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HUGNG DAN SU DUNG THUOC
BOSTAREN

Thubc ding ngoai
THANH PHAN

Thanh phan hoat chit:
Dhiclofenae: diethy lamui. oo mvismssvsssimmmnammn i s st 1,16% (kl/kl)

Thanh phin td dwoc: Tsopropyl alcohol, propylen glycol, carbomer, trolamin, ddu parafin,
macrogol cetostearyl ether, butylhydroxytoluen (BHT), EDTA, huong lavender dang long,

nudc tinh khiét.

DANG BAO CHE

Gel boi da.

M@ td sdn phim: Gel c6 mau tring duc dén vang nhat, ddng nhét.
CHI PINH

BOSTAREN ding d giam triéu ching dau va viém tai chd trong cac trudong hop sau:
— Chén thuong gén, ddy ching, co va khop, vi du bong gén, cang co va vét bam tim.
— Céc dang bénh thé‘ip khu tri & mé mém.

Khuyén céo nén danh gia lai viéc diéu tri sau 14 ngay doi véi cac chi dinh trén.

Trong diéu‘tri triéu chimg viém xuong khép & cac khép nong nhu khép gbi, can dénh gid lai
hiéu qua di€u tri sau 4 tuan.

LIEU DUNG, CACH DUNG

Liéu ding

Nguoi l6m va tré em tiv 14 tudi tré lén

Tuy thudc vao kich thude ciia ving dau cin diéu tri, boi 2 — 4 g gel (twong duong v6i mot khéi
gel hinh tron c6 dudng kinh khoang 2,0 — 2,5 ¢cm), b6i 3 — 4 lan/ngay.

Bénh nhén cao tudi

Sir dung liéu nhu ngudi 16m.

Tré em va thanh thiéu nién

Khéng c6 du dit lidu vé& d6 an toan va hiéu qua cho tré em va thanh thiéu nién duéi 14 tu (xem
phan Chéng chi dinh).

D4i voi tré em tir 14 tudi tré 18n, néu cin sir dung san pham nay trong hon 7 ngay dé giam dau
hodc néu céc triéu chimg tré nang hon, bénh nhan/cha me cua tré nén tham khao y kién béc si.

BOSTAREN c6 thé sir dung két hgp véi liéu phap siéu 4m vi ¢6 kha ning truyén séng siéu am.
Tuy nhién, néu bdi 1€n dién tich da qué 16n, su hap thu toan thén s& ting va nguy co téc dung
khong mong muon tang 1€n, dic biét 1a khi sir dung thudng xuyén.

Cach dung

Dung ngoai da.
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B6i mot 16p gel mong 1€n ving da can diéu tri va xoa nhe nhang. Sau khi bl thude, lau tay
bang khan gidy, rira sach bang nudec, trir khi tay 14 viing can diéu tri.

Néu v6 tinh béi qua nhiéu gel, hdy ding khan gidy lau sach phé“}n gel thira. Khin gidy da ding
can dugc bo vao thung rac sinh hoat, khong duoc xa vao nudc dé tranh 1am 6 nhiém méi truong
nuoc.

Trudc khi bang kin viing bbi thude, nén dé gel khé trén da trong vai phit.

CHONG CHI PINH

Qu4 mén cam véi diclofenac hodc bat ctr thanh phén nao cia thudc.

Bénh nhéan co hoaf}c khong c6 bénh hen suyén man tinh ma hen suyén, Rhf.l mach, ndi mé day
hodc viém miii cap do dung acid acetylsalicylic (aspirin) hodc cac thudc khang viém khdéng
steroid (NSAID) khac.

Phu nit mang thai trong 3 théng cudi cta thai ky.

Tré em va thanh thiéu nién dudi 14 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng thé loai trir kha ning xay ra cac tdc dung khéng mong mudn toan than khi bdi
BOSTAREN (nhiing tac dung khéng mong mudn lién quan dén viéc sir dung cdc dang
diclofenac toan than) néu thude duge boi ¢ lieu cao/lugng 16n trén ving da rong 1én va str dung
trong thoi gian dai (xem thong tin san pham vé cac dang diclofenac toan than, vi du nhu dang
uong hodc tiém, de biét cac tac dung khong mong muon toan théan).

