BUFECOL 100 Susp

ﬂbzrpm‘ﬁvtl 100 mgis ml)
Dge ky hudng dan sie dung trucdce kii ding
Dé xa tam tay tré em
Khing duge tigm
Lac &y truede ichi diing

THANH PHAN
Moi Smlcochia: |
Thanh phin hogt chat: Tbuprofen 100 mig

Thanh phan 16 duge: Xanthan gum, sacharase, acid citric monohydrat, natri citrat dihydrat, natri benzoa,
natri edetat, sucralose, glycerin, natural flavor A1385617, acid hydroclorid, natri hydroxid, nudc tinh khidt.
DANG BAQ CHE

Hon dich ubng A 3 5 R 1

Hon dich e mui thom, vi ngot, dé yén ¢6 thé lng xuéng ddy, dong nhat khi lac.

QUY CACH DONG GOI:

Lo60ml, 90ml. ~ ;

Ong 10ml. Hép 15 ong, 20 6ng, 30 ing.

Ong 5 ml. Hop 20 6ng, 30 éng, 40 ong.

DAC TINH DUQC LUC HQC

Nhém duge 1y: Thude chong viém khéng steroid NSAID

Mi ATC: MOIAEOQ] S .
Ibuprofen ld mgt NSATD thude nhém din xuét cia acid propionic da chimg minh hiéu qua coa no bang cich
Gc ché tong hop prostaglandin, O ngudi, ibuprofen lam giam day, ha sot va chong viém. Co ché téc dyng
cuia thuoc 13 &e che enzym prostaglandin synthetase va do dé ngan 0 ra prostaglandin, thromboxan va cac
sdn phim khdc cla enzym eyclooxygenase. Ibuprofen ciing irc che tong hop prostacyclin & than va co thé
gdy nguy co it pude do lim giam déng mau 161 than, Cin phdi ru ¥ dén dicu ndy khi chi dinh cho ngwéi
bénh c6 suy than, suy tim, suy gan va céc bénh cd roi loan vé thé tich huyél tuong, Téc dung chong viém
ciia ibuprofen xuat hién sau hai ngay diéu oi. [buprofen cé tac dung ha st manh hon aspirin, nhimg kém
indomethacin. Thudc e6 tic dung chong viém t6t va b tic dung giam dau tot trong dicu tn viém khép dang
thip thieu nién.

DAC TINH DUQC BONG HQC:

Hﬁ'n thu, phin bi o - »
Tbuprofen duge hip thu nhanh chong tir dudmg tiéu héa va phin bo khap co thé. Nong di dinh trong huyeét
tuong dat duge sau khoang 45 phit khi ubng lic déi, Ibuprofen lién ket vi protein huyét trong khodng
99,0%.
Thubde duge thai trir qua thin khoang 75-85% trong vong 24 giér déu, sau dé chu yéu dugc thai trir qua phin.
This giap bin thai la khoang 2 gior. Trong mét s& nghién eiru, ibuprofen xuét hién trong sita me voi nong
do rat thap.
CHI BINH
- Ha sft: Cam lanh, cam ctim, sbi sau tidm ching. .. : < A
- Gidgm dau: Pau diu, dau tai, dau rang, dau lung, dau dy ching, co bap, dau do vigm khép dang thip va
cdc trrong hgp dau nhe va vira khidc.
- Chong viém: Viém khop dang thap.
CACH DUNG VA LIEU DUNG .
Chj sir dong dudng uong trong (héi gian ngén.

