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Rx- Thuéc bdn theo don

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE
VIEN NEN BAO PHIM FLURBIPROFEN 100

1- TEN THUOC: FLURBIPROFEN 100
2- CONG THUC: Mbi vién nén bao phim chira:
EIabIprafen oxomensssmmmanssonanms 100,00 mg

Ta duge: vira du 1 vién (Colloidal silicon dioxid, Croscarmellose sodium, Cellulose vi

tinh thé, Lactose, Magnesi stearat, Hypromellose, Propylen glycol, Titan dioxyd).
3- DANG BAO CHE: Vién nén bao phim.
4- CAC PAC TiNH DUQC LUC HOC-DUQC PONG HOC:
4.1- DUQC LUC HQC:
Flurbiprofen 1a thudc khang viém khéng steroid (NSAIDs) thude nhém acid phenylalkanoic ¢o
tac dung ha sot, giam dau, khang viém. Tuy nhién tac dung ha sbt kém nén it dung lam thude ha
sdt don thudn. Tac dung khang viém xuét hién téi da sau 2 ngay diéu tri. Tac dung chéng két tap
tiéu cau yéu hon aspirin.
Co ché tac dung cua flurbiprofen ciing giéng nhu cac loai thude khang viém khong steroid khic,
la théng qua sy (¢ ché enzym cyclo-oxygenase 1a enzym thiét yéu cho sinh tong hop
prostaglandin.
Tac dung trén mdit: Nghién ctru trén mét dong vat, thay prostaglandin phd v& duge hang rao
mau - thay dich, gdy giin mach, ting thAm thdu mao mach, ting bach cdu, ting nhan ap.
Prostaglandin con déng vai trod trong déap tmg co ddng tir khi phau thuat mét do lam co co vong
méng mét khéng phu thude co ché cholinergic. Nghién ciru trén 1am sang, thiy flurbiprofen trc
ché sy co ddng tir trong khi phiu thuét chira duc thé thuy tinh.
4.2- DUQC PONG HOC:
Hip thu: Flurbiprofen hap thu tét qua duong tiéu hoa. Nong ¢ tdi da trong huyét tuong dat
dugce sau khi udng 2 gior. Sinh kha dung dudng ubng trung binh cua flurbiprofen vién nén 1a 96%
so v6i dung dich ubng. Sir dung flurbiprofen kém véi thue phdm hodc thude khang acid c6 thé
thay ddi ty 1é nhung khong lam giam murc hip thu flurbiprofen.
Phin bé: Thé tich phan bé cua flurbiprofen khoang 0,12 L/kg. Flurbiprofen gin két v6i protein
huyét twong, chi yéu 1a albumin. Véi liéu khuyén céo, ndng d¢ trong huyét tuong én dinh
(khoang < 10 mg/mL). Flurbiprofen kém bai tiét vao sita me, véi liéu ung 200 mg/ngay thi
nong d¢ flurbiprofen trong sita me khoang 0,1 mg/ngay.
Chuyén héa:
Trong co thé, dudi tac dong cia cytochrom P4350 2C9 (CYP2C9), flurbiprofen chuyén héa thanh
cac  chidt  4'-hydroxy-flurbiprofen;  3'4'-dihydroxy-flurbiprofen,  3'-hydroxy-4'-methoxy
flurbiprofen, din chét ctia né va flurbiprofen lién hop. Chét chuyén héa chinh 4'-hydroxy-
flurbiprofen va cac chit chuyén hoa 4'-hydroxy-flurbiprofen cua né it ¢6 tac dung chéng viém.
Hé sb thanh thai cta flurbiprofen ddc 1ap véi lidu khi sir dung trong pham vi didu tri.
Thai trie:
Flurbiprofen thai trir chu yéu qua duomg tiéu dudi dang cdc chét chuyén hoa va céc hop chét lién
két acyl-glucuronid ctia no, chi khoang dudi 3% dudi dang flurbiprofen khong doi.
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Nhitng bénh nhan bj rdi loan chic ning thin cin phai didu chinh liéu cho phui hop dé tranh tich

tu flurbiprofen va céc chit chuyén hoa ciia no.

5- QUY CACH PONG GOI: Hop 3 vi x 10 vién nén bao phim.

6- CHI PINH:

- Viém khép dang thip, viém xuong khép, viém cot séng dinh khép.

- Ri loan co xwong va chan thuong: Viém tui thanh mac, viém quanh khép, cimg khop vai,
viém gin, viém quanh gin, dau thit lung, bong gin.

- Giam dau tir nhe dén trung binh: Pau rang, dau byung kinh, dau sau phﬁu thuat, dau ntra dau.

LIEU DUNG VA CACH DUNG:

6.1- Cich ding:

- Nén dung cing véi thite &n hodc sau bita an.

- Téc dung khong mong muén ¢o thé duge giam thiéu béng, céch sir dung céc liu thfip nhit ma
vin c6 hiéu qua, trong thdi gian ngin nhéit dé kiém soat céc triéu chimg c6 thé xay ra trong qua
trinh dung thude.

6.2- Liéu ding:

Nguoi Iém: 150-200 mg/ngdy, chia 2, 3, 4 liéu; bénh ning hodc con cip c6 thé ting 1én 300
mg/ngay.

Pau bung kinh: Khéi dau 100 mg, sau d6 50-100 mg mdi 4-6 gioy, tdng lidu khong vuot qua 300
mg/ngay.

