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» GIAM PAU HIEU QUA

Nhiic ddu / Pau co
Bau bung kinh
Pau rang / S6t

Cam lanh thong thuong

Viém khép dang thip

VIEN NEN SUI
Hop 3 vix 4 vién

Composition: Each tablet contains:

Ibuprofen ... ... .
Excipients:. ...

Indications, ©

.. 200mg
a— e L]

ations, dosage, ad)
and ather information: See the leafler enclosed.

Storage: Keep in a dry place, protected from light,
—— temperatune helow 3%

Tidu chudn: TCCS.
SDK/ Reg No:
£ XA TAM TAY TRE EM

DOC K¥ HUONG DAN SU DUNG TRUGK KHI DUNG

San eudl ik
Cry CP Duigie VTYT Ha Nam

Specification: In-Houss

KEEP OUT OF REACH OF CHILDREN

Cum CN Hobng Bng, Duy Tién, Ha Nam

READ CAREFULLY THE LEAFLET BEFORE UISE

Manufactured by:
Ha Nam Medicines J5C

Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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p GIAM PAU HIEU QUA

Nhttc dau / Dau co. Pau bung kinh. Pau rang / S6t. Cam lanh théng thudng. Viém khép dang thap
P EFFECTIVE PAIN RELIEF

Headache / Muscle pain. Dysmenorrhea. Toothache / Fever. Commaon cold. Rheumataoid arthritis

VIEN NEN SUI % oD

. s C ( g, £
Tuyp 10 vién " ? E
Thanh phén: Mai vién chifa: Ibuprofen 200mg, ta duoc v 1 vién. Chi dinh, chéng _ 8% Bo €
chi dinh, cach dung, liéu duing va cac thong tin khac: Xem ta huang dan strdung o e O
thubc. Bao quan: Noi kho rao, tranh anh sang, nhiét dé dudi 30°C. Tiéu chudn: - C C <
TCCS. SBK: ¢ € 5
Composition: Each tablet contains: Ibuprofen 200mg, Excipients q.s. 1 vién. = F

Indications, contraindications, dosage, administration and other information:
See the leaflet enclosed. Storage: Keep in a dry place, protected from light,
temperature below 30°C. Specification: In-House. Reg. No.:

HE XA TAM TAY TRE EM. BOC KY HUGONG DAN SU DUNG TRUGC KHI DUNG

San xudt tai: Cty CP Dugc VTYT Ha Nam
Cum CN Hoang Pong, Duy Tién, Ha Nam

So o SX/ HD: Xem day tuyp Lot No/ Exp. date: S ottom of tube



BUFECOL 200 EFFE TABS

“Pé xa tim fay tré em”

“Doc kjy hudng din sir dung triede khi ding”

THANH PHAN

M3i vién sti bot ¢6 chira :

Hoat chat: Ibuprofen 200 mg
Td dioc: Natri bicarbonat, acid malic, dwong tring, natri saccharin, povidon K30, macrogol

6000, methanol, grapefruit flavour (huong budi), natri lauryl sulfat, natri stearyl fumarat.

DANG BAO CHE
Vién sui bot.

Vién sti bot mau tring dén tring nga, canh va thanh vién lanh lan

QUY CACH PONG GOI

Vixé 4 vién. Hop 2, 3,4, 5, 10 vi

Hodc tuyp 10 vién

CHI PINH

Thich hop v6i ngudi 16n va tré em trén 20 kg (khoang 6 tudi).

Dung trong céc trudng hop:

-Hg sét: cam lanh, cam cam, st sau tiém ching. ..

- Pau nhe dén vira: dau hong, dau ring, dau bung kinh, nhic déu, dau thip khép, dau co, bong
gan, dau lung, dau déy thin kinh va cdc trudng hop dau nhe dén vira khac.

- Khdng viém va giam dau: viém khép dang thip va viém khép dang thip thiéu nién, viém cot
séng dinh khdp, viém xwong khép, viém khop vai thé dong cimg, cac bénh viém khép khéc,
viém bao hoat dich, viém gan, viém bao gén, dau thét lung, dau do chén thuong md mém nhu

bong gén va cing co...

LIEU LUQNG, CACH DUNG

Liéu luong

Chi sir dyng trong thdi gian ngéin. Nén sir dung lidu thip nhét dé dat duge higu qua diéu trj. Néu
str dung thudc trong nhiéu hon 5 ngay cho giam dau, hon 3 ngay cho ha s6t ma khong cai thién
dugc tridu chimg, nén tham khéo y kién bac sy.

