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EFFERALGAN
Paracetamol 250 mg
BOT SUI BOT PE PHA DUNG DICH UONG TRONG GOI

docusat, Natn benzoat, Asparlam huong cam (mot trong nhtmg thanh phén cua huomg cam la
maltodextrin: glucose), vira di cho mét goi 1,01 g

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

CHI | DINH PIEU TRI

Thudc nay chira paracetamol.

Thubc ding diéu tri cac chtmg dau va/hodc st nhu dau dAu, tinh trang nhu cim, dau ring, nhirc
mai co, dau bung kinh. Thubc dung diéu trj cho tré em can nang tir 17-50 kg.

LIEU DUNG VA CACH DUNG

LIEU DUNG

Dang thudc nay danh cho tré em céiin ning tir 17 dén 50 'kg (khoang 5 tudi dén 13 tudi).

LIEU DUNG PHAI BPUGC TINH THEO CAN NANG CUA TRE. Tubi thich hop tuong ang voi
cin ning dugc trinh bay bén dudi chi dé tham khao. Dé tranh nguy co qua liéu, cin kiém tra va
xac nhdn cac thubc dung kém (bao gdm ca thudc ké don va khéong ké don) khéng chira
paracetamol (xem “Cdnh bdo va thdn trong khi ding”).

EFFERALGAN nén dugc ding & lleu tir 10 - 15 mg/kg/liéu, mdi 4 dén 6 gio, dén tdng lidu tdi
da mdi ngdy 12 60 mg/kg/ngay. Liéu ti da mdi ngay khéng duoc vugt qua 3 g.

Can ning Tubi thich Ham lugng | SO géi/lieu | Khoang cach t6i |Liéu ding t6i da
(kg) hgp* (nam) | Paracetamol/lieu ding thiéu dung thubc mdi ngiy
(mg) (gid) (g61)
17 dén < £ 4
dén <25 Sden<7 250 1 6 (1000 mg)
Z L < 6
25dén<33 | 7den<10 250 1 4 (1500 mg)
A A < 8
33dén<50 | 10dén<13 500 2 6 (2000 mg)
12
>
>50 13 500 2 4 (3000 mg)
>50 >13 Ding mot dang thude uéng khac thay thé

* Khoang tudi thich hop tuong tng véi cin ning chi dé tham khao.

SUY THAN ) o i
O bénh nhan suy than niing, khodng céach téi thiéu gitta mdi 1an dung thudc nén dugc diéu chinh

theo bang sau: /?p

ZA AL * 8 A3



P§ thanh thai Khoang cach

Creatinin dung thube
Cl > 50 mL/phut 4 giy
Cl 10-50 mL/phut 6 gio
Cl < 10 mL/phit 8 gio
SUY GAN

8] b¢nh nhin bénh gan man tinh hodc bénh gan con bu thé hoat déng, dic biét & nhitng bénh nhin
suy té bao gan, nghi¢n ruou man tinh, suy dinh dudng kéo dai (kém du trir glutathion & gan), va
mét nude, lidu ding khdng nén vuot qua 3 g/ngay.

CACH DUNG VA PUONG DUNG

Dung dwon ubng

Dé bot thude vao cbe va sau dé thém mét it db udng 1ong (nhur nuéc, sira, nude trai cdy). Udng
ngay sau khi hoa tan hoan toan.

Néu tré sdt trén 38, 5°C, hay lam nhiing buée sau day dé tang hidu qua cia viéc ding thuéc.

- Coi bo bét quén 4o cua tré.

- Cho tré uéng thém chét long.

- Khodng dé tré & noi qué néng

- Néu can, tim cho tré bing nurde 4m, ¢6 nhiét d6 thip hon 2°C so v4i than nhiét cla tré.

TAN SUAT VA THOT BIEM DUNG THUOC

Ding thubc deu tranh duoc nhing giao déng vé mic 46 dau hay sbt.

