TO HWONG DAN SU DUNG
 Hén dich udng

Tlbuprofen®
Syrup

DE XA TAM TAY CUA TRE EM
DOC KY HPONG DAN SU DUNG TRUG'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUABAC STHOAC
purocsi
KHONG DUNG THUOC QUA |-iAN S’ DUNG
T T U GHI TREN NHAN - !
THANH PHAN: cho 5 ml hén dich ubng |
Hoat chat: ! oMl
T a1 R S RO s .o i o0 Nl BRI t 100 mg

Ta dwegre: vira di 5 ml
(Sucrose, sorbitol 70%, natri carboxymethylcellulose; HPMC 615, mremophor
RH 40, acid citric, sucralose, natri benzoat, mau erythrosin, tweencBO hu'crng
dau, nuérc tinh khiét) i
DANG BAO CHE: Hén dich uéng |'
MO TA SAN PHAM: Hén dich uéng cé mau héng, hwong dau.

CHI DINH:

- Gidm dau tir nhe dén vira trong mét sé triidng hop nhu: Théng kinh,
dau dau, dau rang, gidm dau va viém trong chan thwong mo mém.

- Gidm dau va viém trong viém khép dang thép, viém khdp dang 1hép thléu
nién, viém xwong khép, giam dau do viém héPo Xuong. i
-Haséicrtréem Bl

LIEU DUNG VA CACH DUNG: "

Diéu trj dau va sbt: 1 ;

- Bi voi quy cach bng ubng hodc géi 5 mi: ; 1
+Dbi voi tré em can nang 5 kg trér [én: 20 mg/kg trong lugng cor the!ngéy.
chia 3 I&n trong ngay.

+ Tré so sinh 3 - 6 thang nang hon 5 kg: Ligu 1/2 éng hodc gdi/lan x 3
lan/ngay.
+ Tré so sinh 6 - 12 thang: Lidu 1/2 éng hoéc g6i/lan x 3 - 4 lAn/ngay.
+Tré em 1 - 3 tudi: Lidu 1 éng hodc géillan x 3 IAn/ngay.
+Tré em 4 - 6 tudi: Liéu 1,5 bng hodc goi/lan x 3 1an/ngay.
+Tré em 7 - 9 tudi: Lidu 2 6ng hodc goi/lan x 3 lan/ngay.
- Boi voi quy céch 6ng uéng 10 mi:
D6i voi tré em can nang 5 kg tré 18n: 20 mg/kg trong lwgng co thé/ngay,
chia 3 I&n trong ngay.
+ Tré so sinh 3 - 6 thang nang hon 5 kg: Liéu 1/4 6ng/lan x 3 lan/ngay.
+ Tré so sinh 6 - 12 thang: Liéu 1/4 &ng/lan x 3 - 4 IAn/ngay.
+Tré em 1 - 3 tudi: Lidu 1/2 éng/lan x 3 laningay.
+Tré em 4 - 6 tudi: Liéu 3/4 6ng/lan x 3 l&n/ngay.
+Tré em 7 - 9 tudi: Lidu 1 6ng/lan x 3 lan/ngay.
- Déi véi quy cach chai:
_+Déi voi tré em can nang 5 kg trér [&n: 20 r#kg trong lugng co thé/ngay,
chia 3 lan trong ngay.
+ Tré so sinh 3 - 6 thang nang hon 5 kg: L|eu 2,5 mi/lan (dong bang céc
dong keém theo) x 3 lan/ngay.
+ Tré so sinh 6 - 12 thang: Liéu 2,5 mifian (
x 3 - 4 1An/ngay.
+ Tré em 1 - 3 tudi: Lidu 5 mlflan {dong ang céc dong kém theo) x 3
lAn/ngay. 19 1
+Tré em 4.- 6 tudi: Lléu 75 mlaflén (don%&ng céc_don_g kem theo) x 3
l&n/ngay. j i«
+ Tré em 7"* 9 tudi: Liéu 10 mlflérf {dong béng céc dong kém theo} X 3
lan/ngay. -

Cach dung:
‘? c;‘ (hodc tbi thiéu a4 giv).

l.
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ng béng cdc dong kém theo)

- Khoang:cach gitra 2 lléu i(hoéng 6 -

- Khéng ding cho tré du'é’l % théng tu néng < 5 kg.

