S rrrranemed

‘,...-".‘ >

https://trungtamthuoc.com/ | &

2%/ D148

MAU NHAN PANG KY
Tén thudc: FENAF LAM
Dang thuéc: VIEN NEN BAO PHIM

Ham lugng cho 1 vién:

Diclofenac kali 25 mg

Tén va dia chi co s¢ dang ky: CONG TY TNHH MTV DUGC PHAM DHG
Khu cong nghiép Tan Phii Thanh, huyén Chau Thanh A, tinh Hau Giang.

Tén va dia chi co s¢ san xuat: CONG TY TNHH MTV DUGC PHAM DHG
Khu cong nghiép Té4n Pht Thanh, huyén Chau Thanh A, tinh Hau Giang.
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CONG TY TNHHMTV  CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM DHG Déc lip — Tu do — Hanh phiic

MAU NHAN PANG KY
Tén thubc: FENAFLAM

Dang thuéc: VIEN NEN BAO PHIM

Ham lugng cho 1 vién:
Diclofenac kali 25 mg

Tén va dia chi co s& dang ky: CONG TY TNHH MTV DUGC PHAM DHG
Khu c6ng nghiép Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang.
Tén va dia chi co s¢ san xuat: CONG TY TNHH MTV DUGC PHAM DHG
Khu c6ng nghiép Tan Phu Thanh, huyén Chau Thanh A, tinh Hiu Giang.
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* Ty hwong dén sir dung thudc:

25 mg

Diclofenac kali
CONG THOT:
N Kl s e ey . 25mg
Td duge vila di . 1vién

(Tinh bit mi, Iamse nmohyd rat, avrr,ei aerusrl sodium starch glycolat, magnesi stearat,

PVP K30, HPMC, PEG 6000, titan dioxyd, oxyd sit 46, mau cam E110, talc)

DANG BAO CHE: Vién nén bao phim

QUY CACH BONG GGI: Hop 2 vix 10 vign.

DUC LYC HOC: Fenaflam chia Diclofenac kali 14 thuc chiing vigm khing sterond cb tdc dyng chiing viém, gidm dau, ha s&L Thudc dc chd manh hoat tinh
ciia cyclooxygenase, do d6 Iam giam déng k€ su tao thinh prostaglandin, prostacyclin va thromboxan 1A nhing chit gdy viém, dauva sét.

DUYC DYNG HOC: Diclotenac hda tan 16t trong dich rudt, dugc hap thu d& ding qua dubing tiu hod sau khi udng va dat duge ndng d0 tdi da trong huy¥t tuong,
sinh khd dung cao. Thudc gdn k&t rdt nhifu véi protein huy#t tuong (han 99%). chil yéu véi Albumin. Diclofenac d& ding thim nhip vio dich bao hoat dich,
néing do thuc & diy vin duy tri trong khi ndng 00 trong huy8t tong d3 gidm. Nira ddi trong huyét tuang khodng 1 - 2 gity. Nifa ddi thai tr khdi dich bao hoat
dich 14 3- 6 gitr. X&p xi 60% liéu dung dugc thdi qua than dubi dang cdc chit chuyén hoa (lién hop glucuronid v sulphat) cin mt phén hoattinh vA dudi 1% &
dang thuc nguyn ven; phn cbn lai thdi qua m3t va phan. Qud trinh hap thu, chuydn hod va d3o thi thudc hinh nhy khdng phy thudc vio twdi.

CHI DINH: Biéu tri ng4n han cdc tinh trang viém dau c4p tinh nhy dau bung Kinh, va cdc tinh trang viém dau c4p tinh trong sin phy khoa, ring ham mat, tai
mii hong, con migrain, th4p ngodi khndp, viém dau sau chdn thudng hodc sau phiu thujt

CHONG CHI DINH: Ous min vi mot trong cdc thanh phén cla thudc. Ngubi c tién sir di ing (hen suyin, ndi mdn, viém mii cdp....) vi cdc thudc dc ché
prostaglandin hay thudc nhém acid acetyl salicylic. Ngudi lost da ddy, 14 tring tién trifn hay o6 tién si xust huy&t tiu hda. Ngubi bj chdy mdu, suy tim & méu,
suy thdn hoic gan nang, gidm thé tich tudn hodn, ngudi bj bénh cht taa keo.

Phuy nif mang thai khiing ding cdc thudc NSAID vdo 3 thing cui thai ky.

THAN TRONG: Ngudi c6 tién sif loét, chdy mdu hoic thing duding tidu hda. Ngudi b&nh suy than, suy gan, bj lupus ban dd todn than. C4n theo ddi, kifm tra
chiic ndng gan, than khi difu trj dai ngay vdi cdc thulc NSAID. Ngubi bénh ting huyét 4p hay bénh tim ¢ I nudc hodc phi. Ngudi bi nhi¥m khudn. Ngubi cb
tién sif rGi loan déng mdu, chdy mdu,

PHUY NU CO THAI VA CHO CON BU: Chi diing thudc cho céc a8i tugng ndy khi that cdn thi€t. Kndng nén sif dyng thudc trong ba théng cudi thai ky. Noubi o6 ¥
dinh mang thai khdng nén sif dyng Diclofenac.

