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Mecefen
Hép 30 8ng x 5 ml hén dich uéng
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MECEFEN — MECEFEN —
Ibuprofen 100 mg ) Jwt:viradi.'vmi g Ibuprofen 100 mg Elnncirplents:q.s. 5l e

| === Hép 20 6ng x 5 mi hén dich udng

Ldc ky trudic khi ding

Chi dinh, cach ding, ching chi dinh va cae than
tin khac: Xem trong to hiding ddn si dung thude
kém theo.

Bio quan noi kho, khong qua 30°C, tranh anh
sang.

1‘:!1? chudn nhi sin xuit,

SEK - Reg. Mo

DE XATAMTAY TRE EM
£0C KV HUGNG DAN U DUNG TRUGC
KHI DUNG!

Co 50 5dn xuat
CONGTY CO PHAN MEDCEN
L& F10, Duding 58 6, KOM Hoa Binh, Nhi Thanh,
Thi Thira, Long An, Vigt Nam

30 ampoules x 5 mi oral suspension

Shake well before using

.

NYHd OO

MEDCEN
S5 - Haich Ma:
MEX - Mg Db
WO . EpOes

dications, administration, contraindications
and other information: Read carefully the
enclosed feaflet,
Store in a dry place, below 30°C, prolect from

Mm;:l'actuu‘s specification.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS
BEFORE USE!

Manufacturer
MEDCEN JOINT STOCK COMPANY
Lot F10, Road No. 6, Hoa Binh Industrial Park,
Mhi Thanh, Thu Thua, Long An, Vietnam
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To hwéng dan sir dung thude

MECEFEN

Hon dich udng
Pé xa thm tay tré em.
Doc ki huéng din siv dyng trude khi ding.
Lic ky trweée khi ding.

THANH PHAN

- Thanh phan dwge chat: Ibuprofen 100 mg/5 ml (Ibuprofen 2,0% w/v) .

- Thanh phin ta dwoe: Tween 80, gém xanthan, HPMC 606, saccharose, sorbitol 70%.
glycerin, acid citric khan, natri benzoat, natri saccharin, mau hong amaranth, hvong dau, nude tinh
khiét.

DANG BAO CHI;, MO TA SAN PHAM
Hdn dich udng

Hon dich mau hong, huong dau, ¢é thé ling & ddy nhung phén tan ddng nhat sau khi lic. :

CHI PINH
MECEFEN duoc chi dinh trong giam dau nhe dén trung binh, ha st sau tiém ching, giam triéu ching
dau dau, dau ring, dau tai, dau lung, ding trong chén thuong nhe nhu bong gén, cing co, giam sot va

cdc triéu chimg cam cim, cam lanh.

LIEU DUNG, CACH DUNG

Liéu diing

Lua chon quy cdch phu hop véi mire lidu:

Nguwoi [6n, ngueoi cao tuoi va tré em trén 12 tuoi:

Lidu khuyén cdo: 200 — 400 mg (10 — 20 ml) x 3 lin/ngay, cach it nhit mdi 4 gio.

Liéu tdi da: Khong qua 1200 mg (60 ml) trong 24 gid.

C6 thé han ché tac dung phu bing cach sir dung liéu thap nhat c6 hiéu qua trong thoi gian ngén nhat.
Néu triéu chimg kéo dai hogc trdm trong hon hodc cén ding thude trén 10 ngay, nén tham khao y kién
béc si. '

Tré em:

Pau va sét: 20 mg/kg/ngay chia thanh nhiéu lan

Tudbi I:iéu ding

Tré so sinh 3 — 6 thang tudi, can ndng > 5 kg 2,5 ml x 3 lan/ngdy, khong ding hon 24 gio
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To hwong dan siv dung thude

“'I‘ré S0 sinlml_iéng——l luéi L 2,5?}1 -4 lﬁnh;gfly =
| Tre 14 itléi Smlx3 lan/ngay - .
_Tra— 7 tudi | TS ml x 3 lﬁn.’ngéy _ _

Tre 7 12 tudi | 10mlx3 lin/ngay

Sot sau tiem chung: 2,5 ml (50 mg) va thém mot liéu 2.5 ml sau 6 gio néu can. Khong dung hon 2
lan/ngdy. Néu khong ha s6t, nén tham khao y kién bdc si.