Thich hop cho ngudi 16n va tré em trén 20 kg (khoéng 6 tudi)

- Ha sét:

-
-




Tré em tir 20 dén 30 kg (irén 8 toi): 200 mg/ 1an (1 vién/ln), ding thém vién nira sau 6 gioy
néu cén thiét. Khéng ding c6 qua 600 mg (3 vién) mdi ngay.

Ngueai lom, nguoi cao tuoi va tré em trén 30 kg (khoang 12 tuoi):

Liéu thong thudng 200-400 mg (1-2 vién), lap lai liéu sau mdi 4-6 gio néu can thiét. Khong
ubng qua 1200 mg ibuprofen trong vong 24 gid.

- Dau nhe dén vira:

Tré em tir 20 dén 30 kg (khoang 6 dén 11 tuéi): 200 mg/ lan (1 vién/lan), ding thém vién nita
sau 6 gid néu cén thiét. Khong dung ¢6 qua 600 mg (3 vién) mdi ngay.

Ngueoi l6m, ngieci cao tuoi va tré em trén 30 kg (khoang 12 tuéi):

Liéu théng thudng 200-400 mg (1-2 vién), lap lai liéu sau mdi 4-6 gid> néu cén thiét. Khong
udng qua 1200 mg ibuprofen trong vong 24 gid.

- Khdng viém va giam dau:

Nguoi 16m, ngiedi cao tudi va tré em trén 30 kg (khodng 12 tuéi):

Ngudi 1én va tré em trén 30 kg (khoang 12 tudi): 400 mg/ lan, ding thém vién nira sau 4-6 gidr
néu cin thiét. Khong dung c6 qua 1200 mg ( 6 vién) trong vong 24 gid..

Ngudi gia va bénh nhin bj suy thin va suy gan nén bét diu diéu tri voi lidu thip nhat ¢6 hiéu
qua.

Cich diung

Pudmg ubng, pha thude véi 1 cbe nude, ubng ngay sau khi pha. Khong nudt truc tiép vién
thubc. Néu bénh nhén c6 cic vén dé vé dudng tiéu héa nén ubng ciing véi thirc an, sira, han ché

tac dung phu trén dudng tiéu hoa .

CHONG CHI PINH

Trudng hop qud min véi bét ky thanh phin khac cia thudc, bénh nhén 6 tién st c6 phan g
di tng nhu (hen, viém mii, phi mach, ndi mé day) v6i cac thuéc NSAID khac, aspirin.

Bénh nhan ¢6 tién sir loét da day hoéc xudt huyét tiéu hoa, thing da day c6 lién quan dén sur
dung NSAID truéce do.

Suy tim néng, suy gan thén.

Phu nir 3 thang cubi cia thai ky.

CANH BAO VA THAN TRONG

Giam thiéu céc tdc dung khéng mong muén cia thube bang cach sir dung liéu thip nhat dé dat
hiéu qua. Ngudi cao tudi tn xudt xudt hién tic dung phy ciia NSAID tang cao, dic biét 12 xuat
huyét dudng tiéu hoa va thing, c6 thé gy tir vong.



Ibuprofen ¢6 thé 1am cdc enzyme transaminase ting 1én trong mau, nhung bién ddi nay thoang
qua va hdi phuc duoc.

Réi loan thj giac nhu nhin mé 1a ddu hiéu chu quan va c6 lién quan dén tac dung c6 hai cua
thu6c nhung s& hét khi ngimg dung ibuprofen.

Thén trong co thit phé quan & nhimg bénh nhén c6 tién sir hen phé quan, bénh di ing

Than trong khi sir dung ciing céc thudc NSAID khéc, bao gdm ca cac chit e ché chon loc
COX-2.

Than trong v6i bénh nhin lupus ban do hé théng.

Cén thén trong va theo ddi chit ché bénh nhan suy giam chirc nang gan, than.

Cén than trong khi bt ddu sir dung thudce & nhimg bénh nhan c6 tién sir cao huyét ap, suy tim
phii né da c6 khi sir dung v6i liéu phap NSAID truée do.

Téc dong 1én dudng tiéu hoa: chay méu, loét, thing dudng tiéu héa di duge bio cdo. Vi tat ca
NSAID dugc sir dung trong qué trinh diéu trj, cin theo ddi cac tridu chimg trén dudng tiéu hoa.
Trudng hop xuét huyét tiéu hoa hodc loét xay ra & bénh nhén ding ibuprofen, nén diéu tri ngay
lap tirc. Cén luu ¥ & nhitng bénh nhan dang ding céc thude lam ting nguy co chay méau nhu:
corticosteroid, thu6c chéng déng méu dudng udng nhu warfarin, hodc thude chdng két tap tiéu
céu nhu acid acetylsalicylic, thudc rc ché tai thu hdi serotonin cé chon loc (SSRIs).

