré em can ning tir 10-40 kg.

LIEU DUNG VA CACH DUNG

LIEU DUNG

Dang thude nay danh cho tré em cén niang ur 10 dén 40 kg (khoang 2dén 11 tudi).

LIEU DUNG PHAI PUQC TINH THEO CAN NANG CUA TRE. Tuéi th|ch hop tuong (ng véi can
nang dugc trinh bay bén dudi chi dé tham khao. Dé trdnh nguy co qua liéu, cin kiém tra va x4c nhan cac
thuoc ding kém (bao gdm ca thuéc ké don va khong ké don) khéng chira paracetamol (xem “Canh bdo va

thdn trong khi ding™)
EFFERALGAN nén dugc dung & ligu tir 10 - 15 mg/kg/lidu, mdi 4 dén 6 gid, dén tdng lidu tdi da mbi
ngdy 1a 60 mg/kg/ngay. Liéu t6i da mdi ngay khong dugc vugt qua 3 g.

* Khoang tudi thich hop trong (g véi can nang chi dé tham khao.

Tudi thich Ham luong Khoang céach téi | Liéu dung tdi da
Ca?kgng hgp* Paracetamol / liéu 86 ﬁg:igheu thiéu dung thudc mdi ngay
(nam) (mg) (giv) ; (gbi |
s o 4
| 10dén <15 2 dén <4 150 l 6 (600 mg)
£ £ 6
_1.5 dén<20| 4dén<e6 150 1 4 (900 mg)
20 dén < 30 4 300 §
n 6dén<9 2 6 (1200 mg)
30dén<40| 9dén< 300 k2
én den < 11 2 4 (1800 mg)
> 40 >11 Diing mdt dang thudc udng khac thay thé

SUY THAN
O bénh nhén suy than nang, khoang céch tdi thiéu gitta mdi lan dung thudc nén duge diéu chinh theo
bang sau:

B¢ thanh thai Khoang cach

Creatinin dung thude

Cl = 50 mL/phut 4 gio
Cl 10-50 mL/phat 6 gio
Cl < 10 mL/phat 8 gio

[z
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SUY GAN ) )
O bénh nhan bénh gan man tinh hogic bénh gan cdn bu thé hoat dong, dac biét & nhitng bénh nhéan suy fé
bao gan, nghién rugu man tinh, suy dinh dudng kéo dai (kém dy trir glutathion & gan), va mat nudc, licu
dung khéng nén vuot qua 3 g/ngay.

CACH DUNG VA PUONG DUNG

Ding dudng ubng. ) o ' )
Db bot thude vao trong coc va sau dé thém mat it do uong long (nhu nude, sira, nude trai cdy). Udng
ngay sau khi hoa tan hoan toan.

Néu tré sét trén 38,5°C, hdy lam nhiing bude sau ddy dé ting hiéu qua cla viéc ding thude:

- Cai bo bét quén do cua tré.

- Cho tré udng thém chét long.

- Khong dé tré ¢ noi qua néng,

- Néu can, tdm cho tré bang nudc 4m, c6 nhiét d6 thdp hon 2°C so véi than nhiét cua tré,

TAN SUAT VA THOI PIEM DUNG THUOC ,

Dung thudc déu tranh duge nhirng giao dong vé mic 46 dau hay sot.

O tré em, can co khoang cach déu gitra mdi 1an udng thudc, ca ban ngiy lan ban dém, nén 1a khoang 6
gi®r, hodc it nhét 1a 4 gia. _

Truong hop c6 bénh than nang (suy than nang), xem “Liéu dung va cdch ding, Suy thdn"

CHONG CHI PINH

Thubc nay khéng dugce dung trong nhitng trudng hop sau: . )

- Biét ¢6 di tmg v&i paracetamol hodc hodc vdi propacetamol hydroclorid (tién chét ctia paracetamol)
hoac céc thanh phédn khéc cua thudc.