Tré em: Khong ding cho tré dudi 12 tudi.

Suy thdn, ngueoi gia: Nhitg ngudi 16m tudi ¢é nguy co cao va c6 thé gip nhimg hau qua nghiém
trong khi dung flurbiprofen. Miac du flurbiprofen thuong duge dung nap tot & nguoi gia, & mot
b bénh nhan, dic biét 1a nhiing ngudi cé chite nang than suy giam, sy thai trir cic NSAIDs chdm
hon so véi binh thuong. Trong nhiing truong hop nay, flurbiprofen nén dugce sir dung mét cach
thén trong va liéu dung nén dugc dénh gia riéng cho mdi bénh nhan cao tudi.

Cén phai str dung NSAIDs bt ddu v6i liéu thip nhat ma vin ¢6 hidu qua va trong thoi gian ngan
nhét c6 thé: Khoi diu udng 50mg, sau dé udng 50-100 mg cach nhau 4-6 gid.

Bénh nhén cin duoc theo dai thudng xuyén cho nguy co chiay mau dudng tiéu hoa trong khi diéu
tri bing NSAIDs.

CHONG CHI DINH:

- Qua mAn véi bét cir thanh phin nao cua thude. Q‘

- Bénh nhéan ¢b tién sir xay ra céc phan tmg di (mg nhu: hen suyén, viém miii, phi mach, may
day... sau khi dung flurbiprofen, aspirin hodc cdc NSAIDs khac.

- Bénh nhén ¢6 tién sir hoic dang loét da day-ta trang.

- Nhimg bénh nhén c¢6 tién sir chay mau duomg tiéu hod; khong nén sir dung & nhitng b¢nh nhan
dang hodc cé tién sir bi viém loét dai trang, bénh Crohn, viém loét da day té trang tai phat hodc
xuat huyét tiéu hod.

- Nhitng bénh nhén suy tim nédng, suy gan, suy than.

- Phu nif ¢6 thai 3 thang cudi; Tré dusi 12 tubi.

7- CANH BAO VA THAN TRONG:

\ O
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- Nhimg bénh nhan c6 van dé di truyén hiém gip nhu khong dung nap galactose hoéc fructose,

thiéu hyt enzym Lapp lactase, thiéu enzym sucrase-isomaltase hodic kém hép thu glucose-
galactose khong nén diing thude nay.

Nén tranh viéc sir dung dong thoi flurbiprofen vai cac NSAID khéc, bao gdm nhitng chit e
ché ¢6 chon loc enzym cyclooxygenase-2, do ¢6 thé lam ting nguy co xuét hién céc tac dung
khong mong mudn.

Nguy co huyét khoi tim mach:

Céc thude chbng viém khong steroid (NSAIDs) khong phai aspirin, ding dudng toan thén, ¢é
thé lam tang nguy co xudt hién bién ¢ huyét khdi tim mach, bao gbm ca nhdi mau co tim va
dot quy, c6 thé din dén tir vong. Nguy co ndy c6 thé xuét hién sém trong vai tudn dau ding
thude va ¢ thé ting 1én theo thoi gian dung thude. Nguy co huyét khéi tim mach dugce ghi
nhan chi yéu ¢ liéu cao.

Béc si can danh gia dinh ky su xuét hién cua cac bién c¢b tim mach, ngay ca khi bénh nhén
khong c6 cac triéu chimg tim mach truée d6. Bénh nhdn cin duoc canh béo vé cdc triéu
chimg cta bién ¢ tim mach nghiém trong va céan thim kham béc si ngay khi xuét hién cac
triéu chung nay.

Pé giam thiéu nguy co xudt hién bién cb bat loi, can sir dung flurbiprofen & liéu hang ngay
thép nhét c6 hiéu qua trong thdi gian ngéin nhat c6 thé.

Thin trong ¢ nguwoi cao tudi:

Nhitng ngudi 16n tudi ¢6 nguy co cao xuét hién cdc phan Gng bét loi khi dung NSAIDs, dic
biét 1a xuft huyét hoic thiing dudng tiéu héa, c6 thé giy tir vong.

Céc tridu chung trén xudt hién bt cir lic nao trong qué trinh diéu trj bing NSAIDs. Céc triéu
chirng c6 thé xay ra cé hodc khéng c6 canh béo trude.

Nguy co xut huyét, loét hodic thing duong tiéu hoa ting cao & nguoi cao tudi, hodc khi tang
liéu NSAIDs, hoiic sir dung & nhitng bénh nhén c6 tién sir loét dudng tiéu héa. Nhitng bénh
nhan nay nén dugc bit diu didu tri voi liéu thip nhét c6 thé, két hop vdi thude bio vé dudng
tiéu hoa (vi du misoprostol hozc thude ire ché bom proton nhu omeprazol, esomeprazol...).
Bénh nhén cao tudi va nhimg bénh nhin ¢6 tién st bénh dudng tiéu hoa, cin phai theo dai
cén than trong giai doan dau khi diéu trj bing NSAIDs.

Khong nén ding dong thoi cac thude c6 thé lam ting nguy co loét hodc chiay méu duong tiéu
hoéa nhu corticosteroid dudng udng, thude chéng déng mau nhu warfarin, thude e ché tai
hép thu serotonin ¢6 chon loc hodc chit chdng két tap tiéu ciu nhu aspirin.