O tré em, cin cé khoang chch déu gitta mdi lan dung thude, ca ban ngay lan ban dém, nén la
khoang 6 gi®y, hogc it nhét 1a 4 gio.

Trudng hop ¢ bénh thin ning (suy than ning), xem “Lidu dimg va Cdch dimg, Suy thin”.

CHONG CHI PINH

Thude nay khong duoce ding trong nhimg trudmg hop sau:

- Biét ¢6 di tmg véi paracetamol hodc hodc voi propacetamol hydroclorid (tién chét cua
paracetamol) hodc céc thanh phin khac cia thudc.

- Bénh gan ning hodc bénh gan dang tién trién.

- Phenylketonuria (mdt loai bénh di truyén phat hién lic sinh), do ¢6 aspartam.

- Khéng dung nap véi fructose (vi sur co miat cda sorbitol).

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

CANH BAO VA THAN TRONG KHI DUNG

Poc ky hudng din sir dung trude khi ding. Néu can thém théng tin, xin héi § kién bac si.
CANH BAO

Théng bao ngay cho béc si khi diing qué liéu, hodic nh& cho ubng lidu qué cao.

-

Thubc nay chira paracetamol. Céc thude khac ciing chira hoat chat niy. Khong ding phoi
hc_rp nhing thude nhir vy 38 trinh viret qua lidu hang ngay dwgc chi dinh (xem “Liéu diing
vd cdch ding”)

Do ¢6 sorbitol nén thudc nay khong duge str dung trong trudng hop khéng dung nap véi fructose
(mdt bénh di truyén chuyén hoay.

Bénh nhan ¢6 hdi ching giam hap thu dudng glucose va galactose khong nén ding thude nay vi
thude ¢6 chira maltodextrin.

Liéu paracetamol cao hon lidu khuyén cao giy nén nguy co tbn thwong gan rét nghi€m trong. Cac
triéu chimg [Am sing vé ton thuong gan thudng duoc ghi nhan dau tién sau 1 dén 2 ngay qua lidu
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paracetamol. Cac tnf;u chimg tdn thuong gan toi da thu’cng duoc quan sat thay sau 3 - 4 ngay.
Cén sir dung thudc giai doc cang sém cang tot (xem "Qud liéu va cdch xir tri").

Duiing than trong paracetamol trong nhitng truong hop sau:

- Suy té bao gan.

- Suy thén nang (d6 thanh loc creatinin < 30ml/phut).

- Chan an, chimg &n vé d6 hoic suy mon, suy dinh dudng kéo dai (tirc kém dy trir glutathion &
gan).

- Mét nudc, giam thé tich mau.

Béc sf can canh bio bénh nhan vé céc du hiéu cia phan (g trén da nghiém trong nhu hdi ching
Steven-Jonhson (8JS), hoi ching hoai tir da nhiém déc (TEN) hay hdi chimg Lyell, hdi chimg
ngoai ban mun mu toan thin cap tinh (AGEP).

THAN TRONG KHI DUNG

- Néu triéu chirmg dau dai ding qua 5 ngay, hodc con sot qua 3 ngay, hodc thude chura du hiéu
qua, hodc thdy xuét hién cac triéu chimg khac, khong tiép tuc diéu tri ma khéng hoi y kién bac
si.

- Truong hop c6 bénh gan ning, hoic bénh than, phai hoi y kién bac si truéc khi dung
paracetamol.

- O bénh nhan dang thyuc hién ché d6 an kiéng mudi, can nhé 1a trong mdi géi thude c6 chira 93
mg Na dé tinh vao khau phan an hing ngay.

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

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Néu bac sT chi dinh do ndng d6 acid uric hodc duong huyét, ban cin bao bac si 14 con ban dang
diing thudc nay.

DE TRANH TUONG TAC GIUA CAC THUOC, BAN LUON PHAI BAO CHO BAC SI HOAC
DUOQC ST BIET CAC THUOC KHAC BAN PANG DUNG.

Anh hwéng ciia EFFERALGAN lén cdc thudc khdc

EFFERALGAN c6 thé lam ting kha ning xay ra cic tic dung khéng mong muén khi ding véi
céc thude khac.