licon,

7l
Str dung liéu thip nhét mé van dat higu qué dicu tri. Tham khdo y kién bac s¥ néu cic triéu chitng trim irgng
hon, hgi_ic st dung trong thoi gian dai, wén 10 ngay.
- Ha sot:
Tré 3.6 thing rudi (c6 trong lwong ca thé trén 5 kez): Lidu 50 mg (2,5 ml) ibuprofen/ Jin, ngay 3 lin.
Tré 6 théang - 1 Licu 50 mg (2,5 ml) Ibuprofen/ lan, ngdy 3-4 lin
Tré em or 1-3 100 mg (5 ml) /lan, ngdy 3 lin
Tré em tir 4-6 tugi: 150 mg (7,5 ml) / lin, ngiy 3 lin
Tré em fir 7-9 woi: 200 mg (10 ml)/ lin, ngay 3 lin
Tré em tir 10-11 tudi: 300 mg (15 ml)/ lan, ngay 3 lin ; AT
Teé em trén 12 moi, ngudi lom: 200-400 mg (10-20 ml) / lin, ¢6 thé ding dén 3 1in/ ngdy. Khoang céch giita
cac liéu 10i thigu 1a 4 gio, khéng ding qua 1200 mg trong vong 24 gid.
-Giim dan " 5
Tré 3-6 thing tudi (c6 trong lugng co thé tén 5 kg): Lidu 50 mg (2,5 ml) ibuprofen/ lan, ngdy 3 lan.
Tré 6 théng - 1 ngm: Lidu 50 mg (2,5 ml) Touprofen/ lan, ngay 3-4 lan
Tré em tir -3 moi: 100 mg (5 ml) /idn, ngay 3 1an
Tré em tir 4-6 tudi: 150 mg (7,5 ml) / lan, ngay 3 lin
Tré em nir 7-9 tudi: 200 mg (10 ml) / 1dn, ngay 3 lap
Tré em tir 10-11 tudi: 300 mg (15 ml)/ lan, ngay 3 lan 2 | .
Tre em trén 12 tudi, npusi 1om < 200-400 mg (10-20 ml) / 4n, co thé ding dén 3 lan/ ngdy, Khoing cach
gilia gac licu 61 thicu 14 4 gio, khéng ding qua 1200 mg trong vong 24 pid.
- Chong viém X
Viém khép min tinh & tugi vi thanh nién: = R -
Tré tir 3 théng - 17 tuai (can nang trén 5 kg) Dimg liéu 30-40 mg/ ke/ ngdy, ngdy chia 3-4 lan. Liéu 16i da
14 2.4 g/ ngay.
Luu y: A
Khong diing cho tré dudi 3 thing tudi
D6 voi tré tir 3-5 thing tudi, cin hoi y kién béc s néu nhir cae trigu chimg tré nén nghiém trong hon, hoic
khéng dd trong vong 24 pio. h . _ -
Tré gm tir 6 thing tudi tro 16n, thanh thiéu nién, sic dung thudc 3 ngly mé cie tridu chimg vén con hoiic x4u
di, can tham khao ¥ kién bac sy.
Cich diing
Ding duémg udng. Néu bénh nhén ¢6 cdc vin dé vé dutmg tiéu hoa nén ubng ciing véi thite an, sia, han ché
tée dung phu irén dudng tidu hoa.
CHONG CHI PINH 5 i
Qué man vdi bat ky thinh phin néo cia thude,
LoéL da day t4 trang Lién trién. X . =
Qué mén véi aspirin hodc vdi cac thudc chéng viém khéng steroid khéc (hen, viém mili, ndi may day sau
khi ding aspirin). L h -
Ngudi bénh bj hen hay bi co thit phé quén, réi loan chay méu, bénh tim mach, tién sir loét da day ta trang,
suy gan hodc suy thin (muc loc ciu than dudi 30 mi/phit).
Ngudi hénh dang dugc diu i bing thude chéng ddng coumarin.
Nguéi bénh bj suy tim sung huyet (hr do [1 dén dé TV theo phin dg chirc ndng cia suy Lim theo Hoi Tim
New York - WM). bénh tim thicu mau cyc bd, hénh déng mach ngoai vi, bénh mach mau nio, bj giam
khoi lugng tuan hoin do thudc lai niéu hodc bj suy thin (fng nguy co ro1 loan chire nang Lhin), .
Ngudi bénh mac mjt trong nhém bénh tao keo (c6 nguy co bi viém méng nio v khudn: cin chi ylatatea