Khi thz‘iy 6 triéu chimg xuft huyét tiéu héa hodc loét xay ra & nhitng bénh nhin suk\dung
flurbiprofen, viéc diéu tri phai dugc dimg ngay. R\

Roi logn hé hip:

Cén thén trong khi sir dung NSAIDs & nhitg bénh nhan dang méc bénh hen phé quan, hogc
¢ tién sir méc bénh hen phé quan vi ¢6 thé 1am trdm trong thém chimg co thit phé quan &
nhitng bénh nhan nay.

Suy gidm chirc nang gan, thin va tim mach:

Viée sir dung NSAIDs co thé gy ra sy giam phu thude lidu trong sur tao thanh prostaglandin
va nhanh chong 1am trim trong thém chimg suy thin. Bénh nhédn c¢6 nguy co lén nhat cia

phéan g nay 1a nhimg nguoi bi suy gidm chirc ning than, suy tim, rdi loan chirc niing gan,

\
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ngudi dang ding thude loi tiéu va ngudi cao tudi. Can phai theo ddi k§ chire ning than &
nhirng bénh nhan nay.

Tic dung frén tim mach va mach mdu néio:

- Nhimg bénh nhan ¢6 tién st suy tim hoiic cao huyét ap nhe dén trung binh da c¢6 bdo cédo bi
chimg phii né do sir dung flurbiprofen va NSAIDs. Can phai tur véin va giam sat k§ bénh nhan
str dung thude nay.

- Thir nghiém Idm sang va dich t& hoc cho thz“iy rﬁ“mg viée str dung mat s NSAIDs (dic biét la
khi dung lidu cao va diéu tri kéo dai) ¢ thé lién quan dén nguy co gia ting ching huyét khbi
dong mach nhur nhdi mau co tim hay dét quy.

- Bénh nhan ting huyét ap khong kiém sodt duge, suy tim sung huyét, bénh thiéu mau co tim,
bénh déng mach ngoai bién, hodc bénh mach méu nio chi duogce diéu tri bing flurbiprofen sau
khi d4 c4n nhiic va xem xét cin than.

Anh hwing trén thin:

Thén trong trong sir dung khi bit dau diéu tri v6i flurbiprofen va céc thubc NSAIDs & nhimg
bénh nhén bi mét nude dang ké.

Bénh lupus ban dé hé thong (SLE) va bénh mé lién két hon hop:

O nhimg bénh nhén lupus ban d6 hé thong (SLE) va rdi loan mé lién két hdn hop khi dung
flurbiprofen va céc thube NSAIDs c¢6 thé ¢é ting nguy co viém mang ndo vo khuin.

Anh hwéng trén da:

Phén {mg phu trén da thuong rét nghiém trong, co thé gdy tir vong, cac biéu hién nhu viém
da troc vay, hdi chimg Stevens-Johnson va hoai tir biéu bi da. Céc nguy co phan ting phu trén
da thudng xudt hién sém, c6 thé xuit hién ngay lin ddu tién dung flurbiprofen, phai ngung sir
dung flurbiprofen ngay khi cé bt ky déu hidu nao khéc ctia cac phan tmg phu trén da.

Anh hwéng trén hé tuan hoan, huyét hoc:

Flurbiprofen va cic NSAIDs khéc c6 thé we ché két tap tiéu ciu va kéo dai thoi gian chay
mau. Flurbiprofen nén dugce sir dung thén trong & nhitng bénh nhén c6 kha ning chay méu
bit thudng.

Anh hwéng dén kha ning sinh sin:

Viée st dung flurbiprofen c¢é thé 1am giam kha ning sinh san, vi vdy flurbiprofen khong

duoe khuyén cdo & phu nit dang trong thoi ky ¢o thé mang thai.
PHU NU' €O THAI VA LUC NUOI CON BU: ﬁ
Phu nir ¢6 thai:

\.
Céc chét tre ché tdng hop prostaglandin ¢6 thé anh hudng xau dén thai nghén hodc cac phdi thai

va su phét trién cta thai nhi. Dit lidu tir cac nghién ctru dich t€ hoc cho thiy ting nguy co siy
thai va di tat tim thai nhi va nirt da bung sau khi sir dung mét chét trc ché tong hop prostaglandin
& dAu thai ky. Céc nguy co trén ting theo sur ting lidu va thoi gian diéu tri. Trong sau thang dau
cuia thai ky, khong nén dung flurbiprofen, trir trudng hop cén thiét, thi nén sir dung lidu thip nhat
va thoi gian diéu tri cang ngén cang tot.

Trong ba thang cudi ctia thai ky, tit ca cac thude tic ché tdng hop prostaglandin c6 thé khién thai
nhi va ngudi me gap nhing tac dung phu sau:

« Djc tinh tim phéi trén thai nhi (lam tic nghén dong mach phdi va cao huyét 4p phoi).

« Réi loan chirc ning thén, c6 thé tién trién t6i suy than kém theo nhiém tring va it nuée 6i.
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* C6 thé kéo dai thdi gian chay méu, tic dung chdng két tap tidu ciu cé thé xay ra ngay ca khi st
dung liéu luong rit thép.

» Uc ché co bép tir cung din dén lam cham va kéo dai thoi gian dau dé.

Do d6, flurbiprofen thudng chéng chi dinh trong ba thang cudi thai ky.

Phu nir nudi con bii: NSAIDs c6 thé xuit hién trong sita me & ndng do réit thip. Do vdy, néu da
str dung NSAID, nén tranh cho con bu.

