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X_Thuﬁc bén theo dan 1 vi x 10 vién nang mém

SOFEN.AC

Aceclofenac 100mg

R L0 N DE XA TAM TAY TRE EM SOFENAC
S/5ana T N\RDb KY HUONG DAN SU DUNG TRUGC KHI DUNG -

- - — - . i i

1 blister x 10 soft capsules |

Thanh phdn: Méi vién nang mém chua;
Aceclofenac..................ocooenn.... 100mg
Chi dinh, cdch ding, chéng chi dinh

& cac thdng tin khac:

Xin doc trong to hudng dan st dung.
Bao quan: Trong hdp kin, noi kho mat,
tranh anh sang. dudi 30°C.

Péng gdi: 1 vi x 10 vién nang mém/hap.

San xudt tai:

CTY TNHH PHIL INTER PHARMA
25, dutng so 8, KCN Viét Nam-
Singapore, Binh Dudng

Composition: Each soft capsule contains:
Aceclofenac..........coceceevrvinennnn.. 100MQ
Indications, administration, contra-
indications & other information:

See insert paper.

Storage: In well-closed container, dry and
cool place, protect from light, below 30°C.
Package: 1 blister x 10 soft capsules/box.
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Rx Thubc bdn theo don
Dé xa tam tay tré em
BQC ky huong ddn sir dung trudc khi diing
Néu cin thém thong tin, xin hoi y kién bdc st

SOFENAC
SPK: oiiviiien

THANH PHAN: Mdi vién nang mém chira:
Hoat chit:

Ageelolenie. ..unaiiminnaiinsisasis 100 mg
Td dwgc: Triglycerid chudi trung binh, chét béo ciing, gelatin, glycerin dam dic, D-sorbitol
70%, nudc tinh khiét, sunset yellow FCF, allura red AC, titan dioxyd.
DANG BAO CHE: Vién nang mém.

DUUC LUCHQC

Aceclofenac 14 thude giam dau, ha sbt, khang viém khong steroid thuéc nhém dan xuat acid
phenylacetic. '

DUQC DONG HQC l

Sau khi udng, aceclofenac dugc hdp thu nhanh va hoan toan duéi dan ong doi. Nong d6

dinh trong huyét twong dat dugc khoang 1,25 den 3,00 gidr sau khi ubng. Aceclofenac thim

vao hoat dich noi ma nong d¢ dat xap xi 57% nong dd trong huyet tuong.

Thoi gian ban thai trung binh khoang 4 gio. Aceclofenac lién két nhidu voi protein huyét

twong (> 99%). Aceclofenac tuin hoan chi yéu & dang khong dbi. 4'-hydroxy aceclofenac 1a

chit chuyén héa chinh duge phat hién trong huyét twong. Khoang 2/3 lidu dung duoc bai tiét

qua nudc tiéu chu yéu dudi dang cac chét chuyén hoa hydroxy.

CHI PINH

Giam dau va khang viém trong bénh viém xuong khop, viém khop dang thp, viém ddt séng

dinh khép, viém quanh khép canh tay-ba vai, dau rang, viém do chan thuong, dau lung, dau

khép hong, dau do thu thudt cét tng sinh mon va sau khi sinh, bénh thap khong lién quan dén

khop.

LIEU LUQGNG VA CACH DUNG

- Ngudi 16n: 1 vién x 2 1an/ngay, mot vién vao bubdi sang va mot vién vao budi toi.

- Tré em: Chua c6 dir liéu lam sang vé viéc sir dung aceclofenac & tré em va do d6 khong
nén dung thuoc cho tré em.

- Nguoi 16n tu01 Dugc dong hoc cua thude khéng thay d6i & nhitng bénh nhan 16n tubi, do
d6, khong cén thiét phai diéu chinh liéu hay tan suat liéu.

CHONG CHi DINH

- Chong chi dinh ding SOFENAC trong nhitng truéng hop qua man véi mot trong céc thanh
phan ctia thudc.

- Bénh nhan bj loét dudng tiéu héa hodc nghi ngd loét dudng tiéu héa hogic xudt huyét
dudng tiéu hoa.

- Bénh nhan bj cac con hen, viém mii cip hodc ndi mé day khi dung aspirin hodc cac thudc
khang viém khong steroid, hoac cac bénh nhan bi qua man vdi cac thube nay.

- Bénh nhéan bi suy giam nang chirc néng gan, théan, tim.

- Nguoi bi chady mau hay roi loan dong mau.
Phu nit ¢6 thai, dic biét 1a trong 3 thang cudi cua thai ky.

CANH BAO VA THAN TRONG

Nén ding thudc that than trong & nhirmg bénh nhan bi cac rdi loan tiéu hoa, co tién sir loét

dudng tiéu hoa, hen suyén hoic cac van dé v& ho hép, suy gan nang, suy than hodc suy tim,

bénh nhén dang trong giai doan hdi phuc sau phiu thuat, nguoi gia.