ngudi bénh bi viém mang nio vé khudn déu di 6 tién sir mac mot bénh tr midn),
Ba thing cudi cuia thai ky. : ]
Tre 5o sinh thicu thing dang cé chay miu nhu chiy miu da day, xudt huyet trang so va tré cd giam tidu ciu
va 161 lgan déng mau. Tré so sinh ¢6 nhiém khuin hoiic nghi ngér nhigm khudn chua duoe didu i Tré so
sinh thicu thing nghi ng& viém ruét hoai fir,
CANH BAO VA THAN TRONG KHI DUNG THUOC i
Giam thiéu cdc tic dyng khéng mong mudn céa thude bang cach sir dyng ligu thip nhit dé dat higu qua,
Nguiri cao tudi tin sudt xudt hién tac dung phu ciia NSAIDs tang cao, dic biét 13 xudt huyét dudmg tigu hoa
va thung da day. | " 7
Thin trong co thit phé quan ¢ nhimg bénh nhan cé tién sir hen phe quan, bénh dj (mg.
Than trong khi str dung cing cée thude NSAIDs khde, bao g20m c céc chit Gic ché chon loc COX-2.
Than trong véi bénh nhan lupus ban dg hé thong.
Bénh nhén suy giam chic ndng gan thin. , .
Can thén trong khi bat dau sir dung thudc & nhimg bénh nhan o6 tén sir cao huyét ap, suy tim phii né khi siv
dung vdi ligu phap NSAIDs trudc dé. = x ‘
Céc thu nghiém [am sang vi dir liéu nghién ctru dich (3 cho thay sur dung ibuprofen, dic bigt ¢ litu cao
(2400 mg méi ngiy) va diéu tri 1au dai co thé lam ting nguy co cdc hign twong huyét khéi dong mach (nhoi
méu cg tim hofic dol quy). Nhin chung, nghién ciru dich 1€ hoe khong cho thay lidu thap ibuprafen (< 1200
mg moi ngiy) lam ting nguy co nhdi méu co tim, A
Tée djng lén dutmg tiéu hoa: Chay mdu, loét, thing dudmg tiéu hoa da duge bao céo. Véi tit ca NSAIDs
duge sit dung trong qua trinh diéu tr, can theo dai cac fricu chimg trén dudng tiéu héa, Trudng hop xudt
huyet tiéu hoa hofic loét xdy ra & bénh nhin ding ibuprofen, nén digu trj ngay 1dp tire, Can Liru § & nhiing
bénh nhén dang ding cée thuée lin tang nguy co chay mgu nhi: Corticosteraid, thude chéng déng méu
dudmg uong nhir warfarin, hojic thude chang két t@p tigu cdu nhu acid acetylsalicylic, thudc trc ché tai thu
héi serotonin ¢é chon loc (SSRIs).
Str dung cing véi rugu. '
Thute ¢6 chnfa natrj cdn can nhic lugng natri trong ché dé an.
Khong sir dung thuoc cho tré tir 3-6 thang tudi qua 24 gidr.
Khéng dimg qud 3 ngdy véi tré tir 6 thang (udi tra 1én,
Khong dung cho tré dudi 3 thang tuéi, X
Céc thuoc chong vigm khong steroid (NSAIDs), khéng phai aspirin, ding duéng toin thén c6 thé lam ting
nguy co xuat hién bién cé huyét khéi tim mach, bao gom ca nhoi mdu co tim va dét quy, ¢o thé din dén nr
vong. Nguy co nay ¢é thé xudt hién sém trong vii tuan day ding thube va c6 the ting lén theo thir gian ding
thuoe. Nguy eo huyet khdi tim mach duge ghi nhin chi yéu & liéu cao.
Biéc si edn danh gid dinh ky sy xudit hién ctia ¢éc bién ¢ tim mach, ngay ca khi bénh nhin khong cé cic
triéu chimg tim mach trude do. Bénh nhan cin duge cinh bio vé cac tri¢u chimg cua bién c6 tim mach




