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TO' HPONG DAN SU’ DUNG
H&n dich udng

AT Ibuprofen®
Syrup

DE XA TAM TAY CUA TRE EM
DOC KY HI'ONG DAN SU DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC STHOAC

pDUQC Si
KHONG DUNG THUOC QUA HAN S0’ DUNG
< P TREN R

THANH PHAN: cho 5 ml hén dich uéng

Hoat chit: _
Ibuprofen .............
Ta dwee: vira adi5m

(Sucrose, sorbitol 70%, natri carboxymethylcellulose, HPMC 615, cremophor
RH 40, acid citric, sucralose, natri benzoat, maT erythrosin, nmaanO huong
dau, nuore tinh khiét)

DANG BAO CHE: Hén dich ubng
MO TA SAN PHAM: Hon dich ubng c6 mau hong, huong dau

CHi DINH:

- Giam dau tir nhe dén vira trong mét sé trirong hop nhu: Théng kinh,
dau dAu, dau rang, gidam dau va viém trong chan thuong mé mém.

- Giam dau va viém trong viém khorp dang thép, viem khop dang thap thigu
nién, viém xwong khép, giam dau do viém h&ccr xuong.

- Ha sot & tré em. E

LlEU DUNG VA CACH DUNG:
Lié

Didu trj dau va sét:

- B6i véi quy céch ng ubng hodc gbi 5 mi: 3

+ D6 voi tré em can nang 5 kg tré 1&n: 20 mg/kg trong lwong co thé/ngay,
chia 3 lan trong ngay.

+ Tré so sinh 3 - 6 thang néng hon 5 kg: Liéu 1/2 éng hodc goiflan x 3
lan/ngay.

+ Tré so sinh 6 - 12 thang: Liéu 1/2 éng hoéc goiflan x 3 - 4 lan/ngay.
+Tré em 1 - 3 tudi: Lidu 1 éng hodc goiflan x 3 IAn/ngay.

+Tré em 4 - 6 tudi: Lidu 1,5 6ng hodc géillan x 3 lan/ngay.

+Tré em 7 - 9 tudi: Lidu 2 6ng hodc goi/lan x 3 ian/ngay.

- Béi véi quy cach éng ubng 10 ml:

Déi voi tré em can nang 5 kg trér 1&n: 20 malkg trong lugng co thé/ngay,
chia 3 l&n trong ngay.

+ Tré so sinh 3 - 6 thang nang hon 5 kg: Liéu 1/4 éng/lan x 3 lan/ngay.

+ Tré so sinh 6 - 12 thang: Liéu 1/4 bng/iAn x 3 - 4 |An/ngay.

+Tré em 1 - 3 tudi: Lidu 1/2 éng/lan x 3 lan/ngay.

+Tré em 4 - 6 tudi: Lidu 3/4 éng/idn x 3 laningay.

+Tré em 7 - 9 tudi: Lidu 1 éng/lan x 3 lan/ngay.

- B6i véi quy cach chai:

+D6i vai tré em can nang 5 kg trér 1&n: 20 mag/kg trong lwgng co thé/ngay,
chia 3 lan trong ngay.

+ Tré so sinh 3 - 6 thang nang hon 5 kg: Liéu 2,6 mi/lan (dong bang céc
dong kém theo) x 3 lAn/ngay.

+Tré so sinh 6 - 12 thang: Liéu 2,5 miflan (iong béng cbe dong kém theo)
x 3 - 4 lan/ngay.

+Tré em 1 - 3 tudi: Lidu 5 mifén (dcmg ﬁéng cbc dong kém theo) x 3
lan/ngay.

+ Tré em 4 - 6 tudi: Liéu 75 mifian (dong béng céc dong kém theo) x 3
lan/ngay. Al
+ Tré em 7'~ 9 tudi: Uéu 10'mi/lan (dong béng cbe dong kém theo) x 3
l&nngay.

Cach dung:

- Khodng céch gitra 2 lidu khodng 6 -8 glq‘ (hodc tbl thiéu 1a 4 gior).

- Khéng duing cho tré dwéi 3 thang tudi, 0?1 nang < 5 kg.

- Chi st dung trong thoi gian ngan.

- Tré em trén 6 thang tudi: Néu céc triéu chimg cla tré kéo dai hon 3 ngay
phdi tham khdo y kién bac sT.

100 mg

-Tréem 3-6 théng tubi: Néu céc triéu chirng clia tré kéo dai hon 24 gior
phai tham khdo y kién bac sT.
- Néu triéu chirg khang giam hodc xau hon phai tham khéo y kién béc si.