Can than trong khi dung ddng thoi véi cac thube NSAIDs toan than, vi khong thé loai trir kha

néng gia tang tan suit cac tc dung khéng mong mudn, dic biét 14 céc tic dung khong mong
muon toan than.

Gidng nhu céc thude e ché hoat dong tong hop prostaglandin khéc, diclofenac va cac NSAIDs
khéac c6 thé gay co that pheé quan néu dung cho bénh nhan dang bi hodc c6 tién sir hen phé quan.
Chi nén bdi BOSTAREN vao cdc bé mit da nguyén ven, khong c6 bénh vé da tai vi tri bdi va
khong c6 vet thuong ngoai da hodc vet thuong hé. Khong duge dé thudc tiep xtc véi mat hoac
niém mac, cling nhu khéng duoc udng.

Ngung diéu tri néu phat ban da phat trién sau khi bdi thudc.

Bénh nhén cin dugc canh bao khong tiép xic qua mirc voi anh ning mit troi d& giam nguy co
nhay cam véi anh sang.

BOSAREN c6 thé dugc dimg véi bang khong kin, nhung khong nén dimg véi bang kin.

Co mot sc‘)‘ truomg hop riéng 1€ bdo céo vé kha ning chay mau da day & nhitng ngudi cé tién sur
dang keé vé tinh trang nay.

Khuyén céo bénh nhan khong hut thudc hodc dén gin ngon lta tran vi nguy co gdy bong nghiém
trong. Cac loai vai (quan 4o, ga trai giuong, bing gac...) da tiép xtic voi san pham nay dé chay

honvala mpl nguy co gy chay nghiém trong. Giit quan 4o va ga trai givong c6 thé giam luong
thudc con ton dong, nhung khdong loai bo hoan toan.

Thdn trong vdi td duoc

Butylhydroxytoluen (BHT): Co thé gay cac phan tmg tai chd trén da (nhu viém da tiép xic),
hodc kich rng mat va niém mac.
Propylen glycol: Co thé gy kich vng da. Bdi vi thude nay c6 chia propylen glycol, khong boi

trén vét thuong ho hay trén dién rong cta da khong lanh 13n hoic bi ton thurong (nhu bong) ma
khong duge bac st hay duge si gidm sat.
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BOSTAREN chita duéi 1 mmol (23 mg) natri trong mdi tuyp, vé co ban duge xem nhu “khéng
chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Kha nang sinh san

Chua c6 dit liéu nao v& viée str dung céc ché phim diclofenac ding ngoai da va anh hudng cua
né dén kha nang sinh san & ngudi.

Phu nir cé thai
Khéng c6 dif liéu 14m sang vé viée st dung diclofenac trong thoi ki mang thai.

Noéng do diclofenac toan than sau khi ding tai chd thap hon so v6i dang ubng. Mic du nong do
toan than thip hon so véi dang ubng, nhung chura r3 liéu ndng @6 diclofenac toan than dat duoc
sau khi bdi ngoai da c6 thé gdy hai cho phdi/thai nhi hay khong. Dya trén kinh nghiém diéu tri
v6i cac thube NSAID c6 hép thu toan than, ¢an luu ¥ céc khuyén cao sau:

— Viéc trc ché téng hop prostaglandin c6 thé tac dong bét loi dén thai ky va/hoic su phat trién
cua phoi/thai nhi. Dir liéu tir cac nghién ctru dich té cho thdy nguy co say thai, di tat tim va
khe hé thanh bung tang 1én sau khi ding thudc e ché tong hop prostaglandin trong giai doan
dAu thai ky. Nguy co tuyét di cia di tat tim mach c6 thé tang tir duci 1% lén khoang 1,5%.
Nguy co nay duge cho 14 ting 1én theo 1iéu va thoi gian diéu tri.

~d dong vét, viéc dung chét trc che tong hop prostaglandin da duge ching minh 1am fang ty
18 mét phéi trude va sau khi lam t3, cling nhu géy_ chét phoi thai. Ngoai ra, cac béo céo ciing
ghi nhén ty I¢ gia ting céc di tat khdc nhau, bao gom ca di tat tim mach & nhitng dong vat str
dung chét trc ché tong hop prostaglandin trong giai doan hinh thanh céc co quan.