nghiém trong va can thim kham bic si ngay khi xuaf hién céc triéu chimg nay. = :

D¢ giam thigu nguy co xuit hign bién co bit lgi, can su dung thudc & lidu hang ngay thap nhiit ¢ higu qua
trong thiri gian ngan nhal co the. .

Thuoe ¢t dudme, thin trong trén cdc bénh nhan roi loan dung nap dudng,

Tham khao y kién bac sy khi cdc trigu chimg van con hodc ¢ dau hidu tram trong hon.

S DUNG THUGC CHO PHU NU' CO THAI VA CHO CON BU

Thii ky mang thai . i

Trong 6 thang ddu cua thai ky, thir nghigm irén dong vill cho thay khong co bat ki tac dung nao gdy quéi
thai. Tuy nhién chi sir dung thuoe khi thit can thiel, i

Trong 3 thang cudi coa thai ky, ibuprofen duge chémg chi dinh, do ¢6 thé 1am dopg som ddng mach phoi &
tre, chiim khai phét chuyén da va tang nguy co chay, méu & ¢a me va con phai het sirc han ché st dung doi
vai bat eir thuoe chong viem ndo. Cic thude ndy chong chi dinh fuyét i trong vai ngay trude khi sinh.
C6 mét so bang chimg cho rang thuac tc che COX/ prostaglandin c6 thé lam giam kh nang thu thai @ phy
nit dang ¢6 ¢ dinh mang thai do anh huong lén sy rung fring. Hoi phuc tr¢ lai binh thuomg sau ki ngimg
sir dung thude. Do do thuoe khong duge khuyén cdo & phu ni dang cd ¥ dinh mang thai. i
Tbuprofen cd the e ché co bap ar cung va lam cham dé. Thuprofen ciing cd thé gay tang ap lyc phoi nang
vi suy ha hip ndng o tré so sinh do dong som ong déng mach trong tir cung. Thuprofen irc che chitc ning
tieu cau, 1im tang nguy co chay miu. Do dc ¢hé tong hop prostaglandin nén cd the gay téc dung phu rén
hé tim mach cia thai. ) 5

Sau khi ubng céc thude chong viém khong steroid cling c6 nguy co it nude O va vo nigu o tré so sinh,
Thovi ky cho con bl . 5

Ibuprofen vao sita me ra it, khong dang k&, It kha ndng xay ra nguy co cho mwé & lieu binh thuémg vGi me,
Céc nha sén xual vin khuyén cdo khong nén ding tbuprofen trong théi gian cho con b vi nguy co ire che
prostaglandin tiém ting o tre so sinh.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube khéng anh hudng dén qué trinh 1ai xe va vin hanh miy méc.

TUONG TAC, TUONG KY CUA THUOC

Trénh két hop voi: . =
- Aspirin: Trir khi agpirin ligu thép (lhong qué 75mg moi ngay), vi 6 nguy co fang tac dung ;Jhu,. Dit liéu
thyre nghiém cho thay ibuprofen cd the fe che tic dung ca aspirin licu thap 1én qué trinh (e ché két tp ticu
cau khi dimg hai thudc nay cing nhau. Trong mot nghién ciru, khi mat licu duy nhat cda ibuprofen 400 mg
duge ding trong vong trirde 8 gidr hode sau 30 phit khi ding aspirin Liu thip (81 mg), lam gidm tic dung
ctia aspirin doi voi st hinh thanh thromboxan hodc su ket hop tiéu cau xay ra. Tuy nhién, nhing han che
cua nhimg dif liéu nghién ciu nay khong khang dinh duge chac chin trén thue & l&m sing khi stt dung
ibuprofen thudng xuyén. A i .