Str dung cung vai rugu.

Thudc ¢ chira Natri can can nhéc lugng Natri trong ché do an.

Nguy co huyét khdi tim mach:

Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, diing dudng toan thén, c¢é
thé 1am ting nguy co xuét hién bién c¢d huyét khéi tim mach, bao gdm ca nhdi mau co tim va
dot quy, c6 thé din dén tir vong. Nguy co nay c6 thé xudt hién sém trong vai tuin dau ding
thudc va c6 thé tiang 1én theo thoi gian dung thube. Nguy co huyét khéi tim mach duge ghi nhin
chii yéu & lidu cao.

Béc si cin danh gia dinh ky sy xudt hién cua cac bién cd tim mach, ngay ca khi bénh nhén
khong ¢6 céc triéu chimg tim mach truée doé. Bénh nhin can duoc canh bao vé cdc triéu chimg
ctia bién cb tim mach nghiém trong va cin tham kham béc si ngay khi xudt hién cac triéu chimg
nay.

Pé giam thiéu nguy co xudt hién bién cd bét lgi, cin sir dyng BUFECOL 200 EFFE TABS &
lidu hang ngdy thip nhat c6 hiéu qué trong thdi gian ngén nhat 6 thé.

Céc thir nghiém 14m sang va dir liéu nghién ctu dich & cho thdy sir dung ibuprofen, dic biét ¢
litu cao (2400mg mdi ngay) va diéu tri lau dai c¢6 thé lam tang nguy co cdc hién tugng huyét
khéi dong mach (nhdi méu co tim hodic dot quy). Nhin chung, nghién ctru dich € hoc khong

cho thiy lidu thdp ibuprofen (< 1200mg mdi ngdy) lam ting nguy co nhdi mau co tim.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai
Ibuprofen ¢6 thé irc ché co bop tir cung va lam cham dé. Ibuprofen ciing c6 thé giy ting ap luc
phdi ning va suy hé hdp & tré so sinh do dong sém éng dong mach tir cung. Ibuprofen trc ché
chirc niing tiéu cau, lam ting nguy co chay mau. Do trc ché tdng hop prostaglandin nén co thé
gdy tic dung phuy trén hé tinh mach cuia thai. Sau khi uéng cac thuéc chéng viém khong steroid
ciing ¢ nguy co it nude 6i va vo niéu & tré so sinh. Trong 3 thang cudi thai ky, phai hét sirc han
ché sir dung déi véi bit cir thube chdng viém nao. Cac thude nay chéng chi dinh tuyét déi trong
vai ngady trude khi sinh.
Thoi ky cho con b
Ibuprofen vao sira me rat it, khong dang ké. it kha ning xay ra nguy co cho tré & liéu binh
thuémg véi me. Khuyén cdo khéng nén ding ibuprofen trong thoi gian cho con b vi nguy co tic
ché prostaglandin tiém tang & tré so sinh.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Céc tac dung khong mong mudn nhu chong mit, budn ngi, mét moi va rdi loan thi gidc cé thé
xay ra sau khi ding NSAID. Néu bi anh huong, bénh nhian khong nén 1ai xe hodc vin hanh may
moc.
TUONG TAC, TUONG KY CUA THUOC

= Tranh két hop voi:

- Aspirin: Trir khi aspirin liéu thip (khong qua 75mg mdi ngay), vi ¢6 nguy co ting tic dung
phu. Dir liéu thuc nghiém cho thdy ibuprofen ¢ thé tic ché tic dung cua aspirin liéu thip 1én
qué trinh trc ché két tap tiéu cau khi dung hai thudc nay ciing nhau. Trong mét nghién ciru, khi
mot lidu duy nhét cua ibuprofen 400 mg duge ding trong vong trude 8 gidr hodc sau 30 phiit khi
diing aspirin liéu thap (81 mg), 1am giam téc dung cua aspirin d&i vai su hinh thanh thromboxan
hodic sir két hop tiéu cdu xay ra. Tuy nhién, nhimg han ché cua nhimg dir liéu nghién ciru nay
khong khiing dinh duoc chic chin trén thyc té 1am sang khi sir dung ibuprofen thudng xuyén.