- €6 bénh gan ning hodc bénh gan dang ‘tién trién.

- Phenylketonuria (mét loai bénh di truyén phat hién lic sinh), do ¢é aspartam.

- Khong dung nap véi fructose (vi sir c6 mit cia sorbitol).

- Thiéu hut men Glucose-6-Phosphate Dehydrogenase (G6PD).

CANH BAO VA THAN TRONG KHI SU DUNG
Poc ky huéng din sir dyng trude khi dung. Néu cin thém théng tin, xin héi y kién bac si.
CANH BAO

Phai bao ngay cho bac si khi dung qua lidu, hodc nhé cho udng liéu qué cao .

Thube nay cht’ra:paracelamol. Céc thudc khéc ciing chira hoat chit nay. Kh.ﬁ;g d_iﬁg p_lré_i'iiqp_nii_ﬁ;g-

thubc nhu vy dé trianh vugt qua lidu hang ngay duge chi dinh (xem “Liéu diing va cdch ding”).

Do ¢6 sorbitol nén thudc ndy khéng duoc sir dung trong trudmg hop khdéng dung nap véi fructose (mot
bénh di truyén chuyén hoéa).

Bénh nhén c6 hoi chimg giam hip thu duong glucose va galactose khong duge dung thude nay vi thube
c6 chira maltodextrin.

Liéu paracetamol cao hon liéu khuyén cdo gy nén nguy co tén thuong gan rat nghiém trong. Céc triéu
ching 1am sang \n?: ton thuong gan thuong duge ghi nhédn dau tién sau | dén 2 ngdy qua liéu paracetamol.
Céc trigu chimg ton thuong gan toi da thudng duge quan sat thdy sau 3 - 4 ngay. Can sir dung thudc giai
ddc cang sém cang tdt (xem "Qud liéu va cdch xir tri").

Dung thén trong paracetamol trong nhiing trwdng hop sau:

- Suy té bao gan.

- Suy thén ndng (dd thanh lgc creatinin < 30 ml/phat).

- Chan &n, ching an vé d§ hodc suy mon, suy dinh dudmg kéo dai (tirc kém dur trir glutathione & gan).

- Maét nude, giam thé tich mau.

Bic si can canh béo bénh nhén vé& céc ddu hiéu cua phan img trén da nghiém trong nhu héi chimg Steven-
Jonhson (8JS), hdi chimg hoai tir da nhiém dgc (TEN) hay hdi chimg Lyell, hdi ching ngoai ban mun ma
toan than cap tinh (AGEP).

THAN TRONG KHI DUNG '
- N@-u trigu chimg dau dai dang qud 5 ngay, hof'jtc con si:fnt qua 3 ngay, hodc (huéf: chua da hiéu qua, hodc
thay xuat hién cdc triéu chirng khac, khong tiép tuc diéu tri ma khong hoi y kién béc si.

HinT B =AY e BY 1\
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- Trong trudng hop bi bénh suy thin va gan ndng phai hoi ¥ kién bac st trude khi dung paracetamol.
- ) bénh nban dang thuc hién ché 4§ in kiéng mudi, cdn nhé 14 trong méi gbi thuéc co chira 55,7 mg
natri dé tinh vao khau phan dn hang ngay.

PHU NU MANG THAI VA CHO CON BU
Khéng ap dung.

TUONG TAC THUOC YA CAC DANG TUONG TAC KHAC

Néu bac si chi dinh do ndng d9 acid uric hodic dudng huyet, ban cén bao bac si la con ban dang dung
thude nay.

DE TRANH TUONG TAC GIUA4 CAC THUOC, BAN LUON PHAI BAO CHO BAC ST HOAC DUQC S
BIET CAC THUOC KHAC BAN BANG DUNG.

