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Composition:

Each teaspoonful (5 ml) contains:
Tbuprofen..........coccmvenena. .. 100 mg

Dosage:

Adults:

- Recommended desage: 200 mg (2 teaspoonfuls), 3-4 times daily
Children:

- 1-2years : 50mg{2.5mlor Yateaspoonful), 3-4 times daily

- 3-Tyears :100mg(5mlor1teaspoonful), 3-4 times daily

- 8-12years - 200 mg (10ml or 2 teaspoonful), 3-4 times daily

SHAKE WELL BEFORE USE
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suspension
Ibuprofen suspension 100mg / 5ml

Store in a cool dry place, below 30°C,
Protect from light.
(Do not use 14 days after first opening

Should be taken after meals. if store in room temperature and 28

Detail information: See enclosed brochure e

Batch No. Keep away from chilren

Exp. Date 60 m'l

Mg D ﬂm HOLI PHARMA @
BANDUNG-INDONESIA

BOY TE
CUC QUAN LY DUQC
PpA PHE DUYET

Lan dau%b‘- Z,ME

INSIC suspension Hag g epmi

Thanh phan: M3i thia ca phé (5ml) hén

dich uéng cé chiza:

lbuprofen .. 100mg

Chi dinh, chéng chi d‘irlh lidu lromg -

céch dl.ll‘ln. thén trong va céc thing

tin khac: Xin xem to huéng din st

dung kem theo

Bdo quan: Bdo quan & noi kho mat,

nhlél a6 dudi 30°C. Tranh anh séng
? diing thuéc qua 14 ngay sau khi

p, ndu bo guan o nhiét @8 phong

va khﬂng qua 28 ngay néu bda quan

trong td lanh).

- "ONNE  Pachi B

- S&n xu#t iai Indonesia boi:

~ PT. HOLI PHARMA

L Ui Leuwigaiah No. 100, Cimindi. Gimahi |
Bandung - Indonesia 40521,

Produced by:
ﬂ. HOLI PHARMA

BANDUNG-INDONESIA

Netto :60 ml

Composition:
Each teaspoonful (5ml} contains:
100mg

Recomended dosage: 200 mg (2
teaspoonfuls), 3-4 times daily
Chitdren;

- 1-2 years: 50 mg (2.5 ml or 1/2
teaspoonfuls), 3-4 times daily.

- 3-7 years: 100 mg (5.0 ml or 1
teaspoonfuls), 3:4 times daily
-8-12 years: g (10 mior2

teaspoonfuls), 3\ times daily.
Should be tak iter meals,

Produced by:

u.m HOLI PHARMA

BANDUNG-INDONESIA
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INSIC SUSPENSION
(Hén dich udng Ibuprofen 100 mg/5 ml)

. Doc ky huong ddn sir dung truée khi ding.

. Néu cdn thém théng tin, xin hoi y kién bdc st.

. Théng bdo cho bdc sT nhitng tdc dung khéng mong mudn gdp phai khi sic dung thudc.
. Dé xa tam tay tré em.

. Khéng diing thudc qud han sit dung da in trén hop.

THANH PHAN:
M3i 5 ml hdn dich ¢6 chira:
Hoat chait: TOUPTOFEN ........cuvvrvvrecieevcrersnsasisesssessaessessssssesssssssnnns 100 mg

Ta dugc: natri benzoat, ethylenedinitrilotetraacetic acid, glycerin, sorbitol, xanthan gum,
cellulose vi tinh thé, tween 80, acid citric, Eurocert carmoisine CI 14720, Grape E.39607,
natri cyclamat, natri saccharin, FD&C Blue No. I CI 73015, saccharose, nudc tinh khiét vira
du.

DUQC LUC HQC:

Ibuprofen la thudc chong viém khong steroid, ddn xuét tir acid propionic. Gidng nhu cac
thudc chdng viém khong steroid khac, ibuprofen c6 tic dung giam dau, ha sbt va chdng viém.
Co ché tac dung cta thudc la c ché prostaglandin synthetase va do d6 ngin tao ra
prostaglandm thromboxan va céc san pham khéc ctia cyclooxygenase. Ibuprofen ciing trc ché
tong hop prostacyclm & than va c6 thé gdy nguy co & nudc do\l iarh dong mau t6i than.
Can phai dé y dén diéu nay ddi véi cac ngudi bénh bi suy than, suy tim, suy gan va cac bénh
¢6 rbi loan vé thé tich huyét tuong.

Téc dung chdng viém cia ibuprofen xuét hién sau hai ngay diéu tri. Ibuprofen c6 tac dung ha
sot manh hon aspirin, nhung kém indomethacin. Thudc c6 téc dung chbng viém tét va c6 téc
dung giam dau tot trong diéu trj viém khép dang thép thiéu nién.