- Céc thude NSAID khic bao gém thudc iic ché chon loc cyclooxygenase-2: Tranh ding
ddng thoi hai NSAID vi diéu ndy c6 thé lam tang nguy co tic dung phuy.

< Can thin khi két hop véi:
- Thudc chéng dong dudng udng: NSAID c¢6 thé lam ting tic dung cia thudc chdng dong
dudng ubng, nhu warfarin,

- Thubc didu tri ting huyét 4p va thude lgi tiéu : NSAID cé thé lam giam tac dung cia céc

thube nay. Thude lgi tiéu cé thé lam ting nguy co doc than ciia NSAID.

- Corticosteroids : Tang nguy co loét tiéu héa hodc chay mau dudng tiéu hda.
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- Céc thude (re ché két tap tiéu cau va cdc thudc chéng trim cam SSRI: ting nguy co chay méu
da day rudt.

- Glycosid tim: NSAID c6 thé lam trim trong thém chimg suy tim, ting nong do glycosid
trong huyét tuong.

- Lithi: NSAID ¢6 thé 1am ting némg do lithi trong huyét tuong.

- Methotrexat: C6 thé 1am ting ndng dd methotrexat trong huyét tuong.

- Ciclosporin: Tang nguy co djc than.

- Mifepriston: Khong nén dung NSAID trong 8-12 ngay sau khi dung mifepristone vi NSAID
¢6 thé 1am giam tac dung cua mifepriston.

- Tacrolimus: Tang nguy co ddc than khi dung NSAID véi tacrolimus.

- Zidovudin: Ting nguy co ddc tinh trén mau va hé bach huyét khi ding NSAID véi
zidovudin. C6 biang chimg vé& nguy co ting huyét khdi va ty mau & bénh nhén HIV/AIDS dugce
diéu trj ddng thoi véi zidovudin va ibuprofen.

- Khang sinh quinolon : Dir liéu nghién ciru trén dong vét cho thiy NSAID ¢6 thé 1am tang
nguy co co gidt khi ding cung khang sinh quinolon. Do dé bénh nhian ding NSAID va

quinolon ¢6 thé ¢6 nguy co bj co giat.

TAC DUNG KHONG MONG MUON

Nhﬂ'ng thudt ngir sau day dugc dung dé phan loai cic phan lrng bat loi dya trén tan suét:

Rét thuomg gap: > 1/10;

Thudng gap: > 1/100 va < 1/10;

it gap: > 1/1000 va < 1/100;

Hiém gap: > 1/10000 va < 1/1000

Rét hiém gap: <1/10000

Phin irng qud mién:

Ir gap: phan tmg qua min v6i ndi may day va viém tay.

Rat hiém gdp: phan (mg qua min ning. Triéu chimg c6 thé la: sung mit, ludi va thanh quan, khoé tha,
nhip tim nhanh, ha huyét dp (chimg qua min, phii mach hogic s6c ning). Lam trdm trong hon tinh
trang hen phé quan.

Tiéu hoa:

It géip: Dau bung, budn nén va khé tiéu.

Hiém gap: Tiéu chay, déy hoi, tdo bén va ndn.

Rdt hiém gap:viém loét da day, thing hodc xuét huyét dudng tiéu héa, dau théit nguc doi khi gay tir
vong, dic biét & ngudi cao tudi. Viém dai trang nghiém trong va bénh Crohn

H¢ than kinh

It gdip: Nhic diu.

Rdt hiém gap: viém mang néo.

Thén va tiét niéu
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Hiém gdp: Suy thin cép, hoai tir, diic biét la khi dung lau dai, ¢6 lién quan dén ting urea mau va pht
né.
Gan
Rdt hiém gdp: R&i loan chirc ning gan.
Mu va hé thing bach huyét
Rdt hiém gdp: r6i loan huyét khdi (thiéu mau, giam bach ciu, giam tiéu ciu, giam bach ciu, ting
bach céu hat). Cdc biéu hién dau tién la: sét, dau hong, loét miéng, triéu chimg gidng cum, chay mau
khéng r6 nguyén nhan, tham tim.
Da va md dwdi da
It gdip: Phat ban da.
Rdt hiém gdp: Cac phan img da nghiém trong nhur ngira, bao gdm hdi chimg Stevens-Johnson, hong
ban da dang va hoai tir da c6 thé xay ra.
H¢ théng mién dich:
O nhing bénh nhan c6 réi loan ty mién nhiém (nhu lupus ban doé hé thdng, bénh md lién két) trong
qué trinh diéu tri v6i Ibuprofen, da c6 mot sé truong hop c6 triéu chimg viém mang nio, nhur ¢b
cung, nhirc dau, budn nén, ndon mira, sbt hoic mat phuong hudng.
H¢ thong tim mach
Chimg phu, cao huyét ap, suy tim.
Nguy co huyét khdi tim mach (xem thém phan Canh bao va than trong).

