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@ Prescription drug

DICLOFENAC'

Diclofenac sodium 50 mg
Box of 10 blisters x 10 enteric-coated tabs.

Y 4 i

P /_ COMPOSITION
DlCI_OFENAE- Each enteric-coated tablet contains

Diclofenac sodium 50 mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION - Read the leaflst inside

STORAGE

In @ dry, cool place (below 30°C). Protect from light.
SPECIFICATION - In-house.

Keep out of reach of children

936014

583210 Read the leaflet carefully before using /

() Thuse ban theo don

DICLOF ENAC-

Diclofenac natri 50 mg
Hop 10 vi x 10 vién bao tan trong rudt

@ V/// 4

THANH PHAN -
DICLOFENAC:. M&i vién bao tan trong ruét chira

SEK / VISA: XX - XXXX - XX

DICLOFENAC.

102 x 47 x 42
VNNH48-00

“dx3a / aH
Byw ¢ xs AeBN
107/ XS 9] 05

Diclofenac natri 50 mg

CHI BINH, CHONG CHI BINH, LIEU DUNG.
CACH DUNG - Xem tér hugng déin st dung.
BAO QUAN - MNoi khe, mat (dusi 30°C),
Tranh anh séng.

CTY CO PHAN PYMEPHARCO TIEU GHUAN - TCCs.
166-170 Nguyén Hug, Tuy Héa, BE xa tdm tay tré em
Phi Yé&n, Vigt Nam Boc ki hudng ddn s dung trug

{UYNH TAN NAN:
TENG GIAM BAC
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s DICLOFENAC Tablets DICLOFENAC Tablets DICLOFENAC Tabl
Diclofenac sodium 50 mg Diclofenac natri 50 mg Diclofenac sodium 50 r

CTY CP PYMEPHARCO CTY CP PYMEPHARCO CTY CP PYMEPHARC

FENAC Tabiets DICLOFENAC Tablets DICLOFENAC Tablets  DICLC
nac natri 50 mg Diclofenac sodium 50 mg Diclofenac natri 50 mg DIcIoiar;

|PYMEPHARCO CTY CP PYMEPHARCO CTY CP PYMEPHARCO CcTY Cl:
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HUONG DAN SU DUNG THUOC
Rx

Thuée ban theo don. Néu can thém thong tin, xin hoi y kién bdc sp.
Poc kj hudng dén sir dung trieée khi dimg. DE xa tam tay tré em.

DICLOFENAC Tablets
(Diclofenac natri S0mg)

THANH PHAN: Mbi vién bao tan trong rudt chira

Diclofenac natri............... ...50mg

Ta duge: Lactose monohydrat Mlcrocrystallme cellulose, Tinh bdt ngd, Dinatri hydrogen phosphate dihydrat,
Povidon, Natri starch glycolat, Magnesi stearat, Colloidal silicon dioxid, Natri lauryl sulfat, Polymethacrylat, Talc,

Triethyl citrate, Hypromellose, PEG 400, PEG 6000, Titan dioxid, Oxyd sit vang, Oxyd sit do.

DUQCLUCHQC

Diclofenac 1a thudc khang viém khong steroid c6 tac dung chong thap khép, gidm dau, khéng viém va giam sét.

Co ché tac dung chui yéu ctia diclofenac 1a gdy irc ché qua trinh sinh téng hop prostaglandin, chat d6ng vai trd chinh
trong viéc gdy viém nhiém, dau va sét.

O nhirng ndng do twong dwong ndng d6 dat durgc & ngudi, in vitro, diclofenac khéng irc ché qua trinh sinh tong hop
proteoglycan trong sun.

DUQCPONG HQC

Hdp thu:: Diclofenac dang vién bao tan trong ruét dugc hap thu nhanh chéng va hoan toan. Thirc &n lam chdm sy hép
thu thubc nhung khéng anh huéng dén lrgng hoat chét hap thu.

Phdn phéi : Nong d6 t6i da trong huyét turong trung binh 12 1,5 mmol/ml, dat dugc khoang 2 gi¢r sau khi ubng vién bao
50mg. Ndng d6 trong huyét twrong lién quan tuyén tinh véi liéu ding.