Thudc chong dong mdu:Paracetamol c6 thé lam ting tac dung cua cac thudc chéng dong.

Anh hiong ciia cdc thubc khdc lén EFFERALGAN

St dung dong thoi voi phenytoin c6 thé din dén giam hiéu qua cua paracetamol va lam tang nguy
co dbc tinh dbi véi gan. Nhimg b:,nh nhian dang diéu tri bang phenytoin nén tranh dung
paracetamol lidu 6n va/hodc keo dai. Can theo di bénh nhan vé diu hiéu doc tinh déi voi gan.
Probenecid c6 thé 1am giam gin 2 ldn vé d6 thanh thai cua paracetamol bing cach (rc ché sy lién
hop cua né véi acid glucuronic. Nén xem xét giam liéu paracetamol khi sir dung déng thoi véi
probenecid.

Salicylamid c6 thé kéo dai thoi gian ban thai (t2) cua paracetamol

Cdc chdt gdy cam vmg enzyme: Cin than trong khi sir dung ddng thoi paracetamol v&i cac chit
gly cam Ung enzyme gan nhu barbiturat, isoniazid, carbamazepin, rifampicin va ethanol ... (xem
“Qua liéu va cdch xir tri’”).

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC :
Khéng lién quan.



DANH MUC CAC TA DUQC TRONG THUOC CAN CHU Y DE SU DUNG THUOC AN

TOAN POI VO1 MOT SO BENH NHAN
Aspartam {ngudn cia phenylalamn) (E951), Natri benzoat, Natri {93 mg trong mét géi), Sorbitol,

Maltodextrin {glucose).

TAC DUNG KHONG MONG MUON

CUNG NHU POI VOI TAT CA CAC LOAI THUOC, THUOC NAY CO THE GAY R4, O MOT
SO NGUOI, NHUNG PHAN UNG O CAC MUC DO NANG HOAC NHE

Céac tac dung phu dudi ddy da duge bio céo trong theo d&i hau mii nhung ti 1€ xudt hién (tan
suiit) chua dugc biét.

Nhém hé co quan (SCC) Phén éng phu
R6i loan hé mdu va bach huyét Giam luong tieu cau
Giam bach céu trung tinh
Giam bach cdu

Roi loan tiéu héa Tiéu chay
Dau bung
Roi loan gan mdt Ting men gan
Roi logn hé mién dich Phén g phan vé
Phi Quincke
Qu4 man
Thém khdm cgn lam sang Giam chi s6 INR
Tang chi s& INR
R6i logn da vé mé i da May day
Ban d6
Phat ban

H&i chimg ngoai ban myn mi toan than cip
tinh, hdi ching hoai tir da nhiém déc, h6i
ching Stevens- Johnson

Réi loan mach Ha huyét ap (triéu chimg cua qua min)
Thong bdo cho bic si cdc tdc dung khéng mong mudn gip phai khi si dung thubc

QUA LIEU VA CACH XU TRI
Théng bao ngay cho bdc si trudng hop ding qua li€u hodc nhd bi ngd doc.

Déu hidu va trigu trirng

Co6 thé gip nguy co ngd doc, dic biét & ngudi bénh gan, & bénh nhén suy dinh dudng kéo dai va
ngudi ding thuéc cam g enzyme. Pic biét, qua liéu c6 thé din dén tir vong trong nhiimg trudng
hop ndy (Xem “Canh bdo va thin trong khi dimg” va “Tuong tde thudc va cdc dang fiwong tdc
khdc”).

Nhimg triéu ching thudng xudt hién trong 24 gi ddu, gdm budn nén, nén, chan an, da tai, khé
chiu va d6 mb héi.

Qua liéu khi ding mét ligu cao hon 7,5 g paracetamol & nguoi Ién, hodic 140 mg/kg thé trong &
tré em s& gy viém va hay té bao gan, ¢0 thé gy hoai tir _gan hoan toan va khong hdi phue, kéo
theo suy té bao gan, nhiém acid chuyén héa va bénh ndio din ti hén mé va tir vong.