Nguwoi cao tuoi

Khong can chinh licu, trir truong hop suy giam chire nang gan, thin. Trong truong hop do, licu dung
nén duoc danh gia riéng cho ting nguoi. ‘

Khéng ding thude cho tré dudi 3 thang tuoi.

Déi voi tre 3 — 5 thang toi, nén tham khao y kién bac si néu triéu chig trim trong hon hodc kéo dai
trén 24 gio.

D6 voi tré trén 6 thang tudi va thanh thiéu nién, nén tham khao ¥ kién béc s néu cin dung thude trén
3 ngay hodc cac triéu chimg tram’trong hon.

Cach dung :

Lac k¥ trude khi dung. Chi ding duong udng, trong thoi gian ngan.

CHONG CHI DINH

- Qué man véi hoat chit hodc bat ky thanh phan nao cua thude.

- Tién str qua man (hen suyén, viém miii, may day, pht mach) sau khi ding ibuprofen, aspirin
hodc thude khang viém khong steroid (NSAID) khic.

" Tién st xuét huyét hodc thing dudng tiéu hoa lién quan dén st dung NSAID trude do.

- Dang hodc ¢é tién sur loét da day ta lrimgfxufh huyét tiéu hoa tai phat (it nhét 2 lan c6 bing
chimg loét hodc xudt huyét).

- Bénh nhin mic cic bénh lién quan dén tang nguy co xudt huyét.

- Suy gan ning, suy than va suy tim (NYHA nhom V).

- Phu nit ¢6 thai trong ba thang cuoi thai ky.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Téc dung khong mong mubn ¢6 thé dugc han ché bang cach st dung lidu t6i thiéu 6 hif_llii qua trong
thoi gian ngin nhit dé kiém soat triéu chimg.

Neén tranh str dung dong thoi ibuprofen véi NSAID, bao oOm ca chét tre ché chon loc cyclooxygenase-

2 (COX-2) do tang nguy co loét hoac xudt huyét.
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Nén nghi ngo dau dau do lam dung thube 6 nhitng bénh nhan bi dau dau mic du st dung thudng
xuyén thube giam dau. Trong truong hop nay, khong nén tang liéu thude giam dau, thay vio do nén
nging th ude.

Khi dung NSAID, bao gbm ca ibuprofen, dong thoi voi rugu lam tang nguy co tdc dung phu trén
duong tiéu hoa (nhu xudt huyét tiéu hoa) va wrén hé than kinh trung uong.

Nguy co huyét khéi tim mach: Céc thude chdng viém khéong steroid (NSAIDs), khong phai aspirin,
dung duong toan than, co thé lam ting nguy co xuat hién bién ¢ huyét khoi tim mach, bao gom ca
nhoi mau co tim va dot quy, €6 thé din dén tir vong. Neuy co huyél khdi tim mach duge ghi nhén cha
yéu o litu cao. Bac i cin danh gia dinh ky su xudt hién cta céc bién ¢d tim mach, ngay ca khi bénh
nhin khong cé céc triéu chimg tim mach trude do. Bénh nhan c¢in duoc canh bao vé cdc triéu chimg
ctia bién ¢b tim mach nghiém trong va c¢in tham kham bée si ngay khi xuat hién cac triéu chimg nay.
Pé giam thicu nguy co xudt hién bién ¢ bt loi, can st dung MECEFEN o licu hang ngdy thiap nhét
¢6 hiéu qua trong thoi gian ngin nhét co the.

Newoi cao tudi: Co tan sufit xay ra tic dung phu cao hon, dac biét la xudit huyét va thung duong tiéu
héa, ¢6 thé dan toi tr vong.

Tré em: Nguy co suy thin & tré em va thanh thiéu nién bi mét nuée.

Suy gidm khd ning sinh sdan 0 phu niv: 1buprofen ¢6 thé lam giam kha nang sinh san o phu nit. Khong
khu yén cao st dung cho phy nit ¢6 y dinh mang thai. Cén nhéc ngimg thude & doi tugng gap kho khan
trong viée thu thai hodc dang dicu tri vé sinh.