— Trong 3 thang diu va 3 thang giita thai ky, khong nén dung diclofenac trir khi that sy cin
thiét. Néu sir dung diclofenac cho phu nir dang c6 gang thu thai hodc trong ba thang dau hozc
ba thang giira thai ky nén st dung lidu thap nhét c6 thé ciing nhu liéu trinh diéu trj cang ngin
cang t6t.

Trong 3 thang cudi thai ky, tit ca cac chét e ché téng hop prostaglandin c6 thé gdy ra nguy co:

Déi vdi thai nhi:

— Ddc tinh trén tim phdi (d6ng sém éng dong mach va ting 4p dong mach phdi)

— Rbi loan chirc ning than, ¢ thé tién trién thanh suy than kém theo thiéu 6i

Déi vi me va tré so sinh (vao cudi thai ky):

— Ko dai thoi gian chay mau, tc dung chéng két tép tiéu cau c6 thé xay ra ngay ca khi ding
lidu rit thap

— Ut ché co bép tir cung dn dén chuyén da cham hoc kéo dai.

Do d6, chdng chi dinh dung diclofenac trong 3 thang cudi thai ky (xem phin Chéng chi dinh).

Phu nir cho con bi

Glong nhu cac thude NSAID khéc, diclofenac bai tiét vao sita me véi mot lugng nho. Tuy nhién,
& lieu diéu tri, du doan khong cé tic dung dbi voi tré bu me. Do thiéu dit liéu tir c4e nghién ctru
c6 dbi chimg trén phu nit cho con bu, chi nén dung thude nay khi c6 chi dinh tir nhan vién y té.
Trong thdi gian cho con b, khong nén bdi thude 16n ngue, ciing nhu trén cac ving da lén khac
hoic sir dung trong thoi gian dai (xem phan Cdnh bdo va thdn trong khi diing thuoc).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Str dung BOSTAREN ngoai da khéng anh hudng dén kha ning 141 xe va van hanh méy méc.
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TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thudc

Do su hép thu toan than thip cta diclofenac & dang thudc bdi ngoai da rat thip nén céc twong
tac nhu vy rat kho xay ra. Chua cé tuong tac nao duge biét dén véi BOSTAREN, nén tham
khao danh sach cac thude twong tac vaoi diclofenac dung dudmg udng.

Twong ky ciia thudc

Do khéng c6 céc nghién ctru vé tinh twong ky cta thude, khong tron 14n thude nay véi cac thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mudn dugc 1iét ké dudi day theo hé co quan va tan suét. Tan suét
duogc xdc dinh nhu sau: Rét thuong gép (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it

gép (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000) va rit hiém gip (ADR <
1/10000), chua r& (khéng thé uéce tinh tir dir lidu sin c6).

Heé co quan Tén suit Téc dung khong mong mudn
R-c”')i loan hé théng mién Rét hiém gip th’m g qua man (bao gdm nbi may day),
dich phtu mach
h-’?\’ kh A by nhi'X ’ , ,
1\:[ 1ern\ ity VA by Rat hiém gdp | Phat ban mun ma
sinh tring

Réi loan hé hép, 1ong nguc

, Rét hiém gi Hen suyén
va trung that a4 o

Phat ban, cham, ban do, viém da (bao gém

Thuong ga . E ;
= Eq viém da ti€p xuc), nglra

Réi loan da va mé duéi da | Hiém gap Viém da béng nuée

Rét hiém gap Phan trmg nhay cam véi anh sang

Chua ro Boc vay da, da mat mau

Bao cao ADR

Viéc béo céo cac phan tmg c6 hai duge nghi ngdr ciia thude sau khi luu hanh rét quan trong, n6
cho phép theo doi lién tuc ty 1& giira loi ich/ rui ro cua thude. Cac chuyén gia y té nén duge yéu
cdu tién hanh bao céo cac phan tmg c6 hai duoc nghi ngd théng qua hé théng béo cdo qubc gia
vé thong tin thudc va theo dbi phan tmg c6 hai cila thude (Trung tm DI & ADR Qudc gia).

Théng bdo ngay cho bic si hodic dwopc st nhitng phan ting cé hai gdp phdi khi sie dung thuéc.
QUA LIEU VA CACH XU TRI

Déu hi¢u va triéu ching

Do su hép thu diclofenac toan than thip sau khi diing tai chd nén rit kho xay ra qua liéu.

