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Rx Thu6c nay chi dong theo don thubc
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Ibuprofen STELLA 600 mg

Tén thube

Ibuprofen STELLA 600 mg
Céc diu hi€u hru y va khuyén cao khi dong thubc
D& xa tAm tay tré em

©oc ky hirdma dan s dung tnrde khi dong
Thanh phin cdng thue thubc

Thanh phdn hoat chét:

ceerienian.... 600 Mg

poC:

Tinh bdt ngd, tinh bdt natri glycolat, magnesi stearat, hypromellose

6 cps, macrogol 400, macrogol 6000.

Dang bao ché

Vién nén bao phim.

Vién nén hinh thudn, bao phim mau trang, hai mit khum c6 khic vach.

\aén cd thé beé aoi.

Chi dinh

Ibuprofen durge dOng dé didu trj dau va viém tir nhe dén vira trong cac

trromg hop sau:

+ Théng kinh, dau dau, dau nira dau, dau hdu phau, dau rang.

+ R&iloan co xuong va khop: Viém cing khop d6t song, viém xurong
khép va viem khop dang thap bao gdom viém khop ty phat & thiéu
nién, r6i loan quanh khé&p nhu viém tdi thanh mac va viém bao hoat
dich, bao gén, réi loan md mém nhu bong gan va cing co.

Ibuprofen con dung dé ha sét.

Céach dung, ligu dung

Ibuprofen STELLA 600 mg dugc ding bing dudng udng.

Nguwoi I6n:

+ Gidm dau va khang viém: 1,2 g - 1,8 g/ngay, chia Iam nhi&u 1an mac
du ligu duy tri tir 600 mg - 1,2 g/ngay da cé hiéu qua. Lidu dung c6
thé tang Ién 2,4 g/ngay hodc 3,2 g/ngdy. Ngudri bénh bj viem khép
dang thap thurdmg phai dung ibuprofen liéu cao hon so véi ngudi bj
viém xuong khép.

+ HMa st Lidu khuyén cao la 200 - 400 mg mdi 4 - 6 gid, lidu t6i da 1a
1,2 g/ngay. . Gk . .

Tré em:

+ Ha s8t: 5 - 10 mg/kg (phy thudc vao mirc 48 s6t) mdi 6 - 8 gidy, lidu
16i da 1a 40 mg/kg/ngay.

+ Giam dau: 10 mg/kg mbi 6 - 8 gidr, lidu t5i da 12 40 mg/kg/ngay.

+ Viém khop ty phat & thiéu nién: 30 - 40 mg/kg/ngay chia lam
nhigu lan.

+ Ibuprofen thudng khéng khuyén céo dung cho tré em can néng
duréi 7 kg va ligu t6i da hang ngay la 500 mg dGi véi ré can ning
duéi 30 kg. : :

Chéng chi dinh

Man cam vé&i ibuprofen.

Loét da day 1A trang tién trién.

Qué man vé&i aspirin hay véi cac thubc chdng viém khéng steroid khac

(hen, viém mii, n6i may day sau khi ding aspirin).

Ngureri bénh bj hen hay bj co that phé quan, r6i loan chay mau, bénh

tim mach, tign sir loét da day ta trang, suy gan hodc suy than (lvu

lrrgng loc cdu than duéi 30 mUphut). ;

Ngurdri bénh dang dugc digu trj béng thuc chdng dong coumarin.

Ngui bénh bj suy tim sung huyét, bi gidm khdi lugng tuan hoan do

thuéc Igi niéu ho&c bi suy than (ting nguy co réi loan chirc nang than).

Ngurdri bénh bj bénh tao keo (cé nguy co bj viém mang nao vo khudn.

C2n chu y |a t4t cA c&c ngudi bénh bj viém mang nao vé khun déu da

6 tign sir mic mot bénh tr mién).

3 thang cubi cia thai ky.

Canh b4o va than trong khi dung thudc

Than trong khi dung cAc thudc khéng viém khdng steroid d6i vé&i ngudri

cao twbi va ngudi bénh réi loan ddng mau, tang huyét 4p va suy chirc

n&ng than, gan hodc tim.

Nguy co huy&t khdi im mach: Cac thubc chdng viém khong steroid

(NSAID), khéng phai aspirin, ding dudng toan than, cé thé lam ting

nguy co xuat hién bién cd huyét khéi tim mach, bao gdm ca nhdi mau

co tim va djt quy, ¢6 thé din dén 1r vong. Nguy co ndy c6 thé xudt
hién sém trong vai tuin diu dung thudc va c6 thé ting 1én theo thoi
gian ding thubc. Nguy co huyét khéi tim mach dugc ghi nhan chl yéu

& liéu cao.

Bé4c sT can danh gia dinh ky sy xut hién cla cac bién ¢6 tim mach,

ngay ¢4 khi bénh nhan khang c6 cac triéu chirng tim mach treéc do.

B&nh nhéan cin dugc canh b4o v8 c4c triéu ching cia bién cd tim

mach nghiém trong va can tham kham bAc sT ngay khi xuét hién cac

viéu ching nay.