NGUOI LAI XE VA VAN HANH MAY MOC:

C6 thé xay ra hién tuong chéng mat, budn ngi, mét méi va réi loan thi gidce, do d6 khéng nén lai
xe va van hanh may moc khi dang dung thude.

8- TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Cic thubc lpi tiéu, th ubc irc ché ACE va doi khdng Angiotensin I1:

NSAIDs cé thé 1am giam tic dung ctia thude loi tiéu va thude ha huyét ap khée. O mét s6 bénh
nhan ¢o chic nang than bi ton hai (vi du nhu bénh nhéan bi mét nude hoac bénh nhan cao tudi ¢o
chirc ndng thian bi suy giam) st dung ddng thoi mot chit te ché ACE hoic ddi khang
Angiotensin Il va cac tac nhan trc ché cyclo-oxygenase ¢6 thé lam trin trong thém sy suy giam
chirc ning than, c6 thé din dén tinh trang suy thin cé‘ip. Do dé, su két hop nén duge ding thin
trong, dic biét 12 & nguoi gia. Bénh nhin cin duge cung cdp nude ddy di va phai theo ddi chire

\{’UQ G ‘,‘

niing than sau khi bat dau diéu tri dong thoi, va theo déi dinh ky sau do.
Glycosid tim: NSAIDs c6 thé 1am tram trong thém suy tim, giam kha ning loc cdu thin (GFR)
va ting muc glycosid tim trong huyét tuong.

Thubc chong dong mdu: NSAIDs c6 thé lam ting tic dung cia thude chong déng nhu warfarin. ;?
Aspirin: Nhur v6i cac san pham khéc ¢6 chira khang viém khong steroid, khong nén ding dong .

thoi flurbiprofen va aspirin vi co thé lam ting tac dung phu ctia cac thude chdng tap két tiéu cau: P
gia tang nguy co chay mau duong tiéu hoéa. "uj
Cic chit irc ché chon lpc serotonin (SSRI): Gia ting nguy co Xuét huyét tiéu hoa voi NSAIDs. ,:

Methotrexat: Sir dung dong thoi flurbiprofen hodc NSAID va methotrexat ¢6 thé 1am ting ndng
do methotrexat.

Ciclosporin: Gia tang nguy co doc tinh trén thén.

Corticosteroid: Gia ting nguy co loét da day hodc chay mau néu dung chung véi NSAIDs.
Khing sinh nhém quinolon: Dit li¢u thir nghi¢m trén dong vét cho thdy NSAID c6 thé lam ting
nguy co co giat néu ding két hop véi khang sinh nhém quinolon.

Mifepriston: NSAIDs khong nén duge sir dung trong thoi gian 8-12 ngay sau khi |ding
mifepriston vi NSAIDs co thé 1am giam tac dung cta mifepriston.

Tacrolimus: Tang nguy co co thé nhiém doc than khi NSAID ding chung véi tacrolimus.
Zidovudin: Gia ting nguy co ddc tinh huyét hoc khi NSAID dung chung véi zidovudin. C6 bing
chimg v ting nguy co tran mau khop va tu mau & bénh nhan HIV (+) hay chimg kho dong méu
néu diéu tri ddng thai véi zidovudin vai flurbiprofen va cac NSAIDs khéc.

C4c nghién ctru cho thiy khong c6 bat ky su tuong tic nao gitra flurbiprofen va tolbutamid hogc
thude khang acid. Pén nay, khong c6 biang ching cho théy flurbiprofen lién quan dén cac két qua

xét nghiém sinh hoc.
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9- TAC DUNG KHONG MONG MUON (ADR):
- Nguy co huyédt khéi tim mach (xem thém ph'fm “Canh bdo va than trong™).
- Réi loan tiéu héa:
Hay gap: Béy hoi, tdo bon, kho tiéu, dau bung, budn ndn, nén ra mau, tiu chay, loét miéng,
loét da day té trang. Khi ding lidu cao ¢6 thé gay xuét huyét tidu hod, nén ngung thube.
It gap: Viém da day.
Hiém gap: Viém tuy.
- Rbi loan hé théng mién dich bao gom:
a- Phan tmg di img va sbc phan vé;
b- Nhidm tring duong hé hip bao gdm bénh hen, bénh suyén trdm trong hon, co thit phé quan
hodc kho tha;
¢- Céc r6i loan da céc loai, bao gdm phat ban ctia cac loai khic nhau, ngita, ndi mé day, ban xuét
huyét, phi mach, viém da tréc vay va bong nude (bao gdém hoai tir thuong bi nhiém doc va hong
ban da dang).
- Roi loan chive ning tim, mach mdu: Phu né, tang huyét ap, suy tim. Khi sir dung liéu cao va
trong diéu tri dai han c6 thé ting nguy co huyét khéi déng mach (nhdi mau co tim, dot quy).
- Roi logn hé kffp: Phén (mg nhiém tring duong hd hip nhur hen suyén, co thét phé quan, kho
tho.
- Ngoai ra c6 thé giam tiéu cdu, giam bach ciu, mat bach ciu hat, thiéu mau, U tai, chéng mat, &o
gidc, nhirc déu, budn ngu, viém day than kinh thi gidc, rdi loan chirc ning than, tiét niéu.. .
Théng bido cho bic st hodc dwge st cdc tic dung khong mong muén gip phai khi sie dung
thuéc.
10- QUA LIEU VA XU TRi:
Triéu chitng: Céc tridu chimg ctia qua lidu c6 thé bao gdm dau ddu, budn nén, non, dau thuong
vi, xuit huyét tiéu ho4, tiéu chay, mét phuong huéng, hén mé, budn ngi, chong mat,  tai, ngat
xiu, doi khi co giat. Trong truomg hop ngd doc dang ké, suy than cip tinh va ton thuong gan c6
thé xay ra.
Xir tri: Trong vong mot gio sau khi ubng qué lidu nén sir dung than hoat tinh, & ngudi 16n nén
rita da day khi ¢6 kha ning nguy hiém dén tinh mang.
Theo dai chit ché hoat dong cua than va gan. Bénh nhén nén duogc theo doi it nhit 4 gior sau khi
ding qua liéu. g\
Khi bi co giat thuong xuyén hodc kéo dai, nén diéu tri bang tiém diazepam tinh mach. TR
Cac bién phap khac co6 thé duoc chi dinh tuy vao tinh trang 1dm sang cua bénh nhan.

11- CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khi ¢6 cac ddu higu:

Duong tiéu héa: 16i loan duong tiéu hoa nhu tiu chay., budn nén, di tiéu ra mau;
Ngodi da: di img, may day, nbi mun, ngira, bong da;

hogc tang huyét 4p, khé tho;

cAn phai ngung thude ngay va thong bao cho thiy thude biét.

12- PIEU KIEN BAO QUAN, HAN DUNG CUA THUOC:
BAO QUAN: Noi khé thodng, tréanh 4nh sang, nhiét do phong (< 30°C).
HAN DUNG: 36 théng ké tir ngay san xuat.

N N



‘https://trungtamthuoc.com/

- Cong Ty CP TM DP Quang Minh Huwéng din sit dung FLURBIPROFEN 100 Trang 7/7

13-TEN, PIA CHI CUA CO SO SAN XUAT:
Tén va dia chi co s& sin xuit:
e CONG TY CO PHAN THUONG MAI DUGC PHAM QUANG MINH
(QM MEDIPHAR JSC)
¥ 4A Ld Lu, Phuomg Trudmg Thanh, Q.9, TP. HCM
DT: (08) 37300167 Fax: (08) 37301103
Tén va dia chi co s¢ diang ky va phian phdi:
CONG TY TNHH KHOA HQC DINH DUGNG ORGALIFE

JORGALIFE Dia chi: S6 46, Dudng 77, Phudmg Tén Quy, Qudn 7, TP. HCM
A “91Ce pién thoai: (08) 62903556 Fax: (08) 62903556

OM Mediphar

14- Ngay xem xét sira d6i, cip nhit lai ndi dung huéng diin sir dung thube:

TP. HCM, ng ﬁy 07 thang 8 nam 2017

fli H.t)

n Thanh Thu Ha

¢
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Rx-Thuéc ban theo don

HUONG DAN SU DUNG THUOC CHO BENH NHAN
VIEN NEN BAO PHIM FLURBIPROFEN 100

1. Tén thuée: FLURBIPROFEN 100

2. Khuyén cio:

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

DE XA TAM TAY CUA TRE EM

THONG BAO CHO BAC SI HOAC DUGC SI NHUNG TAC DUNG KHONG MONG MUON
GAP PHAI KHI SU DUNG THUOC.

THUOC BAN THEO PON

3. Thanh ph:’in — Ham lugng cua thude: Cong thirc cho 1 vién nén bao phim:
Flurbiprofen ...........ocooooiiinnn. 100,0 mg. #

T4 duge: Via du 1 vién (Colloidal silicon dioxid, Croscarmellose sodium, Cellulose vi tinh :f,«'
thé, Lactose, Magnesi stearat, Hypromellose, Propylen glycol, Titan dioxyd ).

~

4. M3 ta sin pham: Vién nén bao phim hinh tru, mau xanh nhat, canh va thanh vién lanh lin.

5. Quy cach déng goi: Vi 10 vién; Hop 3 vi.

O/ s
™~ Sl

.

6. Thudc ding cho bénh gi?

Flurbiprofen duge dung trong diéu tri cac bénh: !
- Viém khop dang thap, viém xuong khop, viém cdt song dinh khép.

- Réi loan co xuwong va chén thuong: Viém tii thanh mac, viém quanh khop, cimg khop vai,
viém gén, viém quanh gén, dau that lung, bong gan.

- Giam dau tir nhe dén trung binh: Pau ring, dau bung kinh, dau sau phiu thuit, dau nira dau.

7. Nén dung thuéc nay nhw thé nao va lidu lwong? &

7.1 Cdich ding:

- Nén dung cung vai thirc dn hodc sau bira &n.

- Téc dung khéng mong mubn c6 thé dugc giam thiéu bing céch sir dung cac liéu thap nhat ma
vin c6 hiéu qua, trong thoi gian ngén nhét @& kiém soat cédc tridu chimg c6 thé xay ra trong qud
trinh dung thudc.

7.2 Liéu ding:

Nguaoi lén: 150-200 mg/ngay, chia 2, 3, 4 lidu; bénh ning hodic con cip c6 thé ting 1én 300
mg/ngay.

Dau bung kinh: Khoi dau 100 mg, sau d6 50-100 mg mdi 4-6 gid, tong liéu khong vugt qua 300
mg/ngay.

Tré em: Khong ding cho tré dudi 12 tudi.