Trong trueong hop vo ¥ nudt phai BOSTAREN, c6 thé xay ra cac tac dung khong mong mudn
tuong tu nhu cac tac dung khong mong mudn quan sat thay trong trueong hop qua liéu vién nén
diclofenac.

X tri
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Diéu trj qua liéu NSAID chi yéu bao gdm céc bién phép hd tro va diéu tri triéu chimg. Khoéng
c6 biéu hién 14m sang dién hinh nao cho thiy qua liéu BOSTAREN. CAn diéu tri hd tro va didu
tri triéu chimg cho cac bién chimg nhur ha huyét ap, suy thén, co giét, kich tng duong tiéu hoa
va trc ché hd hép; céc liéu phap dic hiéu nhu ting bai niéu, thdm phan mau hodc loc méu c6 thé
khong gitip loai bd NSAID do ty 1¢ lién két protein cao va chuyén héa manh.

Trong trudng hop vo y nudt phai thubc gy ra cic tic dung khong mong mudn toan than déng
ké, nén sir dung bién phap diéu tri chung theo phwong phap théng thuong dé xu 1y ngd doc
thube khéng viém khong steroid. Viéc sir dung than hoat tinh nén duoc xem xét, dac biét 1a khi
vira nudt phai thudc trong thoi gian ngén (trong vong 1 gio).

PAC TINH DUQC LUC HQC

Nhém dwge ly: Thube giam dau co va khép tai chd. Thude khang viém khong steroid cho ding
tai chd.

Ma ATC: M02AA1S.

Diclofenac la mot thubc khang viém khong steroid (N SAID) manh, c6 déc tinh giam dau, khéng
viém va ha sét hiéu qua. Diclofenac phét huy tac dung didu tri chu yéu thong qua viéc rc ché
tong hop prostaglandin boi cyclooxygenase-2 (COX-2).

BOSTAREN la mét ché phim chéng viém va giam dau dé boi ngoai da. Thube ¢6 tac dung
giam dau va giam sung trong cac truong hop viém va dau do chan thuong hoic thap khap.

PAC TINH DUQC PONG HQC

Khi bdi BOSTAREN tai chd, hoat chat dugc hép thu qua da. O nhiing ngudi tinh nguyén khoe
manh, khoang 6% lidu dung dugce hép thu, dugc tinh tir téng lugng diclofenac va cac chat
chuyén hoa hydroxyl héa ciia n6 duge bai tiét qua nude tiéu. K&t qua nghién ctru trén bénh nhén
cho thiy rang diclofenac thim véo céc ving bi viém sau khi b6i BOSTAREN tai chd. Tir da va
mo bén dudi, diclofenac phan b wru tién va luu tri tai cdc md bi viém sau (nhu khop) hon 1a
trong mau.

Sau khi bdi BOSTAREN tai chd vao khop tay va khép gdi, diclofenac c6 thé do duoc trong
huyét tuong, mé hoat dich va hoat dich. Nong dd cao nhat cua diclofenac trong huyet tuong sau
khi boi tai chd BOSTAREN thip hon khoang 100 lan so v&i sau khi ding cung liéu vién nén
diclofenac dang ubng.

QUY CACH PONG GOI
Tuyp nhém. Hop 01 tuyp x 15 g kém theo t& hudng dan sir dung.

Tuyp nhém. Hop 01 tuyp x 20 g kém theo t& hudng dan st dung.
Tuyp nhém. Hop 01 tuyp x 30 g kém theo t& hudng dan sir dung.
PIEU KIEN BAO QUAN

Bao quan noi kho, dudi 30°C, tranh anh sang.

HAN DUNG

36 thang ké tir ngay san xuét. th“)ng ding thude qué thoi han sir dung.
Khéng sir dung sau 03 thang ké tir ngdy mé nép lan déu.

TIEU CHUAN CHAT LUQONG

Tiéu chuan co s6.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s& san xudt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.
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bia chi: S6 43, duong sb 8, khu cdng nghi€p Viét Nam - Singapore, phudng Binh Hoa, thanh
pho H6 Chi Minh (Toa nha san xuét s6 1).

Dién thoai: 02743 769 605 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUONG DAN SU DUNG THUOC