Anh hudng coa EFFERALGAN Ién céc thude khée

EFFERALGAN c6 thé lam tang kha ning x4y ra céc tic dung khdng mong mubn khi ding véi cde thude
khic,

Thude chéng déng mdu: Paracetamol c6 thé 1am tang téc dung cua cac thube chéng ddng.

Anh hwémg ciia cdc thude khic 1én EFFERALGAN

St dung ddng thoi vdi phenytoin cd thé din dén giam hiéu qua cla paracetamol va 1am ting nguy co doc
tinh dbi v6i gan. Nhimg bénh nhan dang diéu trj bing phenytoin nén tranh diing paracetamol liéu lén
va/holic kéo dai. Cén theo ddi bénh nhan vé& ddu hiéu ddc tinh dbi voi gan,

Probenecid c6 thé 1am giam gin 2 14n vé b thanh thai cia paracetamol bing céch trc ché sy lién hop cla
né voi acid glucuronic. Nén xem xét giam lidu paracetamol khi sit dung déng thési véi probenecid.
Saticylamid ¢b thé kéo dai thoi gian ban thai {t'2) clia paracetamol.

Cdc chat gdy cam img enzyme: Can thin trong khi sir dung ddng thdi paracetamol véi cdc chit gy cam
ang enzyme gan nhu barbiturat, isoniazid, carbamazepin, rifampicin va ethanol ... (xem “Qud liéu va
cdch xir i),

ANH HUONG DPEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong lién quan.

DANH MUC CAC TA DUQC TRONG THUOC CAN CHU Y PE SU DUNG THUOC AN TOAN
DOI VOT MQT SO BENH NHAN

Aspartam {ngudn cua phenylalanin} (E951), Natri benzoat. Natri (55,7 mg trong mdt gdi), Sarbitol,
Maltodextrin (glucose).

TAC DUNG KHONG MONG MUON

CONG NHU POI VOI TAT CA CAC LOAI THUOC, THUOC NAY CO THE GAY RA, O MOT SO
NGUOI, NHUNG PHAN UNG (O CAC MUC PO NANG HOAC NHE

Céc tac 'dl,mg phu dudi diy da dugc bao cdo trong theo ddi hau mii nhung ti 18 xuit hién (tin sudt) chua
duge biét,

Nhém hé co guan (SOC) Phan ung phy

Réi loan hé mdu va bach huyét Giam luong tiéu ciu
Giam bach cdu trung tinh
Giam bach céu

Réi logn tiéu héa Tiéu chay
Dau byng
Roi loan gan mdt Téng men gan
Réi loan hé mién dich Phan (tng phan vé
Phua Quincke
Qud mén
Tham khdam cén ldm sang Giam chi sé INR

Tang chi s6 INR
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Réi loan da va mé dudi da May day

Ban do

Phét ban )

Héi chimg ngoai ban mun mu todn than cip tinh, hoi
chirng hoai tir da nhiém dac, hai chimg Stevens- Johnsen

Réi loan mach Ha huyét ap (triéu chiing cia qua man)

Thong bide che bdc sT cdc tic dung khéng mong mutdn pdp phai khi sit dung thudc

QUA LIEU VA CACH XU TRI
Théng béo ngay cho béc sT khi bj qu ligu hodic nh bi ngd doc.

Déu hidu va trigu trirng

Co6 thé gdp nguy co ngd doc, dac biét & ngudi bénh gan, & bénh nhén suy dinh dudng kéo dai va ngudi

dung thubc cam ung enzyme. Dic biét, qua lidu c6 thé din dén tir vong trong nhiing trudng hop ndy

(Xem “Canh bao va thdn trong khi dimg” va “Tuong tdc thude va cdc dang tuong tde khdc™).

Nhirng trigu ching thuong xudt hién trong 24 gity diu, gdm budn ndn, ndn, chan an, da tai, kho chiu va dd

mo hii.