LAIXE VA VAN HANH MAY MOC: Than trong khi dang 141 xe va van hanh miy méc.

TUONG TAC THUGC: Khdng nén diing Diclofenac phdi hgp vei:

Cdc thubc khéing viém khong steroid (NSAID), cac déin xudt salicylat, cdc glucacorticoid: tAng nuy.cagay.
C4c thudc ching déng médu: Heparin, Coumarin, Ticlogidin: ting nguy coxult huyét. - 20
Khdng sinh nhém Quinolon: I2m ting tic dung phy [¢n hé thin kinh trung vong cia céc khing smh y_-ufqgs
Vang trdnh thai: cd khd ndng lAm gidm higu qud nglra thai.
Lithium, Digoxin: Diclolenac iAm tang ndng 9 cic chit ndy lrong huy&t thanh d&n mic gay dfc. Néu hit
Digoxin trong va sau khi di€u trj v6i Diclofenac v3 cin theo ddi ngudi bsnh that cn thn vé nfing 40 Lr‘ﬂ'uum h
Methotrexat: lm tang ddc tinh ciia Methotrexat. -

C4 thé phoi hgp nhung phai theo ddi b&nh nhin:

Cyclosporin: cdn theo ddi chiic ndng thin. -

Thudc Igi tiéu: nguy co suy thin thd phat do gidm luu lugng mdu dén than. ~

Cdc thudc chia ting huyét 4p (thudc dc ch® men chuyén, thudc chen beta,...) ~ .
Thudc chdng toan: gidm kich dng rudt bdi Diclofenac nhung lai lim gidm néng @) Diclafenac trong nwh!ha
Luu ¥ khi phi hap:
Cimetidin: gidm mdt it néng df cda Diclofenac trong huy&t thanh nhung khdng 1am gidm tdc dyng cla thudc ndy lai gidp bio vé 14 tring, da day trdnh tic —
dung phy cla Diclofenac.

Probenecid: 1m tang néng dé Diclofenac ién gdp ddi Didu niy cd tic dyng lm sing 16t & ngudi banh khéip nhung cd thé xdy ra ngd ddc Diclofenac, nhitia -
nguai bi suy gidm chac nang than. Tae dyng thai acid uric - nidu khdng bj dnh hudng. N&u c4n thi gidm liu Diclofenac.

TAC DUNG KHONG MONG MUGN: Thuing gap: budn ndn, ndn mia, tiéu chdy, tio bén, dau ving thung vi.

Hi€m gap: lodt, xudt huyét tiéu hod (trang trudng hop diéu trj kéo dai), réi loan mdu (gidm bach cu, tiéu c4u, thifu mdu), nhic dfu, mat ngu, d& bj kich thich,
miy day, phis Quincke, suy&n, co thit phé quin, niin mé, dau nhijc mét, nhin dai, suy thdn cip. viém than k&, tiéu ra mdu, ting transaminase gan, viém gan.
Thang bdo cho bdc sTnhiing tac dyng khdng mong mudn gap phdi khi sif dung thudc.

QUA LIEU VA CACH XU TRI: Bi€u hién chil yéu ciia ngd ddc c4p Diclofenac 14 céc tic dung ph nang [én hon. Bién phdp chung 12 phai tic khic gdy ndn hoic

rifa da day, tiép theo 13 diu tri tribu chiing va hd trg. Sau khi d3 gy ndn v rifa da day, ¢ thé ding than hoat d& gidm hp thu thude § dng tidu héa va & chuky
gan rudt. Gy loi tiéu dé diéu tri ng$ dde Diclofenac I2 bign phdp d4ng nghi ngd, vi thusc gdn nhibu vio protein huyét tudag; tuy nhién, gdy Ioi tidu cling ¢6 thé

c6 ich nhung cén phdi theo ddi chit ché c4n bing nudc - dign gidi vi o6 thé xdy ra rfi loan ndng vé didn gidi va & nude.

LIEU DUNG VA CACH DUNG : Ngubi I6n: USing 1 - 2 vién x 2 - 3 14n /ngdy. Truting hgp dau byng kinh nguyén phit nén vdng thudc trudc bita an.

t, xuft huy8t 5 dubng tifuhda. —

hgp thi phdi diéu chinh liu Lithium,
ng mdu.

Hodc theo chi ddn cia Thiy thudc.

Boc k§ hudng din st dyng trude khi ding. Han diing: 36 thang ke ti ngdy sdn xudt.

N&ucdn thém théng tin, xin héi y kién bdc s7 Di€u kign bdo quin; Nai kho, nhigt 60 khong qud 30°C, trdnh dnh sdng.
Thugic ndy chi ding theo don cia bac ST TI&u chudn: TCCS

San xudll 1ai: 3 Tu Véin Khich Hanq
céuc TY TNHH MTV Duoc PHAM DHG M
) E-mail: dhgpharma@dhgpharma.com.vn

www.dhgpharma.com.vn
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