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THANH PHAN:

Paracetamol micronized 150mg
Tadugevd. 1vién
CHIDINH:

Colocol®suppo 150 dugc chi dinh cho tré em tir 8 - 12 kg (khoang 6 thang tudi - 24 thang tudi) dé tri triéu chimg s6t va gidm dau tir nhe Z
dén vira cho cac trudng hop sau: cam cim, s6t xuat huyét, nhiém khuan, nhiém siéu vi, moc ring, sau tiém chiing, sau phau thuat... {

COLOCOL

SUPPO 150

Paracetamol 150mg

COL OCOLCR) SUPPO 150

Paracetamol 150mg

Pain and fever relief {

Box of 2 strips |
X 5 suppositories *

OI ®  CHONG CHI DINH, CACH DUNG, LIEU DUNG VA
; CAC THONG TIN KHAC: Xin xem t& huong dén sir dung bén
i trong hop thudc.

| PErEOREEl 15080 SUPPO 150 g0 QuAN: Noikhomt, trénh anh séng, shiet 6 du6i 30°C.
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S6 16 SX:
HD:

Ha sét, giam dau&w
ss05x | COLOCOL suwwo 10

HD:

Paracetamol 150mg C‘
Céng ty CP Duoc phdm Sao Kim Saokim Pharma
Ha sét, giam dau

S6loSX: § COLOCOL supro 150

H D Paracetamol 150mg ‘:‘

Céng ty CP Dugc phdm Sao Kim Saokim Pharma
Ha sot, giam dau

S616SX: | COLOCOL suero 150

HD: Paracetamol 150mg

Coéng ty CP Dugc pham Sao Kim Saokim Pharma
Ha sét, giam dau

S6loSx: § COLOCOL supro 150

H D . Paracetamol 150mg

Coéng ty CP Dugc phdm Sao Kim Saokim Pharma

S6 16 SX, han dung
duagc ép chim trén mang
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TO HUONG DAN SU DUNG CHO CANBO Y TE

Vién dit truc trang
COLOCOL® suppo 150

THANH PHAN

MGbi vién Colocol® suppo 150 chira:

Hoat chit: Paracetamol micronized 150 mg

Ta dwgc: Suppocire NAL (Hard fat) vira da 1 vién
DANG BAO CHE

Vién dat tryc trang (vién dan).

QUY CACH PONG GOI

Hop 2 vi x 5 vién.

DUQC LUC HQC

Nhém duge ly: Giam dau, ha sét (khong c6 chit gy nghién) nhém din chét anilin.

Ma ATC: N02BEO1

Paracetamol 12 mot dén chét cua anilin c6 tac dung giam dau va ha sét teong tu nhu aspirin
nhung khong c6 tac dung chbéng viém. Paracetamol it kich tng da day hon va khong anh
hudng t6i kha niang két tap tiéu cu ciing nhu thoi gian chay méu. Paracetamol duoc dung
nap tot & nhitng bénh nhan mén cam vdi acid acetylsalicylic.

DUQC DONG HQC

Hip thu

Paracetamol duoc hap thu tét & ca duong udng va duong truc trang. Nong do dinh trong
huyét trong dat duoc sau 3 gio sau khi dit truc trang. Thoi gian ban thai 1a khoang 2 gio.
Phén b6

Paracetamol phan bd vao hdu hét trong cac dich ciia co thé, ty 1& gin vdi protein huyét
tuong kha thip (khoang 75% & dang tu do).

Chuyén héa

Paracetamol chit yéu chuyén hoa qua gan bang cach lién hop véi acid glucuronic va sulphat.
Mot lwong nhé (khoang 3-10% liéu ding) dugc chuyén héa bang cac phan tng oxy héa xic
tac boi enzym cytochrom P450 va tao ra cac san pham trung gian (N-acetyl-p-
benzoquinoneimin), trong pham vi lidu cho phép thi N-acetyl-p-benzoquinoneimin dugc
khir doc tinh bing cac glutathion & gan, sau do6 thai trir dusi dang lién hop véi cystein va
acid mercapturic.

Thai trir v
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Paracetamol thai trir qua than. 2-3% lidu ding dugc thai trir dudi dang khong dbi, 80-90%
dudi dang lién hop véi acid glucuronic va sulphat, mdt lugng nho dudi dang lién hop véi
cystein va acid mercapturic.