- Chi slr dung trong theri glan ngan. -

- Tré em trén 6 thang tudi: Néu cac triéu'chibng cla tré kéo dai hon 3 ngay
phai tham khao y kién béc si.

-Tréem3-6 thang tudi: Néu céc f@ chiing cla tré kéo dai hon 24 gio
phai tham khao.y kién béac si.
- Néu triéu-chimg khéng gidm hodc xau h@‘/at tham khéo y klén béc si.

CHONG CHI DINH:

- Qué'mAn voi ibuprofen hoac bat ky thanh p
-'Loét da day ta trang tién trién.

- Tién st¥ chdy mau hoac thing da day - ruot lie
NSAIDs trwéc day. '
- Bénh nhan cb tién str qua man (biéu hién hen, may day,
mii....) sau khi diing aspirin hay cac thudc chéng viém khong
- Nguoi bj hen, co that phé quan, réi loan chdy mau, bénhtim
str loét da day ta trang, suy gan hoac suy than (qu lrgng loc an
dudi 30 mi/phat).

- 'Nguoi bénh dang duoc diéu tri bang thuéc chdng déng éoumann
- Tré em dwoi 3 thang tudi, tré ¢ cah nang dudi 5 kg.

- Ba théng cuéi ‘clia thai kY.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Can thén trong khi ding ibuprofen i Vo nglrdi cao tudi.

- Ibuprofen c6 thé lam cac transaminase tang |én trong mau, nhu'ng bién
déi nay thong qua va héi phuc duarc. ;

- Réi loan thi giac nhw nhin mo 14 déu hiéu chd quan va cd lién quan dén
tac dung c6 hai cta thuéc, nhung sé hét khi ngirng dung ibuprofen, .

- Thudc cé thé 1am suy gidm chive ndng than va lam nang thém tinh trang
suy than.

- R6i loan chirc nang gan cd thé xay ra.

- Bénh nhan co6 tién sir tang huyét ap, suy tim, phu git nuéc cin théng
béo cho bac si hodc duoc si trwdc khi siv dung ibuprofen.

- Str dung lbuprofen dac bigt & lidu cao (2400 mg méi ngay) va trong diéu
trilau dai cé thé gia ting nguy co huyét khéi déng mach (nhdi mau co tim
hay doét quy)

- Céc thubc khang viém Urc ché cyclooxygenase tong h(;vp prostaglandln
co thé gay suy gidm kha nadng sinh sdn ni¥ do dnh hudng qén SL¥ rung
trirng. Diéu nay c6 thé cham dut khi ngleng diéu trj..

- Than trong khi st dung cho bénh nhan cé tién str bénh dwdng tiéu hoa
(viém loét dai trang, bénh Crohn). Khéhg \ném NSAIDs ¢6 thé 1am trdm
trong thém nhirng bénh nay. o

- Xuét huyét tiéu héa, loét hoac thiing, c6 thé gay ttr vong, da duo'c béo
céo voi tat ca cac NSAIDs xay ra tiong qya %ﬁnh@ieu ir}, 66 hoac
c6 canh béo cAc triéu chirng hoac 6 tign st bénh trvee do.

- Nguy co ' xuét huyét tidl héa, loét hodc thiing tang 1&n khi dung tang lidu
NSAIDs, & nhirng bénh nhén co tién sir loét, va & ngudi gia. Nhirng bénh
nhan nay nén dwoc bat dau diéu tri vao 184 th&p nhét co thé. Nén theo
d6i cac triéu chirng bung | bat thuomng (dac biét 1 xuét huyét tiéu héa) nhét
1a trong giai doan dau diéu tri.