Loét, xuit huyét hodc thing dwong tiéu héa:

Loét, xudit huyét hodc thing dudng tiéu hoa co thé gy tir vong da duge bao cdo voi tit ca cac NSAID
& bat ky thoi diém ndo trong qua trinh diéu tri, ¢6 hodc khong ca triéu chimg canh bo hodc tién st
trude dé. Nguy co ting 1én khi dung liéu cao, & bénh nhén ¢ tién sur loét (dic biét ¢6 bién ching xuat
huyél hodc thung) va & nguoi cao tudi. Nhitng bénh nhén nay nén khoi tri hf-mg lidu lhép nhit ¢6 thé.
Cén nhéc diéu tri phdi hop voi cée thube bao vé (misoprostol hode thude (re ché bom proton) trén
nhom déi tuong nay va & nhimg bénh nhan ding ddng thoi aspirin lidu thip hogc cac thude lam tang
nguy co tac dung phu trén dudng tiéu hoa.

Bénh nhan ¢o tién str bénh dudng tiéu hoa, dic biét la nguoi cao tudi, nén bao cdo bat ky triéu chimg
bét thuong nao & ving bung (dac biét 1a chay mau duong tiéu hoa), nhit la trong giai doan dau diéu
tri. Cén than trong & bénh nhan dung dfnng thoi cde thude lam tang nguy co loét hodc Xudt huyét vi du:
corticosteroid duomg udng, thube chong dong nhu warfarin, thude (re ché tai hap thu serotonin ¢6 chon
loc hotic thube chéng két tap tiéu cau nhu aspirin.

Nén ngung diéu tri véi ibuprofen néu bénh nhin bi loét hodc xudt huyét duong tiéu hoa.

Thén trong trén bénh nhan ¢o tién st viém dai trang hodc bénh Crohn vi ¢6 thé lam tinh trang bénh

tram trong hon.
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Réi loan hé hip va phin ting qui mdn: Than trong khi str dung ibuprofen & nhitng bénh nhan dang
hoac ¢o tién st hen phé quin, viém mii man tinh, di ang vi nguy co hen nhay cam NSAID (co that
phé quan manh, may day, pht mach).

Suy tim, gan, thin: Viéc st dung NSAID co thé lam giam hinh thanh prostaglandin phy thudc vao
licu va dan t&i suy than, nguy co ting Ién khi dung dong thoi nhiéu thude giam dau tuong ty. Bénh
nhén c6 nguy co cao gOm ngudi suy giam chire nang gan/thdn, suy tim, dung thude loi tiéu, nguoi cao
tudi. Nén dung liéu thap nhét ¢6 hiéu qua trong thoi gian ngan va theo doi chire nang than ¢ nhom doi
trong nay, dac bi¢t khi diéu tri ldu dai. Than trong khi str dung ibuprofen cho bénh nhan co tién s
suy tim hodc tang huyét ap do phi né da duge béo céo.

Tdc dung phu trén tim mach va mach mdu ndo:

Thao ludn véi bac si hodc dugce sT trude khi diéu tri bang ibuprofen & nguoi ¢6 tién s tang huyét ap
va/hodc suy tim sung huyét nhe dén trung binh do gilr nudc, ting huyét 4p, phu né di duoc bio cdo
lien quan toi NSAID.

Céc nghién cru 1am sang cho thiy viée dung ibuprofen, dac biét & liéu cao (2400 mg/ngay) lam ting
nhe nguy co huyét khéi dong mach (nhdi mau co tim, dot quy). Cac nghién ciu dich té hoc khong goi
y liéu thap ibuprofen (< 1200 mg/ngdy) lién quan dén bién ¢b nay. Cén nhic va tranh dung liéu cao
(2400 mg/ngay) cho bénh nhan tang huyét 4p khong kiém sodt, suy tim sung huyét (NYHA 11 = 111),
bénh tim thiéu mau cyc bd, bénh dong mach ngoai bién, b¢nh mach mau nio. Cling céin ¢an nhic cin
than trude khi diéu tri ldu dai cho bénh nhan ¢ nguy co cao (ting huyét ap, tang lipid mau, déi thao
dudng, hit thude), dic biét néu can dung licu cao ibuprofen (2400 mg/ngay).