- Cée thude NSALDs khic bac gom thude e ché chon loc cyclooxygenase-2: Trinh ding déng thoi hai
NSAIDs vi dieundy cd the 1am ting nguy co tic dung phy.

Cén than khi ket hop voi: : . - A
_Thuéc chbng déng duémg udng: NSAIDs c6 thé lam ting tic dung ciia thude chong déng dudng udng, nhir
warfarin.

- Thue diéu fri ting huyét ap va thude lgi tidu: NSATDs c6 the lam giam thc dung cua cdc thube nay. Thuoe
Tgi tiéu e6 thé lam taing nguy ¢o déc thin cia NSATDs.

- Corticosteroids: Tang nguy co Joét tién héa hode chay mau duomg tiéu hoa.

- Cho thude tre ché két tip tigu cau va ede thude chong tram cam SSRIs: Tang nguy co chay miu da diy rudt.
~ Glycosid tim: NSAIDs ¢ thé lim trim trong thém chimg suy tim, ting nong do glycosid trong huyét tuong.
- Lithi: NSAIDs ¢ the lam ting néng ¢ Lithi trong huyet tuong.

_ Methotrexat: Co thé lim ting ndng d6 methotrexat trong huy&l twong.

- Ciclosporin: Tang nguy co doc than. .

- Mifepriston: Khong nén dimg NSAID trong 8-12 ngay sau Kkhi ding mifepriston vi NSATDs ¢6 the lam
giam tée dung cia mifepriston.

T Tacrolimus; Tang nguy co doc than khi ding NSALDs véi tacrolimus. .

- Zidovudin: Ting nguy ce doc finh trén miu va he bach huyét khi ding NSAIDs vgi zidoyudin. C6 bang
chimg ve nguy co ting uyél khoi vi tu méu & bénh nhan HIV / AIDS duge dieu tri dong thevi véi zidovudin
vi ibuprofen, . -

- Khiing sinh quinolon: Dif liéu nghién ciru trén dgng vt cho thiy NSAIDs 6 thé lam tang nguy co co gift
khi ding cing khéng sinh quinolon, Do d6 bénh nhin ding NSAIDs vil quinolon o thé c6 nguy co bi co gidt.
TAC DUNG KHONG MONG MUON CUA THUOC - =

Nhirng thudt nglt sau diy duge ding d& phén logi cac phén {mg bat lgi dya trén tan sudt:

Ril thuéng gap: =1/10.

Thuémg gap: 21/100 va < 1/10.

It gap: =1/1000 va < 1/100.

Hiem gip: >1/10000 va <1/1000.

Rét hiém gap: <1/10000,

Khong du bang chimg dé két ludn.

Phdn tng qued man:
it gap: Phan {mg qui man véi néi miy day va viém tay.

Rt hiém gap: Phan tmg qua méan ndng. Triéu chimg ¢ thé 13: Sung mat, ludi va thanh quan, kho thé. nhip

{im nhanh, ha huyét 4p (chimg qua mén, phit mach hoge soe ndng). Lam iram trong hon tinh trang hen phé quan.
Tiéu hda:

It ggp: Bau bung, buén;—nén va khé tiéu.

Higm gip: Ticu chiy, diy ho, téo bén va nén. ' .

Rat hiém gap: Viém loét da day, thing hodc xuat huyéet duong tiéu hoa, dau that ngue doi khi gy or vong,
dac biét & ngudi cao tudi. Viém dai tring nghiém trong v bénh Crohn.

He than linh:

It gdp: Nhie dau

Rt hiém gap: Viém mang ndo

Thén va fief migu: | P
Hiém gdp: Suy thin cap, hoai tir, ddc biét 14 khi ditng lau dai, c6 lién quan dén ting ure mau va phi né.
Gan:

Rdt hiém gdp: Rbi logn chirg ndng gan.