- Than trong trén bénh nhan didu frj cdc thudc dung ddng thai cé thé lam
tang nguy co loét hoac ¢chay ‘mau dwong tieu héa, nhw corticosteroid
duéng udng, thude chéng déng mau warfarin, thubc SSRis, hogc chét
chéng két tap tiéu ciu nhw aspirin. Khi xut huyét tiéu'héa hoic loét xay
ra & nhirng bénh nhan st dung ibuprofen thi nén ngirng: didu tri.

- Ibuprofen trc ché két tu tiéu cau nén c6 thé Iam cho thoi gian chdy mau
kéo dai, do d6 st diing than trong véi bénh nhéan thiéu yéu té'déng mau
va dang str'dung thubc khang déng mau.

Canh bao ta dweec:

-Ta dwoc cd sucrose v sorbitol, bénh nhan méc cac rbi loan diéu trj vé
dung nap fructose, réi loan hép thu glucose - galactose hoac thiéu hyt
enzym sucrose - isomaltase khéng nén st dung thuéc nay.

-Té duo'c mau do erylhrosm ¢6 nguy co gay phén ng d| u=ng

ST DUNG THUGC CHO PHU N(F €6 THAI VA CHO CON
- Domnhikng énh hudng clia-cae thuée chéng viem khéng sterold trén hé
tim mach va ho hap cua phu n& mang thai va bao thai; nén trénh- dung
ibuprofen trong thdi gian mang thai. Trong 3 thang cudi thai ky, phai hét
stzc han ché sr dung dbi v&i ibuprofen ciing nhur'bat ¢ thuée ch&ng wérn
nao va ‘chéng ch dinh tuyét déi trong vai ngay trwdc khi sinh.

<'Ibuprofen vao sira me rét it, kﬁbng dang ké It khé nang :ééy ra nguy w
cho tré & héu binh thuong véi me. * :

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH
MAY MOC:

Thudc ¢, thé | gay. céc téc dung khdng mong muén nhuw. nhirc dau, budn
ngd, mét mai, chéng mat, r6i loan thi giac, giam thinh giac vi thé irong thevi
gian dung thuéc khdng nén Iai xe va van hanh may moc. Jua e

TUONG TAC, TWONG KY CUA THUGC: - i
Twong tac:  ©

- Céc thubcchbng viém khbng steroid khéc: CO thé iam mng nguy co
chay mauva gay loét.

a0 clia thuéé. '
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- Ibuprofén‘nén tranh két hop véi aspirin: Trir khi' ding aspirin liéu thip
(< 75 mg méi ngay), vi didu nay cé thé 1am tang nguy co phan tng phu
Di Tigu thirc nghiém cho thay raing ibuprofen cé thé (rc ché tac dung clia
aspirin lidu thap chéng két tap tiéu cau.

- Ibuprofen nén than trong khi ding két hop véi thube chéng ﬂbng mau:
NSAIDs c6 thé tang tac dung cua chét chéng déng, ching han nhu
warfarin gay chéy mau khong cam.

- Thubc ha huyet ap va thudc loi tiéu: NSAIDs c6 thé lam gidm tac dung
cuia cac loai thube nay. Thube lgi tidu cé thé lam tang nguy co doc tinh
trén than clia NSAIDs. :

- Corticosteroid: Gia tédng nguy co loét da day hoac chéy mau.

- Thubc chéng két tap tiéu cau va thubc (rc ché tai hap.thu serotonin co
chon loc (SSRIs): Gia tang nguy co xuat huyét tidu hoa.

- Lithi: C6 baing chirng cho s gia tdng ndng do trong huyét twong cua lithi.
- Khang sinh nhém quinolone: Tang tac dung phu clia cac khang sinh
nhém quinolone Ién hé than kinh trung uong va ¢ thé dan dén co giat.