Tdic dong trén thin:

Cén than trong ¢ bénh nhan bj mat nude. Dic biét 1a tré em, thanh thiéu nién va ngudi cao tudi, do
nguy co suy thén. Nhiém toan 6ng thin va ha kali mau co thé xay ra trong ngd doc cfip hoac sir dung
liéu cao trong thoi gian dai (thuong hon 4 tudn).

Ciing nhu cdc NSAID khac, str dung ibuprofen lau dai dan dén hoai tir nhd than va cac bénh ly thin
khac. Ddc tinh trén than da dugc quan sat thiy & bénh nhan ma prostaglandin than co vaj tro bu trir
trong viée duy tri tudi mau than. O nhitng bénh nhan ndy, NSAID lam giam sy hinh thanh
prostaglandin phu thudc vao liéu va giam luu lugng mau dén than, cé the gay suy than. Bénh nhén c6
nguy co cao gOm ngudi suy giam chirc nang than, suy tim, roi loan chirc nang gan. ding thuoe loi
tiéu, thude tre ché men chuyén va ngudi cao tudi. Bénh nhén hoi phue sau khi ngung NSAID.

Lupus ban do hé thong, bénh mé lién két hon hgp: Tang nguy co viém mang ndo vo trang.

Phin trng da nghiém trong:

Céc phan ng da nghiém trong, mot s6 gdy tr vong, bao gdm viém da troc vay. héi chiing Stevens
Johnson va hoai tir da nhiém doc, rit hiém khi duge bao céo lién quan dén viée sir dung NSAID, va

nguy co 16n nhit trong théng dau diéu tri. Ban myun mu toan than cap tinh da duge bao cdo lién quan
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dén ibuproﬁ:n Nén ngung ibuprofen khi xudt hién phét ban, ton thuong niém mac hogc bét ky dau
hiéu qua man nao khac.

Thuy déu c6 thé la ngubn goc cua cac bién ching nhiém tring da va mo mém nghiém trong. Khong
thé loai trir vai trd cia NSAID trong vige lam tram trong thém thuy dau. Tranh ding ibuprofen trong
truong hop bi thuy dau.

Tic dong trén huyét hoe: Ibuprofen cling nhu cde NSAID khac co thé tre ché két tap tiéu'cau va kéo
dai thoi gian chay mau & nhitng ngudi binh thuong.

Viém mang nio vo trung: Hiém gdp & bénh nhan diéu tri bang ibuprofen. Mac dii ¢6 nhiéu kha ning
xay ra 0 bénh nhin maéc bénh lupus ban do hé théng va cac bénh mo lién két ¢o lién quan, nhung no
cling duge bao cdo & nhirng bénh nhan khong mic cac bénh min tinh.

Che gidu triéu chitng nhiém fring: lbuprofen che gidu triéu chimg nhiém trung, dan dén tri hodn
diéu tri, lam trdm trong thém nhiém trung. Khi diing ibuprofen dé ha sot hoac giam dau lién quan dén
nhiém tring, nén theo doi tinh trang nhiém triung. Tham khao y kién bac si néu cdc triéu ching kéo
dai hodc tram trong hon.

Ta dwoe:

San phiam cé chira saccharose va 2100 mg sorbitol trong mdi 5 ml hon dich ubng tuong duong voi
42,00% w/v. Bénh nhan méc cdc roi loan di truyén hiém gip nhu khong dung nap fructose, kém hap
thu glucose-galactose hoge thiéu hut enzym sucrase-isomaltase khong nén dung thude nay. Can xem
xét tac dung hiép ddng cua thude va fructose ding theo ché do an kiéng.

San phiam chira it hon 1 mmol (23 mg) trong mdi 5 ml hdn dich ubng, vé co ban duge xem nhu “khong
chira natri”

San phim c6 chira 10 mg natri benzoat trong mdi 5 ml hdn dich udng tuong duong 0,20% w/v. Natri
benzoat ¢ thé lam tang nguy co vang da, vang mit & tré so sinh (4 tudn twdi tré xubng).

Glycerin (glycerol) co thé gdy dau dau, ri loan tiéu hoa nhe va tiéu chay.

San phdm ¢6 chira mau hong amaranth ¢ the gay cac phan g di tmg.

SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phuy nir ¢6 thai

Su (e ché tdng hop prostaglandin ¢6 thé anh huong xéu dén qua trinh mang thai va su phat trién cua
thai nhi. D@F liéu tir nghién ctru dich € cho thiy tang nguy co say thai, di tit tim, ho thanh bung bam
sinh sau khi st dung cac chat nay trong thoi ky ddu mang thai. Nguy co tang theo liéu lugng va thoi
gian diéu tri. Tang ti 1é mat phéi trude va sau khi lam 10, gay chét phdi/thai nhi da duge chimg minh
& dong vat. Ngoai ra tang ti 1§ mic céc di tit khac, bao pOm ca di tat tim da duge bao cao trong giai

doan hinh thanh co quan 6 dong vat.

Ti tudn thir 20 cta thai ky, ibuprofen ¢ thé gay thicu oi do rdi loan chirc ndng than cua thai nhi., xay
ra ngay khi bt dau diéu tri va thudng hoi phuc sau khi ngirng thuoce. Ngoai ra, di co bdo cao ve co
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thiat Gng déng mach trong 3 thang gitra thai ky va hau hét duge giai quyét sau khi ngung thude. Do dé
khong nén dung ibuprofen trong 3 thang dau va 3 thang gilia thai ky trir khi that sy cin thiét. Néu phu
ni ¢6 ké hoach mang thai hodc stir dung ibuprofen trong 3 thang ddu, 3 thang gitra thai ky, nén dung
liéu thdp nhat trong thoi gian ngén nhit. Khi dung vai ngay vai ibuprofen ké tir tuan thai thir 20 tro
di. cin nhéc theo ddi thiéu i va co that dng dong mach trude sinh. Ngung ibuprofen néu phat hién
thiéu 6i hoiic co thit 6ng dong mach.

Trong ba thang cudi thai kY, tit ca céc chit tic ché tong hop prostaglandin déu gay nhiém dgc tim phoi
(d6ng sém Ong dong mach, tang ép phoi), rbi loan chire nang than ¢6 thé tién trién thanh suy thin kém
thiéu 6i & thai nhi; lam ting thoi gian chay mau du o liéu rét thap, e ché co bop tr cung lam chidm
chuyén da & me va tre so sinh. Do d6 ibuprofen chdng chi dinh trong ba thang cudi thai ky.

Phu ni ¢cho con b

Dir liéu han ché cho thdy NSAID xudt hién trong sita me voi nong dé rit thz"ip. Néu ¢6 thé, nén tranh

str dung ibuprofen & phu nir cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Cac tac dung phu nhu chong mit, budn ngii, mét moi va roi loan thi gidc la co thé sau khi dung NSAID.

Néu bi anh huong, bénh nhan khong nén lai xe hoac van hanh may maoc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude

Phoi hop cin tranh

- Acid acetylsalicylic (Aspirin): Cling nhu cic NSAID khéc, st dung dong thoi ibuprofen va
aspirin khong duoc khuyén cdo do tang tac dung phu. D@ liéu thue nghi¢m cho thdy ibuprofen tc ché
canh tranh tdc dung cua aspirin lidu thip trong két tp ticu cau. Méc di ¢6 nhiing diém khong chac
chan v& phép ngoai suy cta nhiing dif liéu nay doi vai lam sang, nhung khong logi trir kha nang dung
thuong xuyén va lau dai ibuprofen s& lam giam tac dung bao vé tim mach cia aspirin lidu thap. Khong
¢é tac dung lién quan dén 1am sang nao co thé xay ra khi st dung ibuprofen khong thudng xuyén.

- Thude NSAID khac, ké ca thuoe ire ¢hé chon loe COX-2: Khong sir dung dong thoi hai hay
nhiéu thube NSAID do tang nguy co phan mg bt loi. '

- Methotrexate: NSAID ¢6 thé (e ché sy bai tiét methotrexate ¢ dng than va giam do thanh thai
ctia methotrexate.

Phoi h op cin thin trong:

- Thuoc chong dong: NSAID ¢6 thé ting tac dung cua th ube chong dong nhu warfarin.