Bong thoi, ¢ ting ndng d5 transaminase gan (AST, ALT), lactate dehydrogenase va bilirubin
cling véi gidm mirc prothrombin, ¢é thé xdy ra tir 12 - 48 gid sau khi dimg thube. Cac triéu ching
lam sang ctia ton thwong gan thudmg tré nén vd rét lic ban diu sau 1 - 2 ngay, va dat t&i da sau 3 -
4 ngay.

Cdc bign phdp cap civu /‘75{/,
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- Puangay dén bénh vién

- Truée khi bét dau dleu tri, phai ldy mot ong mau cang som cang tot dé dmh lugng ndng do
paracetamol trong huyét ‘tuong nhung khong dugc sém hon 4 gio sau khi udng paracetamol.

- Pao thai nhanh lwong thudc da diing bang rira da day.

- Lleu phap giai doc chinh l1a dung nhitmg hop chét sulfhydryl, c6 I€ tac dong mot phén do bd sung dur

trir gluthion & gan. N-acetylcystein co tic dung khi uong hodc tiém tinh mach. Phai din thudc giai

ddc ngay lap tirc, cang som cang tt néu chua dén 36 gior ké tir khi ung paracetamol. Dicu tri v&i N-
acetylcystein ¢6 hiéu qua hon khi cho thudc trong thoi gian dudi 10 glcr sau khi uong paracetamol.
Khi cho udng, hoa Ioang dung dich N-acetylcystein véi nude hodc d6 ubng khéng 6 ruou dé dat
dung dich 5% va phai udng trong vong 1 glb sau khi pha. Cho uong N-acetylcystem voi heu ddu tién
1a 140 mg/kg, sau d6 cho tiep 17 liéu nira, mdi licu70 mg/kg céch nhau 4 gio mét lan. Chim durt diéu
tri néu xét nghiém paracetamol trong huyét tuong cho thay nguy co doc hai gan thap. Ciing ¢6 thé
ding N-acetylcystein theo duong tinh mach: Ileu ban dau la 150 mg/kg, pha trong 200 ml glucose
5%, tiém tinh mach trong 15 pht; sau d6 truyén tinh mach liéu 50 mg/kg trong 500 ml glucose 5%
trong 4 gid; tiép theo [a 100 mg/kg trong 1 lit dung dich trong vong 16 gi¢ tiép theo. Néu khong co
dung dich glucose 5% thi ¢6 thé dung dung dich natri chlorid 0,9%. Tac dung khong mong muodn cta
N-acetylcystein gbm ban da (gdm ca may day, khong yéu cau phai ngung thudc), budn non, nén, ia
chay, va phan (mg kiéu phan vé. Néu khong c6 N-acetylcystein, c6 thé diing methionin, Néu da ding
than hoat trudc khi ding methionin thi phai hat than hoat than hoat va/hodc thudc tiy mudi do chiing
¢6 kha nang 1am giam hép thy paracetamol.

- Diéu tri triéu chimg.

- Phai tién hanh lam xét nghiém vé gan liic khoi dau diéu tri va nhic lai m3i 24 gio. Trong hiu
hét trudng hop, transaminase gan trd lai mirc binh thuong sau 1 - 2 tudn véi su phuc hdi ddy
du chire nang gan. Trong trudng hop quéa ning, c6 thé cin phai ghép gan.

BAO QUAN
Béo quan dudi 30°C & noi khé réo. Tréanh am.
Pé thude xa tAm tay tré em.

HAN DUNG
24 thang ké tir ngay san xuét.
Khong diing thudc qua han sir dung trén bao bi.

NHA SAN XUAT
Bristol-Myers Squibb

979, avenue des Pyrénées
47520 Le Passage
Phap

TUQ. CUC TRUONG
P.TRUBNG PHONG

ﬂyw’é;c Jﬁty J/iing