- Magnesi hydroxyd lam téing sy h&p thu ban déu cua ibuprofen, nhung
néu nhém hydroxyd cting M khéng cé tac dung nay.

- Methotrexat: Ibuprofen lam tdng methotrexat trong huyét tong va lam
tang ddc tinh clia methotrexat.

- Furosemid: Ibuprofen c6 thé 1am giam tac dung bai xuét natri niéu ctia
furosemid va céc thudc loi tidu. x

- Digoxin: 'Ibuprofen I&m trdm trong thém tinh trang suy tim, lam gidm
'GFR'valam tang ndng dd digoxin huyét trong. -

- Ciclosporin: Gia téang nguy co dc tinh trén than.

- Zidovudin: Gia tang nguy co doc tinh huyét hoc khi sir dung NSAIDs
v&i zidovudin. Gia tAng nguy co hemarthrosis va tu mau & bénh nhan
HIV (+) hay chdy méu khi diéu tri dng thoi zidovudin va ibuprofen.

- Tacrolimus: Tang nguy co nhuém dbc than kﬁi st dung NSAIDs voi
tacrolimus.

- Mifepriston: NSAIDs khéng nén str dung cho 8 - 12 ngay sau khi dlng
mifepristan, NSAIDs ¢6 thé fam giam hiéu’ lyrc mifepriston.

Twong ky: Do khong cb cAc nghién ctu 'v& tinh twong ky ctia ﬂﬁuéc
khéng tron 1an thudc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON: ., ..+
5 - 15% nguoi bénh cé téc dung phu vé tiéu héa

+ Teu héa: Chuéng bung, budn nén, nén.
+ Than kinh trung uong: Nhirc déu, hoa mél chéng miét, bén, chon
+ Da: Mén ngtra, ngoai ban .
It g&p, 1/100 > ADR > 1/1000;
+ Toan than: Phan &rng di ¢ trng (dgc l:uét co thét phé quén & ngué'l bénh
bi hen), viem mi, ndi may day.

+ Tiéu hoéa: Dau bung, chay mau da day - rudt, lam loét da day tién trién.

+ Thén kinh.trung wong: Lo mo, mét ngu, U tai.

+Mat: Réi loan thj giac

+ Tai: ;I'I'glnh [yc gidam.

+ Mau: Thei gian chay mau kéo dai.

Hiém, gé&p, ADR < 1/1000;

+ Toan than: Phu, néi ban, hdi chirng Stevens - Johnson, rung téc.

+ Than kinh trung wong: Trdm cam, viém mang ndo vo khuén nhin mé&,
rbi loan nhin mau, gidm thj lyc do ngd doc thude. ’

+ Mau: Gidm bach cAu, giam tiéu,cAu; gidm bach ciu trung tinh, tang
bach cau wa eosin, giam bach ciu hat, thiéu mau.

+Gan: Réi loan co 'bop thi mat, cac thi, nghlém tham do chirc nang gan
b4t thweng, nhiém doc gan.

+ Tiét niéu - sinh duc: Viém bang quang dél ra méu suy than cp, viém

~ than ke; hoi . e mt
"THONG BAO NGAY CHO BAC ST #o.az: DUOC ST NHONG PHAN

wa“cd HAI GAP PHAI KHI SU Df.ms rHuoc

QUA LIEU VA CACH XUr TRI;

Qué lidu: Triéu chirng khi.sir dung qué lidu lbupmfen bao gém: budn
nén, nén, dau thweng vi; hodc d6i khi tiéu chay. U tai, dau dau va chay
méu duong tiéu héa cling cé thé xay ra. Ngd doc nghiém trong hon gay
ddc tinh trén hé than kinh trung wong, bidu hién nhu budn ngl, thinh
thoang  kich thich va mét phuong hiréng hodc 'hén mé. Dbi khi bénh
nhan phat trién co giat. Bj toan chuydn héa nghiém trong co thé xay ra
v theri gian prothrombin co thé kéo dai, c6 thé 1a do sy can thigp céc yéu
t6 déng mau. Viém thén, suy gan €6 thé xéy ni Gay dot cép cta’ bénh
hen suyé&n & bénh nhan hen." "% °