©€ giam thi€u nguy co xut hién bién c8 bat lgi, can sir dyng

Ibuprofen STELLA 600 mg & li2u hang ngay thap nhét c6 hiéu qua

uong thii gian ngén nhat cé thé,

S(r dyng thubc cho phy n(r c6 thal va cho con ba

Phy nlr c6 thal 2

Céc thubc (e ché tdng hgp prostaglandin c6 thé gay tac dung khong

mong mudn trén hé théng tim mach cla bao thal (nhw déng sém 6ng

dong mach). Viéc dung ibuprofen khong dugc chl dinh trong théi gian
mang thai (d&c biét 3 thang cubi) hodc trong giai doan chuyén da va
sinh con.

Phy ntr cho con bu

Ibuprofen vao s(ra me rdt t, khdng dang ké. [t kha niing xay ra nguy co
cho wré & lidu binh thudng véi me.

Anh hwémg cua thue 18n kha niing 14i xe, vin hinh may méc
Téc dung khéng mong muén nhur chéng mét, budn ngu, mét méi va r6i
foan thj giac c6 thé x4y ra sau khi diing cac NSAID. Néu bj anh hudng,
ngudl bénh khdng nén [4i xe hay van hanh may moc.

Tuwong tac, twong ky cua thubc

Tuong téc cGa thubc

Aspirin: ibuprofen c6 thE 1am glam tac dung bao vé tim clia aspirin,
Thute dibu chinh lipld: Suy thin cdp do ly giai co van & ngudl bénh
duee cho la do eong e gita ciprofibrat va Ibuprofen. Ibuprofen dugc
cho la ddy cipgrofibrat ra khol chc v trl gln k8t v6i protein.

ThuGG gifin cor BOc tinh cha baclofen c6 th@ tang sau khi ding

ibuptofen. Suy thin clip do Ibuprofoen Iim giim bal U6t baclofen.
Lithi: uprofen 1am 1ang ndng do lithi trong huy6t trong hodic huyét
thanh khohng 12 - 67% v lam giam a0 thanh thl caa lith & than,

Céc thubc i cht enzym chuydn angiotensin: Co mot 6 bAng chimg

vB Vibe sl dung abng then che thubc o chid (Bng hop prostaglandin,

bn:&u'{;"’ huproten, o the 1am uldm dap (mg 16n huy@t bp cia chac

L © Ch6 enzym chuybn (nhur captopril, enalapril).