CHONG CHI BINH:

- Qué mén véi ibuprofen hoac bat ky thanh phén nao ctia thude.

- Loét da day ta trang tién trién.

- Tién sir chdy mau hoac thing da day - rudt lign quan dén st dung
NSAIDs truéc day.

- Bénh nhan 6 tién sty qua man (biéu hign hen, may day, phi mach, viém
mii...) sau khi dung asplnn hay céc thude chong viém khong steroid khac.

- Nguoi bj hen, co thét phé quan, réi loan chdy mau, bénh tim mach, tién
sir loét da day ta trang, suy gan hoac suy than (luu leong loc ciu than
duéi 30 ml/phat).

- Ngudi bénh dang duoc diéu tri bang thude chéng déng coumarin.
-Tré em dirdi 3 thang tudi, tré cd can nang dudi 5 kg.

- Ba thang cubi clia thai ky.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Gén than trong khi ding lbuproferxd&vdﬁ ngirdi cao tudl.

- Ibuprofen cé thé |am cac transaminase tang 1&n trong mau, nhung bign
ddi nay thodng qua va hdi phuc duge.

- Rdi loan thj giac nhw nhin mé 1a dau hiéu chd quan va ¢ lién guan dén
tac dung cé hai cua thubc.nhung sé hét khi nglrng dung ibuprofen,

- Thudc c6 thé lam suy gidm chire nang than va lam nang thém tinh trang
suy than.

- Réi loan chire ndng gan ¢6 thé xay ra.

- Bénh nhan co tién st tang huyat ap, suy tim, ph gitk nuée can théng
béo cho béc si hodc dugc sT trude khi sir dung 1buprofan

- 8ir dung ibuprofen, d&c biét & liéu cao (2400 mg méi ngay) va trong diéu
tri lau dai co thé gia tang nguy co huyét khéi déng mach (nhéi mau co tim
hay dét quy).

- Céc thudc khang viem (e ché cyclooxygenase tdng hop prostaglandin
c6 thé géy suy giam kha néng sinh san nir do anh huédng dén sy rung
trieng. Diéu nay co thé chdm dut khi ngleng diéu trj.

- Thén trong khi st dung cho bénh nhan co tign st bénh dwéng tiéu hoa
(viém loét dai trang, bénh Crohn). Kht\ng viém NSAIDs c6 thé 1am trdm
trong thém nhirng bénh nay.

- Xuét huyét tidu hoa, loét hoac thiing, c6 thé gay i vong, da dugc bao
céo voi 1Al ca cac NSAIDs x3y ra liong- Guia b diéu i ¢ hoae khéng.
c6 canh bao cac triéu chirng hodc c6 tién stz bénh twdc do.

- Nguy co xuét huyét tiéu hoa, loét hoac thiing tang 1&n khi diing tang lidu
NSAIDs, & nhiing bénh nhan co tién sir loét, va & ngudi gia. Nhung bénh
nhan nay nén dugc bat dau diéu tri vao liéu thdp nhat co thé. Nén theo
dBi cac triéu chirng bung bAt thuéng (dac biét 1a xuat hiyét tieu héa) nhat
1a trong giai doan dau didu tri.

- Than trong trén bénh nhan didu trj cac thudc ding ddng thai cé thé 1am
tang nguy co loét hodc chdy mau dudng tieu hoa, nhu corticosteroid
dudng udng, thude chéng déng mau warfarin, thuéc SSRIs, hodc chéat
chéng két tap tidu cau nhw aspirin. Khi xuét huyét tiéu hoa hodc loét xay
ra & nhirng bénh nhan st dung ibuprofen thi nén ngirng diéu tri.

- Ibuprofen tre ché két tu tiéu cau nén co thé 1am cho thoi gian chay mau
kéo dai, do d6 str dung thén trong véi bénh nhén thiéu yéu té déng mau
va dang st dung thudc khang déng mau.

Canh bao ta dwoc:

- Ta duoc ¢ sucrose va sorbitol, bénh nhan mac cac réi loan diéu tri vé
dung nap fructose, rdi loan hap thu glucose'- galactose hodc thiéu hut
enzym sucrose - isomaltase khong nén st dung thude nay.

- Ta duoc mau do erythrosin, co nguy co' gy phan ing dj (rng,

Il

SUF DUNG THUGC CHO PHU Ni¥ €6 THAI VA CHO CON BU: -

- Do nhing &nh huéng ciia cac thuéc chéng viém khong steroid trén hé
tim mach va ho hap cia phu nir mang thal va bao thai, nén tranh dung
ibuprofen trong thévi gian mang thai. Trong 3 thang cubi thai ky, phai hét
stic han ché st dung dbi véi ibuprofen ciing nhu bat ctr thuéc chéng viém
nao va chéng chi dinh tuyét d6i trang vai ngay triedc khi sinh.