Suy théan, nguweoi gia: Nhitng ngudi 1on tudi co nguy co cao va co thé gip nhiing hdu qua nghiém
trong khi dung flurbiprofen. Mic du flurbiprofen thuong duge dung nap tot o nguoi gia, & mot
s6 bénh nhén, dic biét 1a nhiing ngudi ¢6 chirc ning than suy giam, sy thai trir cdc NSAIDs
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chidm hon so véi binh thudng. Trong nhitg truong hop nay, flurbiprofen nén duge sir dung mot
cach than trong va liéu ding nén duoe danh gid riéng cho mdi bénh nhan cao tudi.

Cén phai sir dung NSAIDs bt dau véi lidu thap nhit ma vin c6 hiéu qua va trong thoi gian ngén
nhét c6 thé: khoi dau udng S0mg, sau do ung 50-100 mg cach nhau 4-6 gio.

Bénh nhin cin dugc theo dai thudng xuyén cho nguy co chay méau dudmg tiéu héa trong khi diéu
tri bing NSAIDs.

8. Khi niao khéng nén diung thude nay?

- Qua min véi bét cir thanh phan nio cia thudc.

- Bénh nhén co tién sir xay ra cac phan tmg di tmg nhu: hen suyén, viém miii, phit mach, may
day,... sau khi dung flurbiprofen, aspirin hodc cac NSAIDs khac.

- Bénh nhén co tién sir hodic dang loét da day-ta trang.

- Nhimg bénh nhén c6 tién sir chay mau duomg tidu hoa, khéng nén sir dung & nhitng bénh nhan
dang hoic co tién sir bi viém loét dai trang, bénh Crohn, viém loét da day ta trang tai phat hodc
xuét huyét tiéu hod.

- Nhitng bénh nhén suy tim nédng, suy gan, suy than.

- Phu niY ¢6 thai 3 théang cudi; Tré dudi 12 tudi.

9. Tic dung khéng mong muén (ADR):

- Nguy co huyért khoi tim mach.

- Réi logn tiéu héa:

Hay gap: Dy hoi, tdo bén, kho tidu, dau bung, budn nén, ndn ra mau, tidu chay, loét miéng, loét
da day t4 trang. Khi ding liéu cao c6 thé giy xuat huyét tiéu hod, nén ngung thudc.

It gap: Viém da day.

Hiém gdp: Viém tuy. |

- Réi logn hé théng mién dich: bao gdom “‘k

a- Phan (mg di ung va sbc phan vé;

b- Nhiém tring dudmg hd hip bao gdm bénh hen, bénh suyén tram trong hom, co thit phé quan
hodc kho tho;

¢- C4c réi loan da céc loai, bao gdm phat ban ctia cdc loai khic nhau, ngira, ndi mé day, ban xuat
huyét, phit mach, viém da troc vay va bong nuée (bao gdm hoai tir thugng bi nhiém doc va hong
ban da dang).

- Réi logn chike ning tim, mach mdu: Phi né, tang huyét ép, suy tim. Khi sir dung liéu cao va
trong didu tri dai han c6 thé ting nguy co huyét khéi dong mach (nhdi mau co tim, dot quy).

- Réi loan hé hdp: Phan (mg nhiém tring duong ho hap nhu hen suyén, co thit phé quan, kho
tho.

- Ngoai ra ¢6 thé giam tiéu cAu, giam bach cdu, mit bach cau hat, thiéu médu, U tai, chong mit, 4o
gidc, nhirc dAu, budn ngu, viém ddy thn kinh thj gidc, réi loan chirc ning thén, tiét niéu...
Théng bdo cho bdc st hodc dwge s cdc tic dung khong mong muén gip phai khi sic dung
thuébe.

10. Cin lam gi khi mét 1An quén ding thude?

- Trong truong hop quén ubng thude, can phai udng ngay khi bénh nhan nhé ra. Trong

truomg hop thdi gian quén liéu gan voi thoi gian udng liu tiép theo, bénh nhan nén ding

>4 5y
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lidu tiép theo nhur binh thuomg. Khong duge udng liéu gép doi dé bu dép cho liéu lrong ma
bénh nhéan da bo 15.

11. Can bio quén thudc nay nhw thé nao?
- Noi kho thodng, tranh dnh sang, nhiét do dui 30°C.

12. Nhirng déu hiéu va triéu ching khi ding qua lidu

Tri¢u chitng: Céc triéu chimg ctia qua liu co thé bao gém dau dau, budn non, non, dau thuong

vi, xudt huyét tiéu hod, tiéu chay, méit phuong hudng, hén mé, budn ngu, chong miit, U tai, ngét

xiu, d6i khi co giat. Trong truong hop ngd doc dang ké, suy than cAp tinh va ton thuong gan cé

thé xay ra.

13. Cin phai lam gi khi uéng thube qui litu khuyén cdo:

Diéu tri qua liéu:

Trong vong mdt gidr sau khi ung qué lidu nén sir dung than hoat tinh, & nguoi l6n nén
rira da day khi c6 kha niing nguy hiém dén tinh mang.

Theo d&i chit ché hoat dong cia than va gan. Bénh nhin nén duoc theo ddi it nhat 4 gio
sau khi dung qua liéu.

Khi bi co gidt thudmg xuyén hodic kéo dai, nén diéu tri bing tiém diazepam tinh mach.
Céc bién phap khac c6 thé duoc chi dinh tuy vao tinh trang 1am sang cta bénh nhan.