M va he thong bach huyer: . " .

Rét hiém gap: Roi loan huyét khéi (thiéu miu, giam bach cau, gidm {i€u chu, tAng bach ciu hat). Céc bigu
hién dau fién la: 61, dau hong. loét miéng, triéu chimg gidng clm, chiy mau khong rd nguyén nhén, thim
tim.

Da vi mé dwdi da:

It gdp: Phat ban da "

Rdt hiém giip: Cac phan img da nghiém trong nhu ngira, bao gom héi chimg Stevens-Johnson, héng ban da
dang v hoai i da co thé xay ra.

Hg thing mién dich: N - .

O phimg bénh nhin ¢6 roi loan tr mién nhiém (ohu lupus ban dé hé thong, bénh mé lién két) trong qud trigh
didu tri voi Ibuprofen, dd co mt sb truémg hop c6 trngu chimg viém mang no nhu ¢d clmg, nhic déu, buon
nén, non mira, sot hodc mit phuong hudmng.

HE théng tim mach:

Chimg phi. cao huyét 4p, suy tim. . I,

Cée thir nghiém |am sing ya dit lidu dich (€ hoe cho théy viée sir dyng ibuprofen (déc bigt & lieu cao 2400
mg médi ngay) va trong dieu i lau dai 6 thé lam tAng nguy co xudt hién céc hién tugng huyst khoi déng
mach (vi dy nhoi méu co tim hodc dot quy).

Nguy co huyét khi tim mach: Xem thém phin canh bao vi thin trong.

Thing bdoe ngay cho bdc sy hofc duwge sy khi gip phii cic tdc dung khing mong mudn ciia thude.

QUA LIEU VA CACH XU TRI . y : ) '

J tré em, khi liéu 16n hon 400 mg/kg the trong b thé giy nén céc biéu hién qud lisu, co the giy ra trigu
chimg. O nguéi lom, céc biéu hign qua licu it hon, Thii gian bén thai cua thude 1a ti 1,5-3 gio.

Triéu chirng khi sir dung qua lidu: - .

HAu hét cac bénh nhin khi str dung qud lidu NSATDs & ¢ cic bicu hign nhwr sau: Bufm_. non, non, dau
thirgng vi, hiém khi bi tiéu chay. U tai, nhic dau va xuit huyét dudmg tiéu hoa ciing ¢d thé xdy ra. Trong
truémg hop ngo doe nghiém trgng hon, doe tinh xay ra trén hé thin kinh trung wong, biéu hién nlir buon
ngt, thinh thoang kich thich, mit phuong hudng, hén mé. Do khi bénh nhin bj co giat, nhiem togn chuyén
héa co thé xay ra va thii gian prothromibin { RNT co thé kéo dai, co thé 1a do su lic dong lén céc yeu to dong
méu. Suy thin cap vi ton thuong gan 6 thé xay ra. Xudt hién con hen kich phét ¢é thé xdy ra doi voi bénh
nhén hen.

Biéu tri: . = r P .

Pitu trj bao gém diéu trj tridu chimg va dicu tri hé tro, duy tri hé hiip, theo doi tim va cdc chi 50 song con.
Cén rihdc st dung than hoat tinh khi bénh nhan xuat hién céc trigu chimg qud ieu sau khi uong thudc trong

vong | giér, Néu bénh nhén co géc biéu hién co gidtkéo dai nén duoc diéu trf bing diazepam tinh mach hodc
lorazepam. St dung thém thude giin phé quan cho bénh hen.

PIEU KTEN BAO QUAN: Noi khé rio, tranh anh séng, nhiét do duéi 30°C.
HAN DUNG: 24 thing ké tir ngay sin xuat, 30 ngdy sau khi mo nép.

TIEU CHUAN CHAT LUQNG: TCCS

TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CP DUQC VAT TU Y TE HA NAM
Cum cbng nghiép Hoang Bong, Duy Tién, Ha Nam