Qua liéu khi dilng mot lidu cao qua 7,5 g paracetamol & ngudi 16n, hodc 140 mg/kg thé trong & tré em sé

gay viém va hily té bao gan, c6 thé gay hoai tir gan hodn toan va khéng héi phuc, kéo theo suy té bao gan,

nhi&m acid chuyén hoa, va bénh nio din t&i hon mé va tr vong.

Péng thoi, cd ting nong dd transaminase gan (AST, ALT), lactate dehydrogenase v4 bilirubin clng voi

gidgm mirc prothrombin ¢6 thé xay ra tir 12 dén 48 gid sau khi dung thude. Céc trigu chimg [Am sang cla

ton thuong gan thudng 6 rét 1Gc ban diu sau 1 dén 2 ngay, va dat tdi da sau 3-4 ngdy.

Cdc bign phdp cdp ciru

- Pua ngay dén bénh vién

- Trudc khi bét diu didu tri, phai ldy mét Sng mau cang sém cing tot dé dinh lugng nong do
paracetamol trong huyét tuong nhung khdng duoc sém hon 4 gidr sau khi uéng paracetamol,

- Dao thal lueng thube 43 diing bang ria da day.

- Liéu phap giai ddc chinh 1a ding nhimg hop chit sulfhydryl, ¢6 18 tac dong médt phin do bd sung dur trix
glutathion & gan. N-acetylcystein ¢o tac dung khi uéng hofc tiém tinh mach. Phai ding thubc giai doc ngay
ldp tire, cang sém cang t6t néu chua dén 36 gio ké tir khi udng paracetamol. Bidu tri vdi N- -acetyleystein co
higu qua hon khi cho thudc trong thdi gian dudi 10 gitr sau khi uong paracetamel. Khi che udng, hoa loéng
dung dich N-acetylcystein voi nude hoiic d6é uong khéng ¢ rugu dé dat dung dich 5% va phai ubng trong
vong | gier sau khi pha. Cho ung N-acetylcystein véi ligu dau tién & 140 mg/kg, sau d6 cho tiép 17 liéu nira,
mi liéu70 mg/kg céch nhau 4 gid mdt lan. Chim dirt didu tri néu xét nghiém paracetamol trong huyét tuong
cho thiy nguy co doc hai gan thap. Ciing ¢6 thé dimg N-acetyleystein theo durdmg tinh mach: ligu ban dau 12
150 mg/kg, pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phit; sau d6 truyén tinh mach lidu 50
mg/kg trong 500 ml glucose 5% trong 4 gid; tiép theo 1a 100 mg/kg trong 1 lit dung dich trong vong 16 gity
liép theo. Néu khéng ¢b dung dich glucose 5% thi ¢6 thé diing dung dich nairl chlorid 0,9%. Tac dung khdng
mong mudn coa N- acetylcystem gdm ban da (gom ca may day, khéng yéu chu phai ngung thudc), bubn non,
ndn, ia chdy, va phan (mg kiéu phan v&. Néu khdng ¢6 N- -acetyleystein, ¢4 thé dung methionin. Néu da ding
than hoat trudce khi ding methionin thi phai hat than hoat va/hogic thude thy mudi do chiing ¢6 kha nang lam
giam hap thu paracetamol.

- Bidu tri triéu chimg.

- Phai tién hanh lam xét nghiém v& gan lic khoi ddu didu tri va nhdc lai m&i 24 gid. Trong hdu hét
trrong hop, transaminase gan trds lai mire binh thuémg sau 1 - 2 tuén véi sw phuc hdi day du chirc nang
gan. Trong trudng hop qué ning, ¢6 thé cin phai ghép gan.

BAO QUAN _
Bao quan dudi 30°C & noi khé rédo. Trénh am.
Pé thube xa tdm tay tré em.

HAN DUNG ]
12 thang ké tir ngay san xudt.
Khéng ding thudc qué han s dung trén bao bi.
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NHA SAN XUAT
Bristol-Myers Squibb
979, avenue des Pyrénées
47520 Le Passage

Phap.