- Ibuprofen véo sira me rét it, khéng dang k&. it kha nang xay ra nguy co
cho tré & liéu binh thuemng véi me.

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

Thuéc c6 thé gay cac tac dung khéng mong mudn nhur nhive dau, buén
ngti, mét mai, chérlg mat, réi loan thi gléc giam thinh gide vi thé trong thoi
gian diing thubc khéng nén lai xe va van hanh may moc. :

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

- Cae thubc ehdng viém khéng steroid khac: C6 thé 1am tang nguy co
chay mau va gay loét.
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- Ibuprofén nén tranh két hop véi aspirin: Trir khi ding aspirin liéu thap

(< 75 mg mébi ngay), vi didu nay ¢o thé lam tang nguy co phan trmg phu!

D liéu thire nghiém eho théy rang ibuprofen c6 thé tre ché tac dung clia

aspirin ligu thap chdng két tap tiéu cau.

- Ibuprofen nén thén trong khi ding két hgp véi thude chong @éng mau:

NSAIDs cd thé tang tac dung clia chat chéng déng, chang han nhuw

warfarin géy chdy mau khdng cam.

- Thube ha huyét ap va thudc loi tiéu: NSAIDs co thé lam giam tac dyng

clia cdc loal thube nay. Thude lpi tidu c6 thé 1am tang nguy co' dbe tinh

trén than cda NSAIDs.

- Corticosteroid: Gia tang nguy co loét da day hoac chay mau.

- Thudc chéng két tap tiéu cAu va thude Gic ché tai hap thu serotonin co

chon loc (SSRIs): Gia tang nguy co xuat huyét tidu hoa.

- Lithi: C6 béing chimg cho sk gia tang ndng dd trong huyét tirong cua lithi.

- Khang sinh nhém guinolone: Tang tac dung phy clia cac khang sinh

nhém quinolone 1&n hé than kinh trung wong va cé thé dén dén co giat.
- Magnesi hydroxyd lém téng s hép thu ban du cua ibuprofen, nhung

néu nhém hydroxvd ciing \ai khéng 6 tac dung nay:

- Methotrexat: Ibuprofen [am tang methotrexat trong huyét twong va 1am

tang doc tinh clia methotrexat.

- Furosemid: Ibuprofen cé thé lam glarn tac dung bai xuét natri niéu cua

furosemid va céc thubc o tiu.

- Digoxin: Ibuprofen |am trdm trong thém tinh trang suy tim, lam gidm

'GFR v lam tang nng dd digoxin huyét turong.

- Ciclosporin: Gia tang nguy co doc tinh trén than.

- Zidovudin: Gia tdng nguy co doc tinh huyét hoe khi st dung NSAIDs

voi zidovudin. Gia tAng nguy co hemarthrosis va tu mau & bénh nhan

HIV (+) hay chay mau khi diéu tri ddng théi zidovudin va ibuprofen.

- Taerolimus: Tang nguy co nhiém doc than khi st dung NSAIDs véi

tacrolimus.

- Mifepriston: NSAIDs khéng nén str dung cho 8 - 12 ngay sau khi ding

mifepriston, NSAIDs ¢6 thé [am gidm hiéu lrc mifepriston.

Twong ky: Do khéng cé cac nghién clru vé tinh twong ky clia thude,

khong tron 1an thubc nay véi céc thude khac.

TAC DUNG KHONG MONG MUON:

5 - 15% ngudi bénh 6 tac dung phu vé tidu héa

Thudmg gép, ADR > 1/100:

+Toan than: S&t, méimét.. .. ... .

+ Tiéu hoa: Chudng bung, bubn nén, nén. |

+ Thén kinh trung wong: Nhirc dau, hoa mét chang mat, bén chén.

+ Da: Mén ngtra, ngoai ban

It gap, 1/100 > ADR > 1/1000:
+Toan than: Phan Gng dj (ing (G&c biét co that phé quan & ngudri bénh

bi hen), viém mui, ndi may day.

+ Tiéu héa; Dau bung, chdy mau da day - rudt, |am loét da day tién trién.

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

+ Mat: Réi loan thj giac

+ Tai: Thinh Iy giam.

+ Mau: Thai gian chay mau kéa dai.

Hiém gép, ADR < 1/1000:

+ Toan than: Phu, ndi ban, héi cht’mg Stevens - Johnson, rung toc.

+ Thén kinh trung wong: TrAm cam, viém mang nao vo khuén, nhin ma,
rbi loan nhin mau, gidm thi lye do ng(: dde thube.