CHi PINH

Colocol® suppo 150 dugc chi dinh cho tré em tir 8 — 12 kg (khoang 6 — 24 thang tudi) dé
diéu tri triéu ching sdt va giam dau tir nhe dén vira cho cac trudng hop sau: cam cim, sbt
xuét huyét, nhiém khuan, nhiém siéu vi, moc ring, sau tiém ching, sau phau thuat. ..

LIEU DUNG, CACH DUNG
Liéu lwong:

Liéu paracetamol dugc tinh theo cin ning cla tré, tudi cta tré chi dé tham khao. Néu
khong biét can ning clia tré, can phai can tré dé tinh liéu thich hop nhat.

Liéu dung paracetamol hang ngay khuyén céo 1a khoang 60 mg/kg/ngay, dugc chia 1am 4
lan dung, khoang 15 mg/kg mbi 6 gio.

Vi ¢6 nguy co gdy kich ung truc trang nén viéc diéu tri biang vién dan cang ngin cang tdt,
khong nén vuot 4 1an/ngay va nén thay thé sém nhét c6 thé bing duong udng.

Tré bi tiéu chay, khong nén dung thudc nay.

Liéu dung khuyén céo:
Ham lwong : c
o ) So vién thuo Khoa ach 3 ’
Can nang paracetamol/ y v1en=. ioc " O?I:g cz}c Liéu dung toi
N % lidu di dan/moi liéu toi thiéu dung da m&i nea
(tuodi) e IenaTes dung thudc .
(mg)
8-12kg , 600 mg
150 mg 1 vién 6 gio L
(6 - 24 thang) (4 vién dan)

Tbng liéu paracetamol khong duge vugt qua 80 mg/kg/ngay.

Bénh nhan suy than:
& bénh nhan suy than ning, khoang cach tbi thiéu gifra hai lan dung thudc nén dugc diéu

chinh theo bang sau:

D§ thanh thii Creatinin Khoang cich dung thudc

CL > 10 ml/phut 6 gid

CL < 10 ml/phut 8 gio

Téng liéu paracetamol khong vugt qua 60 mg/kg/ngay.

Bénh nhan suy gan:
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O bénh nhan gan man tinh hodc bénh gan con bu thé hoat dong, ddc biét & nhitng bénh
nhén c6 té bao gan khong day du, suy dinh dudng kéo dai (kém du trir glutathion & gan),
mét nudce, hoi chimng Glibert, lidu dung khong nén vugt 60 mg/kg/ngay.

Cach dung
Dung dudng truc trang, khong duge udng.

Colocol® suppo 150 1a dang vién dit, giai phong & than nhiét (37°C), vi vy nén dat thudc
trong tu lanh (4-10°C) trong khoang 5-10 phut trudce khi dung.

CHONG CHIi PINH

Qué min véi paracetamol hodc bat ky thanh phin nao cia thudc.
Tré bi ti€u chay, viém hdu mon hodc bi chay mau tryc trang.
Bénh nhan bi thiéu hut glucose-6-phosphat dehydrogenase.
Bénh nhéan bi suy gan nédng.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Colocol supppo 150 khong nén dung két hop véi cac thubc giam dau khac co chua
paracetamol. Paracetamol nén dugc dung than trong cho bénh nhén bi suy giam chirc ning
gan hodc théan.

Sir dung lidu cao hon lidu khuyén céo c6 nguy co bi tén thwong gan nghiém trong. Tién
hanh kiém tra chirc nang gan nén nghi ngd tn thuong.

Paracetamol nén duoc sir dung cén than trong truong hop:
+ Suy nhuoc té bao gan tir nhe dén trung binh.
+ Suy thén.
+ Hoi ching Gilbert .
+ Thiéu hut glucose-6-phosphate dehydrogenase (G6PD).
+ Nghién ruou man tinh, udng nhiéu ruou (> 3 cbe ruou mdi ngay).
+ Chan an, kho miéng.
+ Suy dinh dudng maén tinh (dy trir glutathione gan thap).
+ MAét nudc, ha huyét ap.