- Thuoe ha huvét ap, thude chen beta va thuoe lpi tieu: NSAID ¢ thé lam giam tic dung cua
thuée ha 4p (thude (e ¢hé men chuyén, thude doi khang thy thé angiotensin-11, thude chen beta va

thude loi tiéu). Thude lgi titu [am ting nguy co doc than ctia NSAID.
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To hwing dan st dung thuoe

- Corticosteroid: Tang nguy co loét hodc chay mau dudng tiéu hoa vai NSAID.
- Thude chong két 1dp tiéu cau va chat ire ché 1di hdp thu serotonin ¢é chon loc (SSRI): Tang
nguy co xuat huyét tiéu hoa vai NSAID.
. Glycoside tim: NSAID ¢6 thé lam tram trong thém tinh trang suy tim, giam GFR va tang nong
do glycoside tim trong huyét tuong.
- Ciclosporin: Tang nguy co doc than.
- Mifepristone: V& mat ly thuyét, hi¢u qua cia thube c6 thé giam do dac tinh chéng prostaglandin
cia NSAID. Bang chirg han ché cho thay viée két hop NSAID vao ngay dung prostaglandin khong
anh huong xau dén tac dung cua mifepristone hogc prostaglandin déi véi sur chin mudi b tir cung, co
bop tir cung va hiéu qua pha thai noi khoa.
- Tacrolimus: C6 thé tang nguy co doc than khi ding NSAID véi tacrolimus.
- Lithi: Giam dao thai lithi.
- Zidovudin: Tang nguy co de tinh huyét hoc khi ding chung véi NSAID. Co bing chimg vé
su gia ting nguy co Xudt Imyét khop va tu mau ¢ bénh nhan mac bénh mau kho dong HIV (+) dugce
diéu trj dong thoi véi zidovudin va ibuprofen. '
- Khéng sinh nhom quinolon: Dt li¢u trén dong vat cho thay NSAID ¢6 thé lam ting nguy co
co gidt lién quan dén quinolon. Bénh nhén dung NSAID dong thoi vai quinolon cé thé ting nguy co
co giat.
. Aminoglycoside: NSAID ¢6 thé 1am giam su bai tiét aminoglycoside.
- Cholestyramine: Dung dong thoi ibuprofen va cholestyramine ¢6 thé lam giam su hip thu
ibuprofen trong dudng tiéu héa. Tuy nhién, ¥ nghia lam sang vin chua dugce bict r6.
- Sulphonylurea: NSAID cé thé lam tang tic dung cia sulfonylurea. Hiém c6 béo cdo vé ha
duding huyét & nhitng bénh nhan diing dong thoi sulfonylurea vai ibuprofen.
- Cao chiét diege liéu: Ginkgo biloba ¢6 thé lam tang nguy co chay mau véi NSAID.
- Chat ite ché CYP2C9: Sir dung ddng thoi ibuprofen véi thude tie ché CYP2C9 ¢6 thé lam ting
phoi nhiém véi ibuprofen (chat nén CYP2C9). Trong mot nghién clru vai voriconazole va fluconazole
(uhz’il (rc ché CYP2C9), murc phoi nhiém ctia S(+)-ibuprofen tang khoang 80 - 100%. Can can nhic
giam liéu ibuprofen khi ding dong thoi céc thude e ché manh CYP2C9, dic biét l1a khi dung
ibuprofen liéu cao véi voriconazole hode fluconazole. '
Twong ky
Do khéng ¢6 nghién ciru vé tinh tuong ky cua thude, khong tron 1an thude nay véi cc thude khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Cac phan Gng co hai duge phan nhém theo tan suat; rat thuong gap (ADR = 1/10), thuong

giip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va
rit hiém gip (ADR < 1/10000) va khong rd tan Suat.
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To hwong din sir dung thube

Nguy co huyét khoi tim mach (Xem thém phin Céanh béo va thin trong khi dung thudc).

Thudng gip:

- Réi loan hé than kinh: dau dau, chong mat.

- Réi loan da déay — rudt: kho tiéu, tiéu chay, budn non, non, dau bung, day hoi, tao bon, di ngoai

phan den, non ra méau, xuat huyet ticu hoa.
- Roi loan da va mé duwdi da: phat ban.

- Roi loan chung: mét mol.

= Nhiém khuan, viém mi,

- Roi loan he mien dich: qua man.

- Roi loan tdm than: mat ngu, lo au.

- Roi loan hé than kinh: di cam, budn ngu.
- Réi loan vé mat: suy giam thi luc.