12,
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15.
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Céc thubc chdng d0ng méu: Chdy mau cé thé xay ra khi ding dong
theyl ibuprofen va céc thuc ch8ng ddng mau dAn xuAt coumarin.
Céc thube khang sinh nhém quinolon: Ding chung ibuprofen va céc
thu6c khang sinh nhém quinolon c6 thé 1am ting nguy co tién trién co
giat,
Céc thu6c NSAID khéc: Ding chung ibuprofen va céc salicylat,
phenylbutazon, indomethacin, hay c4c NSAID khéc c6 kha ning gdy
tang tac dyng khéng mong mudn trén dudmng tiéu hba cda cac thubc
nay.
Ruou: Ibuprofen lam tang nguy co chdy méau dudng tiéu héa & nhirng
bénh nhan ubng thudng xuyén tir 3 ly rirgu trdr 18n mdi ngay.
Tuong ky cua thube
Do khong c6 céc nghién ciu vB tinh trong ky cia thube, khong trdn
13n thuBc nay véi cac thubc khac.
Téc dyng kh8ng mong mubn cua thubc
Nguy co huyét kh6i tim mach (xem thém phan Canh béo va than trong
khi dung thuéc).
Thudmg gdp (1/100 S ADR < 1/10)
Todn than; S6t, mdi mét.
Tiéu héa: Chudng bung, budn nén, ndn.
Than kinh trung tong: Bau dau, hoa mat chéng mat, bdn chdn.
Da: M&n ngtra, ngoai ban.
It gap (1/1000 < ADR < 1/100)
Toan th&n: Phan ung dj (rng (d3c biét co thét phé& quan & ngudi bénh
bj hen), viém mai, n8i may day.
Tiéu hé6a: Bau byng, chay mau da day-rudt, 1am loét da day tién trién.
Than kinh trung vong: Lo mo, méat ngd, U tai.
M4t: R6i loan thj giac.
Tai: Thinh lyc giam. -
Méu: Thoi gian mau chay kéo dai.
Hiém gdp (1/10.000 s ADR < 1/1000) '
Toan than: Pha, ndi ban, h§i chirng Stevens-Johnson, rung téc.
Than kinh trung urong: Tram cam, viém mang n3o v8 khuan, nhin mo,
rGi loan nhin mau, giam thj lyc do ngd ddc thudc.
M4u: Giam bach cau, tiéu cau, bach cau trung tinh, tang bach cau ua
eosin, giam bach cau hat, thiéu méu:
Gan: RGi loan co bép tdi mat, cac thir nghiém tham dd chirc nang gan
bAt thuerng, nhiém ddc gan.
Tiét ni¢u - sinh dyc: Viém bang quang, ti€u ra mau, suy than cip, viém
than k&, hdi chirng than hu.
Qua ligu va cach xur trf
Phan I6n nhirng nguoi bénh udng NSAID v6i lrgng dang ké v& mét
1am sang s& khong phét trién hon nhing triéu chirng nhu budn nén,
ndn, dau thugng vi hay hiém gap nhu tiéu chay. U tai, dau dau va xuat
huyét da day-rudt cling c6 kha nang xay ra. Trong nhirng trudng hop
ngd doc nang hon, biéu hign dgc tinh dugc quan sat thay trén than
kinh trung trong nhu chéng mat, dau dau, suy hd hép, khé thd, budn
ngu, ddi khi xay ra kich thich va mat phuong huéng hay hén mé.
Ngudi bénh thinh thodng ciing bj co giat. Trong trudng hop ngd ddc
nghiém trong, ha huyét 4p, tang kali huyét va nhiém acid chuyén héa
c6 thé xay ra va thdi gian prothrombin/INR (ty s6 chudn héa quéc &)
6 thé bj kéo dai, c6 thé do can thiép vao cac hoat dong clia cac y&u td
déng mau trong tuan hoan. Suy than cdp va tn thuong gan ciing c6
thé xay ra. Con hen suyén nang c6 kha nang xuat hién & ngudi bénh
hen suyén. b
Nén diu trj triéu ching va hd trg, bao gdm duy trl dudng thér théng
thoang, theo ddi chirc nang tim va dau hiéu sinh tdn dén khi én djnh.
Udng than hoat tinh,cling dugc xem xét néu nguoi bénh vira uéng mot
lugng thuGe cé kha nang gay doc trong vong 1 gior. NEu co giat thuémg
xuyén va kéo dai, triéu chirng nay nén duoc digu tri bing cach tiém
tinh mach diazepam hay lorazepam. Thuéc gidn phé quan ciing dugc
diing dé rj can hen suyén.
Bic tinh duoc lyc hoc
Nh6m duoc ly: Thude chGng viém va chéng thdp khop, khdng steroid;
Cé4c dan chét acid propionic.
M3 ATC: MO1AEOQL. .
Ibuprofen cé tac dyng durgc ly tirong ty nhur c4c thudc khang viem
khdng steroid ¢8 dién khac. Ibuprofen (rc ché s tdng hgp cla cac
prostaglandin & cdc md co thé do rc ché cyclooxygenase; it nhat
2 isoenzym, cyclooxygenase-1 (COX-1) va -2 (COX-2) (tvong ung voi
prostaglandin G/H synthase-1 [PGHS-1] va -2 [PGHS-2]), xuc tac si
thanh 1ap prostaglandin theo con dudng acid arachidonic,
Ibuprofen 1a thudc khang viém khéng steroid, din xudt tir acid
propionic. Gi6ng nhue cac thuGc khang viém khéng steroid khac,
ibuprofen c6 tac dyng gidm dau, ha s6t va khang viém. Co ché tac
dung cla thudc la trc ché prostaglandin synthetase va do dé ngin tao
ra prostaglandin, thromboxan va cac sin phdm khac cua
cyclooxygenase. Ibuprofen ciing trc ché t8ng hgp prostacyclin & than
va c6 thé gdy nguy co & nuéc do 1am gidm dong mau t¢i than. Can
phai dé y dén digu ndy d6i v&i cAc ngudi bénh bj suy than, suy tim, suy
gan va cac bénh c6 r6i loan v& thé tich huyét trong. e
T4&c dyng khang viém clia ibuprofen xu&t hién sau hai ngay dieu trj.
Ibuprofen c6 tac duyng ha s6t manh hon aspirin, nhung kém
indomethacin. Thu6c ¢6 tAc dung khang viém t6t va cé tac dung giam
dau 8t trong diBu trj viém khép dang thap thiéu nién.
Ibuprofen 1a thuc an toan nhat trong céc thuSc chdng viém khdng
steroid.
Pic tinh dwee dong hoc
Ibuprofen dugc h&p thu qua dudng tiéu héa va dat ndng d@ dinh trong
huyét trong sau khi udng khoang 1 - 2 gidy. Khoang 90 - 99% ibuprofen
dugc gin kéLvé| protein huyét trong va nira doi thai trir khoang 2 gia..
Thudc duec dao thal nhanh qua nuéc tiéu chi yéu dudi dang chat
chuyé&n héa va dang lién hep. Khadng 1% durgc bai tiét qua nudc tieu
du6i dang khong ddi va khodng 14% du6i dang ibuprofen lién hop.
Quy cach déng géi
V110 vién. Hop 3 V.

V110 vién. Hop 6 V1. ; L
pigu kign bdo quan, han diing, tiéu chusn chét lgng cda thubc

17.1. pieu kién bao quan

Bao quan trong bao bl kin, noi khd. Nhiét dg khong qud 30°C.

17.2, Han dung

36 thang ké tr ngay san xu&t,

17.3. Tieu chufin chit lveng

18.  Ten, dia chl cla co s& san xuat thude
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