HUGNG DAN SU DUNG THUGC

1.Tén thudc: NP- FLUBI LOZENGES

2. Cacdau hiéu Iuu y va khuyén céo khi dung thudc:

“Dé xa tdm tay cla tré em” "Poc ky hutdng ddn st dung trudc khi ding”

“Théng bdo cho bdc sy hodic duge sj nhiing tdc dung khong mong mudn gdp phdi khi s dung thudc”

3. Thanh phéan: Mai vién ngam chua:

Flurbiprofen................ 8,75mg

Tadugcviradu.................. Tvién

(Sorbitol, mannitol, amidon, gelatin, aspartam, colloidal silicon dioxid, magnesi stearat, bot huong chanh)

4. Dang bao ché: Vién ngam (Vién nén ngam hinh try, mau trng hay tring nga, thanh canh vién lanh I3n, tan cham trong
miéng, cd mui thom, vi ngot).

5. Chi dinh: Diéu tri triéu chiing dau hong ngan han & ngudi I va tré em tif 12 tudi trd Ién.

6. Cach duing va liéu dung:

Ngui Ién, ngudi cao tudi va tré em tir 12 tud tré lén:

Ngam 1 vién trong miéng cho thudc hoa tan tir tir trong miéng, it sau 3 - 6 gidy/lan néu can. T6i da 5 vién ngam trong 24 gic.
Nén st dung san pham nay trong tdi da 3 ngay.

 Tréem: Khong chi dinh cho tré em dudi 12 tudi.

Bénh nhdn suy gan: 0 nhitng bénh nhan bj suy gidm chitc ndng gan ti nhe dén trung binh, khong cn gidm liéu. Trong trudng

 hgp bénh nhan bi suy gan nang flurbiprofen bi chdng chi dinh.
' Bénh nhdn suy than: 0 nhitng bénh nhan bi suy gidm chiic néng thn tirnhe dén trung binh, khang cdn gidm liéu. § bénh nhén

suy than nang, chdng chi dinh st dung flurbiprofen.

7. Chong chi dinh:

Ngu@i bénh qua mén vdi flurbiprofen hay bat c thanh phan nao ctia thudc.
Loét da day td trang tién trién.

* Qua mén vdi aspirin hodc vdi céc thudc chdng viém khdng steroid khdc (hen, viém mii, ndi may day sau khi dung aspirin).

Ba théng cudi clia thai ky.
Tién sif loét, xuat huyét da day va loét duong rudt.

' Tién s xudt huyét tieu héa hodc thing, viém dai trang ngng, xudt huyét hodc rdi loan tao mau lién quan dén diéu trj thudc

NSAID trudc do.

Suy tim nang, suy than nang hodc suy gan nang.

8. Canh béo va than trong khi ding thudc:

Cén than trong khi dung flurbiprofen ddi véi ngudi cao tudi. Ngudi cao tudi cd tan sudt phan (ing bét loi véi NSAID, d3c biét I3
xudt huyét tiéu héa va thing, 6 thé gy tirvong. Cn thin trong va theo doi chét che bénh nhan suy gidm chifc néing than, suy
gan, suy tim. Khi sit dung thudc c6 thé lam tang huyét &p hodc 1am ning hon bénh tang huyét &p, 13m ting nguy co cac bién
¢& tim mach.

Flurbiprofen 1am tang nguy co bién c6 tim mach nghiém trong do huyét khoi. Nguy @ bién ¢6 tim mach ctia flurbiprofen ting
¢ bénh nhan ¢6 bénh tim mach hodc ¢6 yéu td nguy co mdc bénh tim mach. BE gidm thiéu céc bién ¢ tim mach nén ding liéu
thap nhét c6 hiéu qua va trong thdi gian ngdn nhét, Bénh nhén cdn dugc thong tin vé céc triéu chiig doc tinh nghiém trong
trén tim mach (dau nguc, kho thd, yéu, néi khé) va hudng dan x tri khi céc triéu chiing nay xay ra. '
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Flurbiprofen nén st dung than trong & bénh nhan cd d dich, suy tim vi da cd bao cdo vé tac dung phu t dich va phir xdy ra khi
st dung cac thudc nay.