Ibuprofen 1 thudc an toan nhét trong cac thube chéng viém khong steroid.
DUQC DPONG HOQC:

Ibuprofen hap thu tét & 6ng tiéu hoa. Nong do tdi da cua thudc trong huyét tuong dat dugc
sau khi udng tir 1 dén 2 gio. Thude gin rat nhiéu véi protein huyét tuong. Nira doi clia thudc
khoang 2 gid. Ibuprofen dao thai rit nhanh qua nudc tiéu (1% dudi dang khong déi, 14%
dudi dang lién hop).

CHI PINH:

- Chéng dau va viém tir nhe dén vira: Trong mot s6 bénh nhu thng kinh (c6 téac dung t6t
v an toan), nhirc dau, thu thuat vé ring, cit mép am ho. Dung ibuprofen c6 thé giam bot
liéu thude chira thude phién dé didu trj dau sau dai phiu thut hay cho ngudi bénh bi dau
do ung thur.

- Diéu trj viém khép dang thép, viém khép dang thap thiéu nién.
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- Ha sbt & tré em.
LIEU LUQNG VA CACH DUNG:
Thubc ding dudng udng. Lic k¥ truéc mdi 1dn ding, Nén udng thube sau khi an.

Nguoi lén: & giam dau liéu théng thudng 14 60 ml — 90 ml (1,2g — 1,8g)/ngay, uong lam
nhiéu 14n. Liéu duy tri: 30 ml — 60 ml (0,6 g — 1,2 g)/ngay. Liéu t§i da: 120 ml — 160 ml (2,4
— 3,2 g)/ngay.

Dé giam sbt, lidu thudmg ding: 10 ml — 20 ml (0,2 g - 0,4 g). Cach nhau 4-6 gid/lan, tdi da
60 ml (1,2 g)/ngay.

Tré em: dé giam dau hodc ha s6t:
o 1-2tudi: 50 mg (2,5 ml hodc mot nira thi ca phd), 3-4 1an mdi ngay.
e 3-7 tudi: 100 mg( 5 ml hoac mdt thia ca phé), 3-4 1dn mbi ngay.
o 8-12 tudi: 200 mg (10 ml hosc 2 thia ca phé), 3-4 1in mdi ngay.

Dé diéu tri viém khop dang thip thidu nién c6 thé ding lidu 2 ml (40 mg)/kg thé trong/ngdy.
Tré dudi 30 kg: liéu t6i da 25 ml (500 mg)/ngay. Khong nén ding cho tré ¢6 trong lugng
duai 7 kg.

Hén dich nay chi duge ding trong 14 ngay sau khi mé nap néu bao quan & nhiét d6 phong
hogc khéng qua 28 ngay néu bao quan trong th lanh.

CHONG CHI PINH:
Man cam véi ibuprofen.
Loét da day ta trang tién trién.

Qua man véi aspirin hay vai cac thude chong viém khong steroid khac (hen, viém mii, ndi
may day sau khi dung aspirin). q

Ngudi bénh bi hen hay bi co thit phé quan, réi loan chay mau, bénh tim mach, tién sir loét da
day ta trang, suy gan hodc suy than (lwu lugng loc cdu thin du@( B0 mlg)l}t'lt).
|

Ngudi bénh dang dugc didu tri bing thudc chéng déng coumari

Nguoi bénh bi suy tim sung huyét, bi giam khéi lugng tudn hoan do thube lgi nidu hodc bi
suy thén (tang nguy co rbi loan chirc ning than).

Ngudi bénh bi bénh tao keo (cé nguy co bi viém mang nio v6 khudn. Can chu yla tt ca cdc
ngudi bénh bi viém mang no vé khuan déu da cé tién sir mic mét bénh ty midn).

3 thang cudi cua thai ky.
KHUYEN CAO VA THAN TRONG:
Cén than trong khi diing ibuprofen déi véi ngudi cao tudi.

Ibuprofen cé thé lam céc transaminase tang 1én trong mau, nhung bién dbi nay thoang qua va
hé1 phuc duer.

R&i loan thi gide nhu nhin mor & ddu hidu chu quan va ¢6 lién quan dén tic dung ¢6 hai coa
thude nhung s€ hét khi nglmg ding ibuprofen.

Ibuprofen tic ché két ty tiéu cAu nén cé thé lam cho thdi gian chay méu kéo dai.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
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Thot ky mang thai

Céc thude chdng viem c6 thé wre ché co bop tir cung va lam cham dé. Céc thude chdng viém
khong steroid ciing c6 thé gy tang ap lyc phéi nang va suy hé hip nang & tré so sinh do déng
sém Ong dong mach trong tir cung. Céc thude chéng viém cfing Gc ché chitc nang tidu clu,
lam ting nguy co chdy mdu.