+ Mau: Gidm bach cau, gidm tidu cau, gidm bach ciu trung tinh, tang
bach céu wa eosin, giam bach cu hat, thiéu mau.

+ Gan: Réi loan co bop tli mat, cac thir nghiém tham do chire nang gan
bét thuéong, nhiém déc gan.

+ Tiét nigu - sinh duc: V{ém bang quang, d4i ra mau, suy than cép, viém

m -q.——,...,-;w“-uwo -
THONG BAO NGAY CHO BAC ST HOAC DUQC ST NHUNG PHAN
UPNG CO HAI GAP PHAI KHI SU DUNG THUOC.

QUA LIEU VA CACH XU TRI:

Qua lidu: Triéu chang khi st dung qua liéu |bupmfen bao 96m budn
nén, nén, dau thweng vi, hodc doi khi tiéu chay. U tai, dau dau va chay
méu dwéng tiéu hoa ciing cd thé xdy ra. Ngd doc nghiém trong hon gay
doc tinh trén hé than kinh trung wong, biéu hién nhu budn ngd, thinh
thoang kich thich va mét phuong hufmg hodc hon ma. Pai khi bénh
nhén phat trién co git. Bj toan chuyén héa nghiém trong cé'thé xay ra
va théd gian prothrombin ¢6 thé kéo dai, c6 thé 13 do su can thigp cc yéu
6 déng mau. Viém than, suy gan ¢6 thé xay ra, Gay dot cép clia bénh
hen suyén & bénh nhan hen.

Xt tri: Thudng Ia diéu trj triéu chtmg va hd tro. Néu da ubng qua fidu thi
can ap dyng nhiing bién phap sau day nhdm tang dao thai va bét hoat
thude: Réva da day, gay nén va lgi tidu, cho-ubng than hoat hodc thubc
thy mubi. Néu nang, thdm tach mau hodc truyén mau. Vi thudce gay toan

chuyén héa va dao théi qua nuéc tidu nén vé Iy thuyét s& c6 i khi cho
truyén dich kiém va loi tiéu.

DAC TINH DUQC LY:

Nhém duwge ly: khang viém va giam dau khong steroid

Ma ATC: MO1AEO1

Duge Ie hge: Ibuprofen 12 thubc chéng viem khbng steroid, dan xuét
tir acid proplonic, Itimmfen co tAe dung gidm dau, ha s6t va chdng viém.
Co ché tac dung ctia thubc 1a e chg prostaglandin synthetase va do d6
ngan tao ra prostaglandin, thromboxane va cac san pham khéc cla
cyclooxygenase. Ibuprofen ciing trc ché téng hop prostacyclin & than va
c6 thé gay nguy co r nuée do lam gidm déng mau 16 than, Can phai dé
y dén diéu nay dbi v&i cac ngudi bénh bj suy than, suy tim, suy gan va
cac bénh co rdi loan vé thé tich huyét twong.

- Tac dung chong viém cla ibuprofen xuét hién sau hai ngay didu tri.
Ibuprofen c6 tac dung ha s6t manh hon aspirin, nhung kém indometha-
cn; Thube ¢o tac dung chééng v:%rn 16t va c tac dung gidm dau tét trong
dieu trj viem khop dang thap thi

Dugc dong hqci'[!:au;?rofen hap lhu%%dg h?‘r’ﬁmlwg “q81T da
clia thudc trong huyét tvong dat duge sau khi uéng tir 1 dén 2 gior.
Thubc gan rat nhiéu vai protein huyét trong. Thoi gian ban thai khoang
2 gié. Ibuprofen dao thai rAt nhanh qua nwéc tidu (1% duéi dang khéng
dbi, 14% dudi dang lién hop).

QUY CACH BONG GOI:

- Hop 20 fng nhiya udng x5 ml
~Hop'30 éng nhya ubng x 5 ml

- Hop 50 6ng nhira udng x 5 ml

- Hép 20 éng nhwa udng x 10 ml

- Hép 30 éng nhwa udng x 10 ml

- Hop 50 éng nhia ubng x 10 mi

- Hép 20 gbix 5 ml

- HGp 30 goi x 5 mi

- Hop 50 goi x 5 mi

- Hép 1 chaix 30 mi (kém 1 coc dong)
- Hop 1 chai x 60 mi (kém 1 coc dong)
- Hop 1 chai x 100 ml (kém 1 cbc dong)

BAO QUAN: Noi khd rdo, nhiét G khong qua 30°C, trénh anh sang.
HAN DUNG: 24 thang k& tir noay san xuft svenibh ks 4
TIEU CHUAN : TCCS
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