14. Nhirng didu cin thén trong khi dung thudc nay:

- Nhimg bénh nhan c6 van dé di truyén hiém gip nhu khong dung nap galactose hodc

fructose, thiéu hut enzym Lapp lactase, thiéu enzym sucrase-isomaltase hodic kém hip thu

glucose-galactose khong nén dung thude nay.

- Nén tranh viéc str dung ddng thoi flurbiprofen véi cac NSAID khac, bao gém nhitng chét trc

ché ¢6 chon loc enzym cyclooxygenase-2, do ¢6 thé lam ting nguy co xuét hién cdc tic dung

khong mong mudn.

Nguy co hu yéf khéi tim mach:

Céc thudc chéng viém khong steroid (NSAIDs) khong phai aspirin, ding dudng toan
than, c6 thé 1am ting nguy co xuat hién bién c¢6 huyét khéi tim mach, bao gom ca nhoi
méu co tim va dt quy, c6 thé din dén tir vong. Nguy co nay c6 thé xuét hién sém trong
vai tudn dAu ding thudc va c6 thé ting 1én theo thoi gian ding thude. Nguy co huyét khbi
tim mach duge ghi nhin chi yéu & liéu cao.

Béc si can danh gia dinh ky su xut hién cta cdc bién ¢b tim mach, ngay ca khi bénh
nhin khéng c6 cac triéu chimg tim mach trude do. Bénh nhén can duoc canh béo vé céc
triéu chimg cua bién cb tim mach nghiém trong va cin thdm kham bac si ngay khi xuét
hién céc triéu ching nay.

Pé giam thiéu nguy co xuét hién bién ¢b bit loi, cin sir dung flurbiprofen ¢ li¢u hang

ngay thap nhét ¢6 hiéu qua trong thoi gian ngén nht c6 thé.

Thén trong ¢ nguwoi cao tudi:

Nhimng ngudi 16n tudi cé nguy co cao xuat hién céc phan img bét lgi khi ding NSAIDs,
dac biét 1a xudt huyét hodic thing dudng tiéu héa, c6 thé giy tir vong.

Céc triéu chimg trén xudt hién bat cir ltc ndo trong qua trinh diéu trj bing NSAIDs. Cac
tridu chimg c6 thé xay ra ¢ hodc khéng cé cénh bao trude.

4 <y
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- Nguy co xudt huyét, loét hogc thing dudng tiéu hoa ting cao & ngudi cao tudi, hoge khi
tang liéu NSAIDs, hodc sir dung & nhitng bénh nhan co tién sir loét dudng tiéu hoa.
Nhimg bénh nhin nay nén duoc bit diu dicu trj véi liéu thip nhit ¢6 thé. Két hop véi
thudc bao vé dudmg tiéu hoéa (vi du misoprostol hodc thudc e ché bom proton nhu
omeprazol, esomeprazol...).

- Bénh nhén cao tudi va nhimg bénh nhan c¢6 tién sir bénh dudng tiéu hoa, cin phai theo
ddi cAn than trong giai doan dau khi diéu tri bing NSAIDs.

- Khong nén ding dong thoi céc thude ¢é thé lam ting nguy co loét hodc chay mau duong
tiéu héa nhu corticosteroid dwong udng, thubc chéng dong mau nhur warfarin, thude te
ché tai hép thu serotonin c¢6 chon loc hodc chét chong két tap tiéu cau nhu aspirin.

- Khi thy c6 tridéu chimg xuét huyét tiéu héa hodc loét xay ra & nhimng bénh nhén sir dung
flurbiprofen, viéc diéu trj phai dugc dimg ngay.

Réi loan hé hip:
Cén than trong khi sitr dung NSAIDs & nhitng bénh nhan dang méc bénh hen phé quan,
hodic ¢6 tién sir mic bénh hen phé quan vi c6 thé lam trim trong thém ching co thét phé
quan & bénh nhéan nay.

Suy giam chirc ndang gan, than va tim mach:
Sir dung NSAIDs ¢6 thé giy giam phy thude lidu dé tao thanh prostaglandin va nhanh
chong lam trAm trong thém chig suy than. Bénh nhan c¢6 nguy co 16n nhét ctia phan tng
nay 12 nhitng ngudi bi suy giam chitc ning thén, suy tim, réi loan chitc ning gan, ngudi
dang dung thudc lgi tiéu va nguoi cao tudi. Can phai theo ddi k¥ chire ning than & nhimg
bénh nhén nay. a\t

Tic dung tim mach va mach mdu nio: Q‘\.
Nhitng bénh nhén c6 tién sir suy tim hodc cao huyét dp nhe dén trung binh di ¢6 bao cdo
bi chimg phd né do sir dung flurbiprofen va NSAIDs. Can phai tu van va gidm st k¥
bénh nhan str dung thudc nay.
Thir nghiém 14m sang va dich t& hoc cho thy ring viéc sir dung mot sé NSAIDs (dic biét
la khi dung lidu cao va diéu tri kéo dai) c6 thé lién quan dén nguy co gia ting chimg
huyét khéi d6ng mach nhu nhdi mau co tim hay dot quy.
Bénh nhén ting huyét 4p khong kiém sodt duge, suy tim sung huyét, bénh thiéu mau co
tim, bénh dong mach ngoai bién, hogc bénh mach mau ndo chi duge diéu tri bing
flurbiprofen sau khi d4 cén nhic va xem xét can than.