“Thong bdo ngay cho bdc si hodic dwoc st nhirng tic

dung khéng mong muon gip phii khi sic dung thuoc”

QUALIEU VACACHXU TRI ‘ _ ) _
O tré em, khi licu 16n hon 400mg/kg the trong c6 thé gay nén cac biéu hién qua licu, co thé gy

ra triéu chimg. O ngudi 16n, cac biéu hién qua liéu it hon.

Tri¢u chirng khi sur dung qud liéu:

Hau hét cac bénh nhan khi sir dung qua liéu NSAID s& c6 cac biéu hién nhu sau budn nén, ndn,
dau thuong vi, hiém khi bi tiéu chay. U tai, nhirc ddu va xuét huyét dudng tiéu héa ciing c6 thé
xay ra. Trong trudmg hgp ngd doc nghiém trong hon, doc tinh xdy ra trén hé than kinh trung
wong, biéu hién nhu budn ngu, thinh thoang kich thich, méat phuong hudéng, hon mé. Doi khi
bénh nhan bi co gidt, nhiém toan chuyén hoa cé thé xiy ra va thai gian prothrombin / RNI ¢6
thé kéo dai, co thé 1a do su tdc dong 18n cic yéu té déng mau. Suy thin cp va tdn thuong gan
c6 thé xay ra. Xudt hién con hen kich pht ¢6 thé xay ra d6i v6i bénh nhan hen.

Diéu tri

Pidu tri bao gdm diéu tri triéu chimg va diéu tri hd trg, duy tri ho hap, theo dai tim va cdc chi sb
séng con. Can nhéc sir dung than hoat tinh khi bénh nhan xuAt hién céc tri¢u chimg qué liéu sau
khi uéng thuéc trong vong 1 gid. Néu bénh nhan ¢6 céc biéu hién co gidt kéo dau nén dugc diéu

tri bing diazepam tinh mach ho#ic lorazepam. Sir dung thém thude gidn phé quan cho bénh hen.

PAC TINH DUQC LUC HQC
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Nhém duge ly: Thube giam dau din xuat acid propionic

Ma ATC: MOTAEOI

Ibuprofen 13 thuéc chéng viém khong steroid, din xudt tir acid propionic. Tuong tu nhu cic
thubc chéng viém khdng steroid khac, ibuprofen c6 téc dung giam dau, ha sdt va chéng viém. Co
ché tdc dung cia thudc 1a irc ché enzym prostagladin synthetase va do d6 ngin tao ra
prostagladin, throbroxan va céc san phim khéc ctia enzym cyclooxygenase. Ibuprofen ciing irc
ché téng hop prostacyclin & thin va c6 thé gay nguy co ir nude do lam giam dong mau 61 than.
Cén phai luu y dén diéu nay khi chi dinh cho ngudi bénh c6 suy thin, suy tim, suy gan va cac
bénh vé r6i loan thé tich huyét tuong.-

Téc dung chong viém cta ibuprofen xuat hién sau hai ngay diéu tri. Ibuprofen cic tac dung ha
st manh hon asprin, nhung kém hon indomethacin. Thuée ¢6 tac dung chéng viém tét va tac

dung giam dau t6t trong diéu tri viém khép dang thép thiéu nién.

PAC TINH DUQC DONG HQC
Ibuprofen hép thu tot & dng tiéu héa. Nong do t6i da cia thude trong huyét trong dat duge Sau
khi uéng tir 1 - 2 gidr. Thude géin rat nhiéu véi protein huyét twong. Nira doi ciia thude khoang 2:
gidr. Ibuprofen dao thai rit nhanh qua nudc tiéu (1 % dudi dang khong dbi, 14 % dudi dang lié
hop).

BAO QUAN

Noi kho rdo, tranh anh sang, nhiét do dudgi 30°C.

HAN DUNG

2 nim ké tir ngay san xuat.
KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN BAO BiI

TIEU CHUAN CHAT LUQNG: TCCS UO. CUC TRUONG
TRUONG PHONG
COSOSANXUAT _..f"]‘i.,r}t{;?/ffn A a;/ .-'%'riny

CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Dong, Duy Tién, Ha Nam.
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