Co thit phé quan c6 thé duec xdy ra & nhiing bénh nhan bj hodc ¢ tién sit hen phé qudn hogc dj ing trudc do. Flurbiprofen nén
duoc si dung than trong & nhiing bénh nhan nay. Nén trénh st dung céc vién ngam flurbiprofen véi NSAID d6ng thdi bao gom
ca cac thudc tc ché chon loc cyclooxygenase-2.

Trong truding hop sit dung thudc kéo dai hodc vugt qua quy dinh 6 thé dau dau xay ra, khdng dugc diu tri vdi liéu bd sung cla
thuoc khdc.

Thudc nén dugc than trong cho bénh nhén ¢6 tién sit bénh dudng tiéu hda (viém loét dai trang, Crohn's) ¢d the bi tram trong
hon.

C3n than trong & nhitng bénh nhan dang dung thudc dong thai 6 thé lam tang nguy co loét hodc chdy mdu, chang han nhu
corticosteroid dudng udng, thudc chdng dong mau nhu warfarin, cac chat dc ché tdi hap thu serotonin ¢6 chon loc hoiic cic
chat chdng tiéu cau nhu aacid acetylsalicylic.

Néu chdy mau tiéu héa hoac loét x3y ra & bénh nhan dung flurbiprofen, nén ngiing diéu tri. Phan ting da nghiém trong, mot
56 trong s d6 gay tit vong, bao gém viém da tréc vay, hdi chiing Stevens-Johnson va ddc hai hoai ti biéu bi, da dugc bdo céo
rat hiém khi lién quan dén viéc st dung NSAIDS. Nén ngitng st dung vién ngam flurbiprofen khi xudt hién lan dau tién cia phat
ban da, tdn thuong niém mac hodc bat ky ddu hiéu nao khdc cia man cdm. Thudc ¢6 chia aspartam nén can than trong véi
bénh nhan phenylceton niéu.

9. St dung thudc cho phu ni ¢d thai va cho con bi:

- Sit dung thudc cho phu ni c6 thai: Khong st dung cho phu nif ¢d thai.

- it dung thudc cho phu nit dang cho con bi: Khdng stt dung cho phu nit dang cho con b.

10. Anh huéng cdia thudc I&n kha néng ldi xe, van hanh may méc: Thudc chua ¢ nghién ciu trén ddi tuong nay.

11. Tuong tac vdi thudc khac, cic dang tuong tac khac:

Flurbiprofen nén trdnh két hap vdi:

Céc thudc chdng viém khong steroid (NSAID) khdc bao gom cd cac chat tic ché chon loc cyclooxygenase-2 vi diéu nay ¢6 thé lam
tang nquy ca tac dung khdng mong mudn (d&c biét la cc tdc dung khong mong mudn dudng tiéu hda nhu loét va chay mau).
Adid acetylsalicylic: Trir khi diing aspirin liéu thap (khdng qua 75 mg moi ngay) da duoc bac svkhuyén diing, diéu nay cd thé
lam tng nquy ca phan (ing bt lgi.

Flurbiprofen nén duyc sit dung thén trong khi két hap vdi cdc thudc sau:

Strdung ddng thoi corticoid va thudc chdng viém khdng steroid Iam tdng nquy co loét da day.

Cac thudc chéng viém khdng steroid khac lam tang ADR clia cac khang sinh nhém quinolon Ién hé thén kinh trung wong va 6
thé dan dén co giat.

Thudc chdng déng mdu: NSAID ¢6 thé ting cuing téc dung clia thudc chdng dong mau,nhu warfarin.

Flurbiprofen tfc ché két tép tiéu cdu va lam thi gian chdy méu kéo dai. Nqudi bénh cd réi loan vé dong mau cén dugc theo doi
chat ché khi dung indomethacin.