Bac si cAn canh bao bénh nhén vé cac ddu hiéu clia phan tmg trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hoi chitng hoai tir da nhi€ém doc (TEN) hay hoi ching Lyell,
hoi chitng ngoai ban mun mu toan than cap tinh (AGEP).

Khi phat hién nhitng ddu hiéu phat ban trén da dau tién hogc bét ky diu hiéu phan ing quéa
mén nao khac, bénh nhan can phai ngimg sir dung thudc. Ngudi da timg bi cdc phan img
trén da nghiém trong do paracetamol gdy ra thi khong dugc dung thude tréi%é khi dén
kham chita bénh cin phai thong b4o cho nhén vién y té biét vé van dé nay.

2
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PHU NU CO THAI VA CHO CON BU

Phu nit co thai:

Chua x4c dinh dugc tinh an toan clia paracetamol dung khi thai nghén lién quan dén tac
dung khong mong mudn c6 thé c6 déi voi phat trién thai. Do d6, chi nén dung paracetamol
& ngudi mang thai khi thét can.

Thoi ky cho con bu:

Sau khi uéng, mét lugng nhé paracetamol duoc bai tiét vao sita me. Pa c6 bao cdo vé phéat
ban & tré bu me. Méac du paracetamol dugc xem xét la phu hgp véi phu nitr cho con bu, tuy
nhién can than trong khi st dung paracetamol cho phu nit trong thoi ky cho con bu.

SU DUNG THUOC CHO NGUOI LAI XE VA VAN HANH MAY MOC

Paracetamol khong anh hudng hodc anh hudng khong dang ké dén kha nang lai xe va van
hanh may méc.

TUONG TAC THUOC

Céc thudc gdy cam wng enzym microsomal gan nhu ruou, barbiturat va thude chéng co giat
khéc c6 thé 1am tang doc tinh trén gan clia paracetamol, diic biét 1 khi qua liéu.

Str dung paracetamol thuong xuyén va kéo dai 1am ting tac dung chdng dong ciia warfarin &
va cac dan chit coumarin khac va lam ting nguy co chay méau. Tac dung chdng déng ting /
1én khi sir dung paracetamol liéu cao, nhung ciing xay ra véi liéu paracetamol 1,5-2g/ngay |

trong 5-7 ngay. Thi thoang str dung paracetamol thi anh huong khong dang ké.

Probenecid uc ché su glucuronic hda cua paracetamol va anh hudng téi sy chuyén hoa cia
paracetamol. Nén can trong khi sir dung dong thoi probenecid va paracetamol.

Paracetamol c6 thé anh hudng t6i dugce dong hoc ciia chloramphenicol. Nén xem xét khi két
hop nhitng thudc nay, dic biét véi bénh nhan suy dinh dudng.

Trong cac nghién ctru vé duge dong hoc, cac thudc gdy cam mg enzym nhu cic thude
chéng dong kinh (phenytoin, phenobarbital, carbamazepin, primidon) lam giam AUC cua
paracetamol khoang 60%. Cac thudc cam ung enzym khac nhu rifampicin va chiét xuit cay
bach qua (St. John’s wort) cling lam giam ndng do ciia paracetamol. Ngoai ra, két hop lidu
cao nhét clia paracetamol trén bénh nhan dang sir dung thudc cam tng enzym lam ting nguy
co ton thuong gan nghiém trong.

Cholestyramin lam gidm tbc d6 hdp thu cua paracetamol. Vi viy, cholestyramin va
paracetamol nén dugc ubng cach xa nhau it nhat 1 gio.

Metoclopramid va domperidon lam téng nhe su hép thu cta paracetamol, tuy nhién, van c6
thé sir dung dong thoi.

TAC DUNG KHONG MONG MUON

Noéi chung, paracetamol & lidu diéu tri it gdy ra cac tac dung khong mong mudn. Déi véi
dang vién dat thuong 1a kich (mg tai chd lam do tryc trang. Céc phan tng nang trén da la rat

hiém gip, nhung da duge bao cdo. o%/
a4
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Thuong gap: 1/100 <ADR < 1/10

H¢ ti€u héa: DPo6 niém mac tryc trang

Hiém gép: 1/10000 < ADR < 1/1000

Heé thdng mién dich: phan ing qua méin
Gan: ton thuong gan

Da va mé mém: phat ban, mé day, phit mach
Rt hiém gdp: ADR < 10000

Rét hiém gip céc trudng hop bi phan tng ning trén da nhu hdi chimg Steven-Johnson, hoi
chimg TEN hay hoi chimg Lyell, hoi chitng ngoai ban mun mui toan than cap tinh (AGEP).