TUONG TAC THUOC

- Liti: Aceclofenac c¢6 thé 1am ting ndng do trong huyét tuong cua liti.
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wor Khong ding thuéc qua thoi hgn s dung.
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- Glycosid tim: Céac thuéc khang viém khong steroid lam n@ng thém tinh trang suy tim va
giam d9 thanh loc cdu than ¢ nhimg bénh nhén dang sir dung cac Glycosid do ¢6 thé lam
tang nong d9 glycosid trong huyet truong (gém Digoxin). ™

- Thubc lgi tiéu: Nhu cac thuoc khang viém khong steroid khac, Aceclofenac co thé tc ché
tac dung cua thude loi tiéu. Thudc loi tiéu c6 thé lam ting nguy co giy doc tinh trén than

- Thubc chdng déng: Nhu cac thude khang viém khong steroid khac, Aceclofenac lam ting ¥
tac dung cia cac thudce chdng dong. ‘A

- Methotrexat: Cac thudc khang viém khong steroid lam ting ddc tinh cia Methotrexat do
lam ting ndng dd Methotrexat trong huyét twong, do dé cin luu y khi dung dong thoi hai
thude nay trong vong 24 gio.

- Mifepriston: Khong nén ding céc thue khang viém khong steroid trong vong 8-12 ngay
sau khi dung Mifepriston do ching lam gidm téc dung cta Mifepriston.

- Céc thubc khang viém khong steroid va steroid khac: Dung dong thdi aspirin, cac thuoc
khang viém khong steroid va steroid khac c6 thé 1am ting tan sut gip tac du g phu, gdbm
nguy co xuit huyét dudng tiéu hoa. i sl

- Cyclosporin: Ddc tinh trén than cta Cyclosporin ¢6 thé tang do tac dt_mg( clia cac thudce
khang viém khong steroid trén prostaglandin than.

PHY NU' CO THAI VA CHO CON BU ,

Chua c6 thong tin vé viée s dung Aceclofenac trong thoi ky mang thai va viée tiét

Aceclofenac vao sita me.

Do d6 nén tranh sir dung thudc & phu nir mang thai va cho con bi trir khi cén nhic k¥ gitra loi

ich ctia viéc diéu tri so véi tac dung c6 thé xay ra cho thai nhi.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Bénh nhan bi chong mit, hoa mét, hodc céc rdi loan than kinh khac trong khi dang dung cac

thuoc khang viém khong steroid khong nén lai xe hodc vén hanh cac may moc nguy hiém.

TAC DUNG KHONG MONG MUON

Thuong gap nhét 14 rbi loan tiéu héa (kho tiéu, dau bung, budn ndn va tiéu chay), loét da day -

ta trang, xuat huyét tiéu hoa; hen suyen co thét phé quan; thinh thoang chéng mat. Céc bién

chimg da gdm ngira, phat ban va bat thudng ham lugng men gan va creatinin huyét thanh
cling dugc béo cdo.

Néu phan tmg phu nghiém trong xay ra, nén ngimg ding SOFENAC.

* Théong bdo cho bdc sy nhitng tic dung khéng mong muon gdp phai khi diing thuéc.

QUA LIEU

Trong trudng hop ngd doc cép cac thudc khang viém khong steroid phai ding bién phap dleu

tri hd trg va diéu tri tridu chl.rng 2\

Chua c6 dir ligu trén ngudi vé hdu qua cia viéc qua lidu Aceclofenac. C6 thé dung cac blén‘

phdp: ngan can su hap thu cang sém cang t6t bing cach rira da day va dung than hoat tmh\,>

Can diéu tri hd tro va diéu tri triéu chu'ng cho nhitng bién ching nhu ha huyét 4p, suy than,

gidt, kich tmg dudng tiéu hoa, suy ho hap Céc bién phap diéu tri dic hiéu nhu ding thuo ol

tidu, thim phan hodc truyén mau ¢6 thé khong c6 tac dung trong viéc loai bo cac thubc khang

viém khdng steroid do ty 1¢ gén két cao véi protein va chuyén hoa rong

BAO QUAN Trong hop kin, noi khé mét, tranh anh sang, dudi 30° C. o=

HAN DUNG: 36 thng ké tir ngay sén xuit. ‘//"”W B’“«** HAT LUGNG

ctia cac thude khang viém khong steroid. ! )
R
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G GOI: Hop 01 vi x 10 vién nang
Hop 10 vi x 10 vién nang

San xudt boi: QT
CONG TY TNHH PHIL INTER PHARMA LEX 1% H HIEU
S6 25, Puong s6 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong.