Anh hwdéng trén thin:
Thén trong trong sir dung khi bat dau didu tri véi flurbiprofen va céc thudc NSAIDs &
nhing bénh nhén bj mat nudc dang ké.

Bénh lupus ban dé hé thdng (SLE) v bé¢nh mé lién két hon hop:
& nhimg bénh nhan lupus ban d6 hé théng (SLE) va réi loan mé lién két hdn hop khi
ding flurbiprofen va cdc thubc NSAIDs ¢ thé ¢o ting nguy co viém mang ndo vd khuén.

Anh hwong trén da:
Phan tng phu trén da thuong rdt nghiém trong, ¢ thé gay tir vong, céc biéu hién nhu
viém da tréc vay, hoi ching Stevens-Johnson va hoai tir biéu bi da. Cic nguy co phan
img phu trén da thuomg xuat hién soém, c6 thé xudt hién ngay lan ddu tién ding



https://trungéagith (BAMIR/QUANG MINH  Huéng din sir dung FLURBIPROFEN 100 Trang 5/6

flurbiprofen, phai ngung sir dung Flurbiprofen ngay khi c6 bét ky d4u hiéu nao khac cua
céc phan ung phu trén da.
Anh hwong trén hé tuin hodan, huyét hoc:
Flurbiprofen va cac NSAIDs khéc c6 thé tre ché két tap tiéu cau va kéo dai thoi gian chay
mdu. Flurbiprofen nén dugc st dung thén trong & nhitng bénh nhéin cé kha ning chay
méu bét thudng.
Anh hwéng dén kha ndng sinh sin:
Viéc sir dung flurbiprofen c6 thé lam giam kha niing sinh san, vi vy flurbiprofen khong
duoc khuyén cdo & phu nit dang trong thoi ky c6 thé mang thai.
PHU NU CO THAI VA LUC NUOI CON BU:
Phu nir co thai:
Céc chét trc ché tong hop prostaglandin ¢6 thé anh huéng x4u dén thai nghén hodc céac phoi thai
va sur phat trién ctia thai nhi. Dit liéu tir cac nghién ciru dich t& hoc cho thiy ting nguy co sdy
thai va dj tat tim thai nhi va ntt da bung sau khi sir dung mot chét (e ché tong hop prostaglandin
& dau thai ky. Céc nguy co trén ting theo sy ting liéu va thoi gian diéu tri. Trong sdu thang diu
ctia thai ky, khong nén dung flurbiprofen, trir trudmg hop can thiét, thi nén sir dung lidu thép nhét
vé thoi gian diéu tri cang ngén cang tot.
Trong ba théang cudi cta thai ky, tét ca cac thude e ché tong hop prostaglandin c6 thé khién thai
nhi va ngudi me gép nhitng tdc dung phu sau:
« Doc tinh tim phdi trén thai nhi (lam tic nghén dong mach phéi va cao huyét ap phoi).
« Réi loan chite nang thén, c6 thé tién trién t&i suy than kém theo nhidm tring va it nudce bi.
« C6 thé kéo dai thoi gian chay mau, tac dung chdng két tap tiéu ciu c6 thé xay ra ngay ca khi str
dung lidu lugng rat thép. ®
« Uc ché co bop tir cung din dén lam chim va kéo dai thoi gian dau dé.
Do d6, flurbiprofen thuéng chéng chi dinh trong ba thang cudi thai ky.
Phy nit nudi con bii: NSAIDs c6 thé xuét hién trong sita me & ndng dd rét thip. Do vdy. néu da
sir dung NSAID, nén tranh cho con bu.
NGUOI LAI XE VA VAN HANH MAY MOC:
C6 thé xay ra hién tugng chong mat, budn ngt, mét méi va rdi loan thi gidc, do d6 khong nén 14i
xe va van hanh may méc khi dang dung thudc.

15. Khi niio cin tham vin béc s§ hay duge sy:

Sau khi uéng thudc, néu thiy cac biéu hién nhr:

Puong tiéu héa: rdi loan dudng tiéu hoa nhu tiéu chay, budn non, di tiéu ra mau;
Ngodi da: di Gng, may day; ndi mun, ngira, bong da;

hodc ting huyét ap, kho tho:; ‘ o

can phai ngung thudc ngay va théng béo cho thay thuoc biét.

Néu can thém théng tin, xin héi y kién bdc si hodc duwoc si.
16. Han ding ciia thude: 36 thang ké tir ngdy sin xudt.

17. Tén va dia chi nha sin Xuit:
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Tén va dia chi nha sin xuit:

CONG TY CO PHAN THUONG MAI DUQC PHAM QUANG MINH
(QM MEDIPHAR JSC)
| 4A Lo Lu, Phuong Trudmg Thanh, Quan 9, TP. HCM
QU Medw™™  BT. (08) 37300167 Fax: (08) 37301103
Tén va dia chi nha dang ky va phan phdi:
CONG TY TNHH KHOA HQC DINH DUGNG ORGALIFE
ORGAUFE Dia chi: S6 46, Pudng 77, Phudng Tan Quy, Quén 7, TP. HCM
@ uiifionelscencs pian thoai: (08) 62903556  Fax: (08) 62903556 @

18. Ngay xem xét sira doi lai to thong tin cho bénh nhén:

TP.HCM, ngay 07 thang 8 nam 2017
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Nguyen Thanh Thu Ha
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