QUA LIEU VA CACH XU TRI

5

Colocol suppo 150 1a dang vién dit truc trang, vi vay viéc ding qué lidu trong 1 l4n ding
thudc 14 hiém khi xay ra. Tuy nhién néu ding Colocol suppo 150 vé6i tin sudt qua nhiéu '
(dudi 4 gio/lan) c6 thé gay ra qua lidu 4
Triéu chimg qua liéu paracetamol xuat hién trong 24 gio dau tién gdbm: xanh xao, budn non,

non, ia chay, dau thuong vi. Tén thuong gan c6 thé xuét hién tir 12-48 gior sau khi ding

thudc qua liéu. RSi loan chuyén héa duong va acid ¢ thé xay ra. Trong vai trudng hop ton
thuong gan c6 thé 1am ton thuong ndo, xuit huyét, giam glucose huyét, phi ndo va chét.

Suy than cép ciing v6i hoai tir dng than cip, dau quin thit lung, protein nidu, huyét nidu c6

thé xuat hién du chua c6 tén thuong gan. Loan nhip tim, viém tuy ciing da dugc ghi nhan.

Cén nhanh chéng dua bénh nhan ding thude qua liéu vao vién. Thude chéng doc dac\hleu

dugc lya chon 1a methionin hodc acetylcystein.

PIEU KIEN BAO QUAN \/\/
w Noi khd mat, tranh anh sang, nhiét do dudi 30°C.
HAN DUNG:

36 thang ké tir ngay san xuit. Khong st dung thudc qua han ghi trén bao bi.

San xuat boi

CONG TY CO PHAN DUQC PHAM SAO KIM
G KCN Quang Minh, Mé Linh, Ha N§i
Saokim Pharma Di¢n thogi: 0243.5841216  Fax: 0243.5840788

Ngay xem xét lgi to huwong dén sit dung thuic By
Ha Noz ngay" Q/( OL.. naim 2048...

GIAM ﬂﬁ‘@l‘l :

“SS==27AM DOC NHA MAY
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TO HUONG DAN SU DUNG DANH CHO BENH NHAN

Vién dat truc trang
COLOCOL" suppo 150

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM

THONG BAO CHO BAC SI HOAC DUQC SI NHUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU DUNG THUOC

NEU CAN THEM THONG TIN GI XIN HOI Y KIEN BAC SI HOAC DUQC Si
THANH PHAN
MGbi vién Colocol® suppo 150 chira:

Hoat chit: Paracetamol micronized 150 mg
Ta dwgre: Suppocire NAL (Hard fat) vira da 1 vién.
MO TA SAN PHAM:

Vién dan hinh thity 161, mau tring duc, dong nhét.
QUY CACH PONG GOI

Hop 2 vi x 5 vién.

THUOC DUNG CHO BENH Gi

Colocol® suppo 150 c6 chira thanh phén paracetamol - mot thude c6 tac dung giam dau, ha
nhiét.

Colocol® suppo 150 duge chi dinh dé diéu tri triéu chung sét va giam dau tir dau nhe dén
vira cho tré em tir 8 — 12 kg (khoang 6 — 24 thang tudi) trong cac trudng hop: cam cim, sdt
xuét huyét, nhim khuén, nhidm siéu vi, moc ring, sau tiém chung, sau phau thuat...

KHI NAO KHONG NEN DUNG THUOC NAY
Khong sir dung paracetamol néu con ban thudc mét trong cic truwong hop sau:

Di (ing v6i paracetamol hay bt ky thanh phan nao cua thude.

Bi tiéu chay, viém hau mon hoic bi chdy mau tryuc trang.
|

Tré bi thiéu hut glucose-6-phosphat dehydrogense. %\\/

Tré bi suy gan nang.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Colocol supppo 150 khong nén dung két hop voi cac thudc giam dau khac c6 chua
paracetamol. Paracetamol nén dugc dung thén trong cho bénh nhéan bi suy giam chirc nang
gan hodc than.
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Sir dung lidu cao hon lidu khuyén cdo c6 nguy co bi tdn thuong gan nghiém trong. Tién
hanh kiém tra chirc ning gan nén nghi ngd tén thuong.