Thudc ha huyeét dp (Thudc loi tiéu, thudc uc ché men chuyén, angiotensin Il d6i khdng): NSAID ¢6 thé lam gidm tc dung ctia thudc
lgi tiéu va cdc thudc ha huyét &p khic ting cudng doc tinh trén than do tc ché cyclooxygenase, dac biét [a bénh nhan cd chic
nang than bj ton thuong.

Rurgu: C6 thé lam téng nguy co phan dng bét lgi, ddc biét 13 chy mau trong dung tiéu hda Glycosid tim: tang ddc tinh clia
glycosid; kiém tra dién gidi dinh ky khi diing ddng thdi hai thudc nay @& diéu chinh kip thoi.

yclosporin: Tang nguy ca nhiém dc than. '

Lithi: Gidm d thanh thai qua than cda lithi, cd thé lam ting doc tinh cda lith. Khang nén diing ddng thai hai thudc nay.
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Néu budc phai dung thi nguai bénh phai § trong bénh vién, theo dgi ndng do lithi trong mau dé diéu chinh liéu.

Methotrexat: Viiéc st dung NSAID trong vong 24 gio' trudc hodc sau khi diing methotrexat c6 thé dan dén tang néng do
methotrexat va tang tdc dung ddc hai cda né.

Mifepriston: NSAID khong nén duoc sit dung trong 8-12 ngay sau khi dung mifepriston nhu NSAID ¢d thé lam gidm téc dung
cia mifepriston,

Thudc tri ddi thdo duomg: Thay doi mitc dudng huyét.

Phenytoin: (6 thé lam tang ndng dd phenytoin trong huyét thanh - kiém sodt day d va, néu can, liéu diéu chinh dugc khuyén
nghi.

Thudc loi tiéu gitt kali st dung ddng thor ¢ thé gdy tdng kali mdu

Cdc sdn phdm thudc cd chifa probenecid hodc sulfinpyrazon 6 thé tri hodn bai tiét flurbiprofen.

Cdc chdt tic ché chon loc tdi hdp thu serotonin: Tang nguy ca loét dutng tiéu hda hodc chay mau.

Tacrolimus: C6 thé tang nguy co nhiém ddc than khi dung NSAID vdi tacrolimus.

Zidovudin: Tang nquy co doc tinh huyét hoc khi ding NSAID véi zidovudin.

12. Tac dung khdng mong muén ctia thudc (ADR):

(o quan Tan xudt ADR

R6i loan hé théng mau va bach huyét | Khdng ré tdn xudt Thiéu méu, gidm tiéu cau
Rdi loan hé thong mién dich Hiém gdp, 1/1000>ADR>1/10000| Phan dng phan vé
Réi loan tam thdn It gdp, 1/100>ADR>1/1000 Mét nqd
Rai loan tim mach va mach maundo | Khéng rd tdn xudt Phu, ting huyét ap va suy tim

o AR Thutong gdp, ADR>1/100 Chéng mt, nhiic dau
iloanhethan i fgdp, 1/100>ADR>1/1000 | Budnngi
R loan h hap, léng ngucva Thudng gdp, ADR>1/100 Kich l’Irlg hong
trung that It gdip, 1/100>A0R>1/1000 Lam tram trong thém bé&nh hen suyénva co

that phé quan, khé thd, thé khd khe, phong
rop vom hong, hau hong.

Tiéu chdy, loét miéng, buon ndn, dau
miéng, dau vom hong, kho chiu & miéng
Thung gdp, ADR>1/100 (am hodc cdm gidc ndng rat hodc ngia ran
trong miéng)

Trung bung, dau bung, tdo bon, khd
miéng, khé tiéu, day hoi, mat nqu, ching
khd tiéu, kho tiéu & miéng, non.