- Ro6i logn vé tai: suy giam thinh gidc, U tai, chong mat.

I8l

E-SEC

(B

- Réi loan hé hdp: hen suyén, co thit phé quan, kho thé.
- Réi loan da déy — rudt: viém da day, loét hanh ta trang, loét da day, loét miéng, thung dudng
tiéu hoa.

B Réi logn gan mar. viém gan, vang da, bat thuong chire nang gan.

- Réi loan da, mé dwoi da: mé day, ngira, ban xudt huyét, phit mach, nhay cam anh sang,

: Réi loan than, tiét niéu: nhiém doc than nhu viém thin k&, hoi ching than hu, suy than.
Hiém gip

- Nhiém khudn: viém mang ndo vo tring.

- RGi loan méu va hé bach huyét: giam bach cAu, giam tiéu cau, giam bach cdu trung tinh, méat
bach cau hat, thiéu méau bét san, thiéu mau tdn huyél

- Roi loan hé mién dich: phan tng phan vé.

- Roi loan tam than; tram cam, 10 1an.

- Réi loan hé than kinh: viém day thin kinh thi gidc.

- Roi logn vé mat: bénh than kinh thi gidc do nhiém doc.

- Réi loan chung. phi né.

RAt hiém gip

- Roi loan da day — rugt: viém tuy.

= Roi logn gan mdt: suy gan.

Trang 8/11
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To hwdong dan sir dung thuoe

- Roi loan da va mé dudi da: phan tng da nghiém trong (hong ban da dang, phan (mg bong
nude, hoi chimg Stevens Johnson, hoai tir da nhiém doc).

- Réi loan tim: suy tim, nhoi mau co tim. ‘

- R6i loan mach: tang huyét ap.

Khong ro tan suit

- Réi loan chuyén héa va dinh dudng: ha kali mau,

- Roi loan da day — ruot: lam (ram trong viém dai trang va bénh Crohn.

- R6i loan da va mo dudi da: hoi chimg DRESS, ngoai ban mun mu toan than cftp tinh, nhay
cam anh sang.

- Roi loan than, tiet niéu: nhiém toan ("')ng thin.
Thong bdo cho bac si trong trudng hop co bit ky tac dung khdng mong mudn nao lién quan toi
viée dung thude.

Bdo edo eac phan ing bat loi nghi ngo

Viée bao cao cic phan (g bit loi nghi ngo sau khi séan p ham duoc cap phép la rit quan trong. No cho
phép theo ddi lién tc ty 1€ loi ich/nguy co cua san phim. Cac chuyén gia y té bdo cdo moi tac dung
phu bi nghi ngo vé Trung tim Théng tin thude va Theo doi phan ng c6 hai cua thude.

QUA LIEU VA CACH XU TRI

O tré em, ding hon 400 mg/kg co thé xudt hién triéu chimg qua licu. DI voi ngudi lom, tae dyng dap
(rng vdi liéu it rd rang hon. Thoi gian béan thai cua khi qud liéu 12 1,5 — 3 gio.

Triéu ching:

Hau hét cac bénh nhan khi dung qud liéu ibuprofen ¢ thé gap cac triéu chirmg nhu budn nén, non,
dau ving thuong vi hodc hiém hon la tiéu chay. U tai, dau ddu va xudt huyét tiéu hoa ciing co thé xay
ra. Tinh trang ndng hon sé xuft hien triéu ching than kinh trung wong nhu budn ngu, kich dong, mit
phuong huéng, hon mé, co thé co gidt. Trong truong hgp nghiém trong, nhiém toan chuyén hoa, ting
thoi gian prothrombin/INR (do anh hudng dén hoat dong cia cac yéu t6 dong méu), suy than cép va
ton thuong gan cé thé xdy ra. St dung kéo dai voi lidu cao ¢ thé dan dén ha kali mau nghiém trong
va nhiém toan Ong than. biéu hién boi giam y thirc va suy nhuge toan than. €6 thé lam trdm trong
thém bénh hen suyén ¢ bénh nhan hen.