Paracetamol nén dugc sir dung can than trong trudong hop:
+ Suy nhugc té bao gan tir nhe dén trung binh.
+ Suy than.
+ Hoi chung Gilbert .
+ Thiéu hut glucose-6-phosphate dehydrogenase (G6PD).
+ Nghién ruou min tinh, udng nhiéu ruou (> 3 cbe ruou mdi ngay).
+ Chan an, kh6 miéng.
+ Suy dinh dudng man tinh (du trit glutathione gan thép).
+ Mit nudc, ha huyét.

Béc s can canh bdo bénh nhan vé cac déu hiéu cua phan ung trén da nghiém trong nhu hoi
ching Steven-Johnson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay hoi ching Lyell,
hoi chig ngoai ban mun mu toan than cép tinh (AGEP).

Khi phat hién nhitng d4u hiéu phat ban trén da diu tién hodc bit ky diu hiéu phéan Ung qua
man nao khac, bénh nhan cin phai ngimg st dung thubc. Nguoi da timg bi cac phéan ung
trén da nghiém trong do paracetamol giy ra thi khong dugc dung thudc tré lai va khi dén

kham chira bénh can phai thong bdo cho nhan vién y té biét vé van d¢€ nay.

Phu nir co thai:.

Chura x4c dinh dugc tinh an toan ciia paracetamol dung khi thai nghén lién quan dén tac
dung khong mong mudn c6 thé c6 d6i vai phat trién thai. Do do, chi nén ding paracetamol
& ngudi mang thai khi that can.

Thoi ky cho con bu:

Sau khi uéng, mot lugng nhoé paracetamol duge bai tiét vao sira me. Da ¢ bao cdo vé phat
ban & tré bt me. Méac du paracetamol dugc xem xét la phu hgp véi phu nit cho con bu, tuy
nhién can than trong khi sir dung paracetamol cho phu nit trong thdi ky cho con by.

Ngwoi dang ldi xe hodc van hanh mdy mdc:

Paracetamol khong anh hudng hodc anh huong khong déng ké dén kha nang lai xe va van
hanh may moc.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY

Néu con ban dang hoidc gin diy méi st dung cac thudc khac, nén gip bac si hoic duoc si dé
duoc tu van thém. Vi paracetamol c6 thé lam thay doi tic dung ctia mot s6 thude va ngugce
lai cac thude khac c6 thé anh hudng t6i tac dung clia paracetamol khi sir dung dong thoi.

%
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bic biét, hdy bao cho bac si hodc dugc duge si néu con ban dang udng mot so loai thude

sau:

Thudc khac c6 chira paracetamol — khéng cho con ban ding ciing Colocol® suppo 150
tai mot thoi diém.

Thudc an than barbiturat: thudc nay lam ting doc tinh trén gan cua paracetamol diic biét
1a khi qua liéu.

Thubc chéng dong kinh (chéng co giat): thudc nay lam giam tac dung cua paracetamol,
va lam ting ddc tinh trén gan cia paracetamol khi két hop véi li€u cao nhét cua
paracetamol.

Thude chéng déng mau nhu warfarin: sir dung paracetamol thudng xuyén va kéo dai lam
tang tac dung chéng dong ctia warfarin va cac dan chét coumarin khac, lam ting nguy co
chay mau. Tac dung chdng dong tang 1én khi sir dung paracetamol lidu cao, nhung ciing
xdy ra voi lidu paracetamol 1,5-2g/ngdy trong 5-7 ngdy. Viéc thi thoang str dung
paracetamol thi anh hudng khong dang ké.

Khéng sinh chloramphenicol: paracetamol c6 thé anh hudng t6i tic dung cua
chloramphenicol.

Thudc diéu tri bénh gout probenecid: probenecid anh hudng t6i qua trinh chuyén hoa cia
paracetamol.

Cholestyramin: cholestyramin lam giam tdc d¢ hép thu cta paracetmol, nén uéng céch xa
paracetamol it nhat 1 gio.