Rai loan tiéu hda

It gdp, 1/100>ADR>1/1000

Rai loan gan mat Khéng ro tdn xudt Viém gan
RGi loan da va mo duéi da ltgdp, 1/100>A0R>1/1000 | Phatban da, ngifa,
S s Hi ching Stevens-Johnson va hoai tif biéu
Khdng ré tdn xudt bi
Réiloan chung It gdip, 1/100>ADR>1/1000 St, dau
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Huéng dan cach xi tri ADR

Ngimg si dung thudc khi gap cac tac dung khong mong mudn trén, hoi y kién cla bdc sy hay dugcsjva dén trung tam ytégan
nhat.

13. Qué liéu va xtr tri:

Triéu chimg:

Budn non, ndn, dau viing thuong vi, hodc hiém khi tiéu chay. U tai, nhic déu va xudt huyét tiéu héa cing ¢§ thé. Trong nhiéu
han ngd doc nghiém trong dugc théy trong hé thdng than kinh trung uong, biéu hién la budn ngd, déi khi kich thich, m& mét
va mét phuang hudng hoac hon mé. Thinh thodng bénh nhan b co gidt. Trong ngd ddc nghiém trong vdi nhiém toan chuyén
héa NSAID c6 thé xdy ra va this gian prothrombin/INR c6 thé bi kéo dai. Suy than cap va ton thuang gan ¢6 thé xdy ra, can hen
cap.

Xir tri:

Diéu tri triéu chitng va ho trg, duy tri dutng thd rd rang va theo dai tim va cdc ddu hiéu quan trong cho dén khi on dinh. Gan
nhc sidung dubng udng than hoat hodc ria da day va néu can thiét diéu chinh dién gidi trong huyét thanh. Co gidt nén dugc
diéu tri bing diazepam tiém tinh mach hodc lorazepam. Cho thudc gian phé quan cho hen suyén. Khang ¢ thudc giai doc dac
hiéu cho flurbiprofen.

14. Dac tinh dugc luchoc:

Ma ATC: RO2AX01

Flurbiprofen 13 thudc chdng viém khang steroid, dan xudt tir acid propionic. 0'ngudi flurbiprofen c6 déic tinh gidm dau, ha sét
va chding viém manh va liéu 8,75 mq hoa tan trong nudc bot da dugc chiing minh la lam gidm dau co hong, viém sung hong.
15. Pac tinh dugc dong hoc:

Hap thu: Flurbiprofen 8,75 mg vién ngam hoa tan trong 5 - 12 phit va flurbiprofen ¢ trong mau sau 5 phut va dat dinh huyét
fuong sau 40 - 45 phiit sau khi udng va duy tri & muc trung binh mic thap 1,4 g / mL thdp hon khodng 4,4 1an so vdi liéu thudc
50 mg. Hap thu flurbiprofen c6 thé xdy ra tir khoang buccal bang khuéch tan thu dong.

Phan bo: Flurbiprofen dugc phan phdi nhanh chong khap co thé va lién két rong rdi véi protein huyét tuong.

Chuyén héa, thai tris: Flurbiprofen dugc chuyén ha chi yéu béing céch hydroxyl héa va bai tiét qua than. NO ¢6 thai gian bn
hoy tis 3 dén 6 gio. Flurbiprofen dugc bai tiét vdi lwgng rat nhé trong sifa me (dudi 0,05 g/ml). Khodng 20-25 % cda mat liéu
ubng flurbiprofen dugc thai trir duéi dang khong thay ddi.

16. Qui cach ddng goi: Hop 1vIx 10 vién, Hop 3 vi x 10 vién, Hop 6 vix 10 vién

17. Diéu kién bdo quan, han diing, tidu chudn chat lugng clia thudc:
Diéu kién bao quan: Noi kho, nhiét dd duéi 30°C, trdnh &nh sdng

Han ding: 24 théng ké ti ngay san xudt

Tiéu chudn chit lugng: TCCS
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Nha san xudt:

CONGTY 0 PHAN DUGC HA TINH

56167 dutng Ha Huy Tap, phuting Nam Ha, thanh ph& Ha Tinh, tinh Ha Tinh
Dién thoal: 0239 3854617  Website: http//www.hadiphar.vn

Fax: 0239 3566821 Email: htp@hadiphar.vn
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