Cach xar tri:

Diéu tri triéu chirng va ho trg, bao gom duy tri thong khi duong tho, theo doi tim va cac dau hiéu sinh
(on cho dén khi 6n dinh. Can nhéc dung than hoat tinh trong vong | gio sau khi qua lidu. Néu co giat
thudng xuyén va kéo dai, nén diéu tri vai diazepam hogc lorazepam tiém tinh mach. Dung thuoe gidn

phé quén cho bénh hen suyen.
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DPAC TINH DUQC LUC HQC (1)

Nhém duge Iy: Thude khang viém khéng steroid. Dan chat acid propionic.

Ma ATC: MOIAEOL.

Ibuprofen la mot NSAID, din chét cua acid propionic, Gc ché tdng hop prostaglandin. O ngudi
ibuprofen giam dau do viém, sung va sHt. N6 con (e ché két tap tidu cau 6 hoi phuc.

Dit liéu thue nghiém cho thay ibuprofen e ché canh tranh tac dung cua acid acetylsalicylic (aspirin)
lidu thip trén su két tap tiéu cAu khi dung dong thoi. Mot s6 nghién ciru duge lue hoe cho thiy dung
liéu don ibuprofen 400 mg trude 8 gio hodc sau 30 phit dung aspirin (81 mg) dang phong thich tire
thoi, lam giam tac dung cua aspirin dbi va6i su hinh thanh thromboxan hogc két tap tiéu cdu. Mac du
¢6 nhitng diém khong chéic chin vé phép ngoai suy cua nhiing dir lidu nay d6i véi lam sang, nhung
khong thé loai trir kha nang str dung ibuprofen thuong xuyén va lau dai co (hé lam giam tac dung bao
vé tim mach cua aspirin lidu thap. Khong ¢ tac dung lién quan dén lam sang nao ¢ the xay ra khi st

dung ibuprofen khong thuong xuyén.

DAC TINH DUQC DONG HOC

Hap thu

Ibuprofen hap thu nhanh chong sau khi ubng. Nong do dinh trong huyét tuong dat duge sau | - 2 gio
néu ubng cung thirc in hoic trong 45 phit néu udng khi bung déi. Khoang thoi gian nay co thé thay
dbi thy thude vao dang bao ché. '

Phéan b

[buprofen phén bd nhanh chéng khip co thé, lién két cao véi protein huyét tong. Trong cac nghién
ciru han ché, ibuprofen xuat hién trong sita me & nong do rét thap.

Chuyén hoa va théi trir

Ibuprofen chuyén hoa thanh hai chat khong co hoat tinh va dugc bai tiét qua nudc tiéu, khodng 1%
dudi dang khong doi va 14% dudi dang lién hop. Ibuprofen dao thai nhanh chong va hoan toan qua

than v&i thoi gian ban huy khoang 2 gio.

QUY CACH PONG GOI
Hop 20 6ng x 5 ml hon dich ubng.
Hop 30 dng x 5 ml hon dich uéng.
Hop 50 éng x 5 ml hon dich udng,
Hop 20 éng x 10 ml hén dich udng.
Hop 30 dng x 10 ml hdn dich udng.
Hop 50 dng x 10 ml hdn dich ubng.

Hop 20 goi x 5 ml hon dich udng.
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To hwdng dan sir dung thude

Hop 30 goi x 5 ml hdn dich udng.

Hop 50 goi x 5 ml hén dich udng.

Hop 20 goi x 10 ml hon dich ubng.

Hop 30 goi x 10 ml hdn dich udng.

Hop 50 g6i x 10 ml hdn dich udng.

Hop | chai x 30 ml hon dich ubng, kém cde dong chia vach bing nhua PP,
Hop | chai x 60 ml hon dich udng, kém cde dong chia vach bing nhya PP.

[op | chai x 90 ml hon dich udng, kém coc dong chia vach bang nhya PP,

BAO QUAN

Noi kho, dudi 30°C, tranh anh sang.

HAN DUNG
30 thang (ké tir ngdy san xudt),

06 thang ké tir lan dau ma ndp (dang chai)

TIEU CHUAN CHAT LUONG

Tiéu chuian nha san xuat.

F~= ,
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MEDCEN

Co s& san xudt:

CONG TY CO PHAN MEDCEN

Lo F10, Buong s6 6, KCN Hoa Binh, Nhi Thanh, Tha Thira, Long An, Viét Nam.
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