Metoclopramid va domperidon: 2 thudc nay lam ting nhe su hép thu ctia paracetamol, tuy
nhién, van c6 thé str dung dong thoi.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

b Luén dung thude nay cho con ban ding véi lidu chi din trong don thudc hoic ciia bac
si hay dwge si. Néu khong chiic chin, hiy héi lai bac si hodic dwge si.

Liéu paracetamol dugc tinh theo can ning cua tré, tudi cua tré chi dé tham khao. Néu
khong biét cin ning cua tré, can phai can tré dé tinh liéu thich hop nhét.

Liéu dung paracetamol hang ngay khuyén céo la khoang 60 mg/kg/ngdy, dugc chia lam 4
1an diing, khoang 15 mg/kg mdi 6 gio.

Vi ¢6 nguy co gdy kich ing truc trang nén viéc diéu tri bang vién dan cang ngén cang tdt,
khong nén vuot 4 1an/ngay va nén thay thé som nhét c6 thé bang duong udng.

Tré bi tiéu chay, khong nén ding thudc nay.

X
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Li€u dung khuyén céo:

Ham lwgng

So vién thuoc

Khoang cach

Liéu ding

Can ning paracetamol/ T g an X o Es .
) W ¥ dan/moi liéu toi thiéu dung toi da moi
(tudi) moi liéu dung . £ .
dung thuoc ngay
(mg)
8-12kg 600 mg
150 mg 1 vién 6 gio

(6 - 24 thang)

(4 vién dan)

Téng liéu paracetamol khong dugc vuot qua 80 mg/kg/ngay.
Bénh nhdn suy than:

O bénh nhén suy than ning, khoang cach tdi thiéu gitra hai 14n ding thudc nén duogc diéu
chinh theo bang sau:

[ Do thanh thai Creatinin Khosng cich ding thude

CL > 10 ml/phut 6 gio

CL <10 ml/phut 8 gio

Téng liéu paracetamol khong vurgt qua 60 mg/kg/ngdy.
Bénh nhan suy gan:
O bénh nhan gan man tinh hodc bénh gan con bu thé hoat dong, dac biét & nhitng bénh
nhan c6 té bao gan khéng ddy du, suy dinh dudng kéo dai (kém dur trir glutathion & gan),
mét nude, hoi ching Glibert, liéu dung khong nén vuot 60 mg/kg/ngay.
Cach dung
Diing dudng truc trang, khong dugc udng.

o Néu tré s6t trén 38,5°C, hiy lam nhitng budc sau day dé ting hiéu qua cta viéc ding
thude:

Céi bo bot quan 4o ciia tré.

Cho tré ubng thém chét 16ng.

Khong dé tré & noi qua nong.

+ + + +

Néu cn, tim cho tré bz"mg nudc 4m, co nhiét do the‘ip hon 2°C so véi thian nhiét cia
tré.

Colocol® suppo 150 1a dang vién dt, giai phong & than nhiét (37°C), vi vdy nén dat thudc
trong tu lanh (4-10°C) trong khoang 5-10 phut trudc khi dung.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC ‘Q

Bo qua lidu di quén va ding lidu tiép theo véi lidu quy dinh, khong dung lidu gép doi.

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO
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Néu ban dung vuot qué lidu quy dinh, hiy tham khao y kién ctia bac si.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Triéu chimg qué liéu paracetamol xuét hién trong 24 gid du tién gdm: xanh xao, budn non,
non, ia chay, dau thugng vi. Ton thuong gan c6 thé xuit hién tir 12-48 gid sau khi dung
thude qua lidu. R&i loan chuyén hoa dudng va acid c6 thé xay ra. Trong vai truong hop ton
thuong gan c6 thé 1am tén thuong ndo, xuét huyét, giam glucose huyét, phit ndo va chét.
Suy than cip cing v6i hoai tir dng than cip, dau quin thét lung, protein niéu, huyét nidu c6
thé xuat hién du chua c6 tén thuong gan. Loan nhip tim, viém tuy ciing da dugc ghi nhan.

TAC DUNG KHONG MONG MUON

O lidu diéu trj paracetamol it gy ra cac tac dung khong mong mudn. Péi véi dang vién dat
thuong 1a kich tng tai chd 1am d6 truc trang. Dic biét, cac phan tmg ning trén da tuy rat
hiém gap nhung da duoc bao céo.