Sau khi udng cac thude chéng viém khéng steroid ciing c6 nguy co it nuée 6i va vo nidu & tré
so sinh. Trong 3 thang cudi thai k¥, phai hét sirc han ché sir dung dbi véi bit cir thude chéng
viém nao. Céc thube nay cling cé chdng chi dinh tuyét dbi trong vai ngay trude khi sinh,

Thoi ky cho con bu

Tbuprofen vao sita me rét it, khong dang ké. It kha nang xay ra nguy co cho tré & lidu binh
thudmg vdi me,

ANH HUONG DEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Thube ¢6 thé gay ra tdc dung khoéng mong mudn 13 hoa mit, chéng mit nén cin thén trong
khi 1ai xe hodc vin hanh may méc.

TUONG TAC THUOC:

Ibuprofen va cac thudc chdng viém khdng steroid khic 1am tang tic dung phu ciia cdc khang
sinh nhém quinolon 1én hé thin kinh trung vong va ¢6 thé din dén co giat.

Magnesi hydroxyd 1am ting sur hép thu ban ddu cta ibuprofen; nhung néu nhém hydroxyd
cung c6 mét thi lai khong c6 tac dung nay.

V6i cac thude chbng viém khong steroid khéc: Tang nghy c(1l chdy mau 3 gdy loét.
Methotrexat: Ibuprofen 1am tang doc tinh clia methotrexat.

Furosemid: Ibuprofen c6 thé lam giam tic dung bai xuat “natri niéu cua furosemid va cac
thube loi tiéu.

Digoxin: Ibuprofen cé thé lam ting néng d¢ digoxin huyét tuong.

TAC DUNG KHONG MONG MUON:

5 - 15% ngudi bénh c6 tic dung phu vé tidu héa.

Thuong gdp, ADR >1/100

Toan than: Sét, moi mét.

Tiéu héa: Chuéng bung, budn nén, ndn.

Than kinh trung wong: Nhitc d4u, hoa mét chéng mit, bdn chdn.

Da: Mén ngira, ngoai ban.

It gap, 1/100 > ADR > 1/1000

Toan thin: Phin tng di ung (dic biét co thit phé quan & ngudi bénh bi hen), viém mii, ndi
may day.

Tiéu hoa: Pau bung, chay mdu da day - ruét, lam loét da day tién trién.
Thén kinh trung wong: Lo mo, mat ngu, u tai.

Mit: Réi loan thi gidc.

Tai: Thinh lyc gidam.
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Mau: Thoi gian mau chay kéo dai.
Hiém gap, ADR < 1/1000
Toan than: Phu, ndi ban, hoi chung Stevens - Johnson, rung téc.

A . A 5 " A 5 a A 1 3 As ‘ 1
Than kinh trung uong: Tram cam, viém mang ndo v6 khuan, nhin mo, roi loan nhin mau,
giam thi luc do ngd ddc thudc.

Mau: Giam bach cau, giam ti€u cau, giam bach cau trung tinh, ting bach ciu wa eosin, giam
bach cau hat, thiéu mau.

Gan: Réi loan co bép ti mat, cac thir nghiém tham do chirc ning gan bét thuong, nhidm doc
gan.

Tiét niéu - sinh dyc: Viém bang quang, dai ra mau, suy than cép, viém than k&, hdi chimg
than hu.

Hudng din cdch xir tri ADR

Néu nguoi bénh thdy nhin md, giam thi luc, hodc roi loan nhan cam mau sic thi phai ngimg
dung ibuprofen.

Néu c¢6 rbi loan nhe vé tiéu hoa thi nén udng thude luc an hay ubng véi sita.

QUA LIEU VA BIEN PHAP XU LY:

Thuong 1a didu trj triéu chimg va hd trg. Néu da/d:
phép sau ddy nhim ting dao thai va bét hoat thude: \rid da déy, gay non va loi tiéu, cho udng

than hoat hay thudc tdy mudi. Néu ning: thim tach odc truyén mau. Vi thudc gay toan
hoéa va dao thai qua nude tiéu nén vé 1y thuyét s& ¢6 lgi khi cho truyén dich kiém va loi tiéu.

qua lleu thi can 4p dung nhimng blen

TIEU CHUAN CHAT LUQNG:

Tiéu chuén co sé.

BAO QUAN:

Bao quéan & noi kho mat, tranh dnh sang, nhiét 46 dudi 30°C.
HAN DUNG:

36 thang ké tir ngay san xuét.

Khéng ding thudc quéa 14 ngay sau khi m& ndp néu bao quan & nhiét do phong va khong qua
28 ngay néu bao quan trong tu lanh.

S 16 san xuit (Batch No.), ngdy san xudt (Mfg. date), han dung (Exp date): xin xem trén
nhan hdp va chai. 5

PONG GOI VA DANG BAO CHE:
Hop chira 1 chai hdn dich 60 ml.

San xuét tai Indonesia boi:
PT. HOLI PHARMA
JI. Leuwigajah No. 100, Cimindi, Cimahi, Bandung-Indonesia 405211
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Ngay xem xét lai ngi dung hudng dan sir dung: 20/12/2014
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