X tri: Thuong 14 diéu tr trigu chikng va hd tro- Néu ‘da udng.qué liéu thi
can dp dung nhi*ng bién phap sau day nhim ting dao thai vaibat hoat
thude; Réra da day, géy nén va lgi tidu, cho-ubng than hoat hozc thube
tAy mudi. Néu nang, thAm tach mau hodc truyén mau. Vi thudc gay toan

~HAN DUNG: 24 thang k& tir ngay san xuét.
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chuyén héa va dao thaiqua nu&}/én vé ly thuyét s& ¢ lgi khi cho
truyén dich kidm va loi tidu.

DAC TINH DUQC LY:

Nhém duge ly: khang viém va giam dau kh ero:d
Ma ATC: M01AE01

Duwgc Iwe hoe: Ibuprofen I thubc chéng viem

tir acid propionic. Ililp;pfan c6 tac dung glémdqu h
Co ché tac dung clia thube 1a trc ch% prostaglandln sy
ngan tao ra: pq;ps_ta_glandln thromboxane va cac san pl
cyclooxygenase. Ibuprofen ciing trc ché tng hop prostacycii(®
c6 thé gay nguy co' r nudrc do lam gidam dong mau téi than. Can(pai dé
y dén didu nay déi v&i cac ngudi bénh bj suy than, suy tim, suy

cac bénh c6 réi loanvé thé tich huyét twong.

- Tac dyng chéng viem cla ibuprofen xuét hlén sau hai ngay diéu tri.
Ibuprofen c6 tac dung ha sét manh hon aspirin, nhung kém indometha-
cng Thubc cb tac dung chééng v%rn t?t va c6 tac dung gidm dau | t6t trong
diéu trj viem khdp dang thap thiéu nié

Dwec dqng hoc: 1[?L?pgl'0fe: hap thu MMHM‘R& da
clia thuée trong huyét twong dat dwoc sau khi ubng tie 1 dén 2 gid.
Thubc gén rat nhiéu véi protein huyét tvong. Thoi gian ban thai khoang
2 gior. Ibuprofen dao thai rit nhanh qua nwoc tiéu (1% duwdi dang khﬁng
ddi, 14% dudi dang lién hop).

QUY CACH BONG GOI:

= H6p 20 6ng nhwa uéngx 5 mi

=Hép 30 éng nhya ubng x 5 mi

- Hép 50 6ng nhya uéng x 5 ml

- Hop 20 éng nhya udng x 10 ml

- Hép 30 éng nhya udng x 10 ml

- Hop 50 6ng nhwa ubng x 10 ml

- Hop 20 géi x 5 mi

- Hop 30 g6i x 5 ml

< Hop 50 goi x 5 ml

- Hop 1 chaix 30-ml (kém 1 c6c dong)
- Hép 1 chai x 60 ml (kém 1 coc dong) . |,
- Hop 1 chai x 100 ml (kém 1 cbec dong)

BAO QUAN: Noi kho réo, nhiét d6 khong qugsofp, ,;rgnh anhsang: ;|

steroid, dﬁn XuAt

TIEU CHUAN : TCCS

AN THIEN PHARMA

"'CONG TY CO PHAN DU'O'C PHAM AN THIEN
314 Béng Sao, Phurong 5, Quén 8, TR Hb Chi Minh

San xuat tai nha may:
CONG TY CO PHAN D ‘PHAM AN THIEN
L6 C16, Pwong S8 9, ‘kCN H:ep Phl,PQ’C
-Huyén Nha Be, TP Hd Chi Mmh
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