Sau day 1a mot sé tac dung khong mong muén da duge béo cio:
Thuong gap: 1/100 <ADR < 1/10

H¢ tiéu héa: D6 niém mac truc trang

Hiém gdp: 1/10000 < ADR < 1/1000

Hé thdng mién dich: phan tng qua min

Gan: ton thuong gan

Da va m6 mém: phét ban, mé day, phi mach

Rt hiém gdp: ADR < 10000

Phan Ung phu nghi€ém trong trén da méac du ti 1¢ méc phai 14 rat hiém gip nhung nghiém
trong, tham chi de doa tinh mang bao gé)m héi chiing Steven-Jonhson (SJS), hoi chirng hoai
tr da nhiém doc: toxic epidermal necrolysis (TEN) hay hoi chimg Lyell, hdi chimg ngoai
ban mun mu toan than cép tinh: acute generalized exanthematous pustulosis (AGEP).

Khi phét hién nhitng d4u hiéu phat ban trén da dau tién hodc bét ky déu hi¢u phan ing qué
man nao khac, bénh nhan can phai ngimg st dung thudc. Nguoi da timg bi cac phan tng
trén da nghiém trong do paracetamol gdy ra thi khong dugc dung thudc tro lai va khi dén
kham chita bénh cin phai thong béo cho nhan vién y té biét vé van dé nay

Khi ban gip bét ky tac dung khong mong mudn nao, bao gdm ca nhitng tac dung khong
mong mudn khong cé trong t& huéng dan sir dung nay, hay thong bao cho bac si hodc dugc
si cia ban hodc ban c6 thé bao cao tac dung khong mudn cua thudce toi Trung tim Quoc
gia vé Thong tin thudc va Theo d6i phan irng c6 hai cia thudc:

e Dia chi: Truong dai hoc Dugc Ha Noi, 13-15 Lé Thanh T6ng, Quan Hoan Kiém, Ha Noi
e Fax:024.3.9335642 Dién thoai: 024.3.9335618 ‘\/

e Website: http://canhgiacduoc.org.vn Email: di.pvcenter@gmail.com
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Céc thong tin ma ban cung cip s& dong gop vao viée sir dung an toan thudc paracetamol.
CAN BAO QUAN THUOC NAY NHU THE NAO

Béao quéan thudc & noi kho mat, tranh anh sang, nhi¢t do dudi 30°C.

KHI NAO CAN THAM VAN BAC SI, DUQC Si

Hay héi y kién bac si hodc dugc sinéu con ban:

Bi di img véi paracetamol hodc bt ky thanh phan nao cua thude.

e C6van @ vé gan hodc thén.

e Bi tiéu chay, viém hau mon hodc bi chdy mau tryc trang.

e Tré bj thiéu hut glucose-6-phosphat dehydrogense.

e Tré dang hodc vira ding trong thoi gian gan day hodc c6 ké hoach dung trong thoi gian
sip t6i mot s6 loai thude khac.

e Néu con ban c¢6 déu hiéu cua cac phan ing khong mong mudn, ké ca nhimg phan tng
khoéng mong mudn duge liét ké trong phan Tde dung khéng mong mudn.

e Neéu céc triéu chung dau hodc sot cua tré dai dang, khong dut. *d

HAN DUNG CUA THUOC
36 thang ké tir ngay san xuét.

Khong sir dung thudc vurgt qué han st dung duge ghi trén bao bi.

San xuit béi

C CONG TY CO PHAN DUQC PHAM SAO KIM

o

J KCN Quang Minh, Mé Linh, Ha Noi

Sackim Pharma

Pién thoai: 0243.5841216 Fax: 0243.5840788
Ngay xem xét lgi to hwong dén sir dung thuic "iﬁéﬁ@ o;;*\_\,\
Ha Néi, ngay,f//.l I theng 45 nim ’20/1)?

G \MBOCN VIAY
|\=| DUGC PHA
\ *

e\,
Z/

H-19
“GIAM DOC NHA MAY

b6 Varne o

d

S

\()(l( l’\\)\(x
TR L(/\(ﬁ I(r\(x
"/"Q{(}f((’}?. »//{(/?(J, '///{(H:(

A