Noéng d trong huyét tuong do dwgc & tré em nhén liéu twong duong (tinh theo mg/kg) tuong ty cc gi trj do duge &
ngudilon,

Diclofenac di vao hoat dich va dat dwgc ndng do t6i da tir 2-4 gitr sau khi dat ndng do t6i da trong huyét twong. Thoi
gian ban huy & hoat dich 1a 3-6 gio.

Ty 1¢ gén két v6i protein rit cao 99,7%, chi yéu la voi albumin (99,4%).

Dugc dong hoc khong thay déi khi diing lidu I3p lai. Thubc khong tich tu trong huyét trong sau khi ding nhiéu lidu
néu tuén theo khoang cach diing thuc.

Chuyén héa : Khoang mot nira hoat chat dugc chuyén hoa & giai doan thir nhat qua gan. Sy chuyén héa sinh hoc mét -
phan do sy glucuronic héa ciia phan tir nguyén ven, nhung chii yéu do sy glucuronic héa sau khi hydroxyl héa mét ;
hay nhiéu lan. B
Thai trir: Khoang 60% liéu ding dugc bai tiét qua than dudi dang céc chit chuyén héa, dudi 1% duge bai tiét dudi ;s

dang chua chuyén hoa. Phén con lai dugc thai trir dudi dang céc chét chuyén hoa qua phén. \ i
CHiDINH f
Diéu trj dai han céc triéu chimg trong: -
- Viém thap khép man tinh, nhat 12 viém da khép dang thép va viém cimg khép cot séng hay trong nhimg hdi chimg ——

lién két nhu hoi chirng Fiessiger- leroy-reiter va thip khop trong bénh véy nén.

- Bénh cimg khép gy dau va mat kha ning lam viée.

Diéu trj triéu chimg ngén han céc con cép tinh cua:

- Bénh thép khép va tdn thuong cép tinh sau chén thuong ciia hé vén dong nhu viém quanh khép vai céng tay, viém
gén, viém bao hoat dich, viém mang hoat dich, viém gén bao hoat dich.

- Viém khép vi tinh thé, bénh khép.

- Pau thit lung, dau r& than kinh ning.

Thudc con duge chi dinh ding gidm dau do phiu thudt nho, phiu thuét miéng, cit amidan, chan thuong, dau bung
kinh. La thudc h trg trong bénh viém nhiém tai, mii, hong.

LIEUDUNG VA CACHSU DUNG

Vién nubt khong nhai, nghién. Udng trong hogc sau khi an.
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Bénhthdp khép:

Liéu tan cong: 150 mg/ngay, chia 3 lan.

Liéu duy tri: 100 mg/ngay, chia 2 l4n.

Dau bung kinh: 100 mg/ngay, chia?2 14n

THANTRONG

Cén than khi ding va phai theo ddi dic biét céc bénh nhén c6 tién sir bénh dudng tiéu hoa (loét da day, thoat vi hoanh,
viém loét dai trang, bénh Crohn), tién sir réi loan chay mau hay dong mau, bénh nhan rdi loan chirc ning gan.

Thén trong sir dung thudc & ngudi gia, bénh nhén bj suy than, suy gan, bi lupus ban dé toan than, bénh nhan sir dung
thudce lgi tiéu, bénh nhan bj méat mau nhiéu sau khi phiu thuat.

Ngudi bénh ting huyét 4p hay bénh tim c6 & nuéc hogic phu.

Nén kiém tra chirc ning gan, céng thirc méu khi sir dung thudc kéo dai.

Nguoi bi nhiém khuén.

Cén khédm nhén khoa cho ngudi bénh bj rbi loan thi gi4c khi ding diclofenac.

Phu nir mang thai va cho con bi.

CHONG CHI PINH

Qué mén véi diclofenac, aspirin hay thuéc chéng viém khong steroid khéc (hen, viém mili, may day sau khi ding
aspirin).

Loét da day tién trién.

Ngudi bj hen hay co thét phé quan, chay mau, bénh tim mach, suy than niing ho#ic suy gan ning.

Ngudi dang diing thudc chéng déng coumarin.

Ngudi bi suy tim &t méu, giam thé tich tudn hoan do thudc lgi niéu hay do suy than, téc d6 loc cau than < 30 ml/phut
(donguy coxuét hién suy than).

Ngudi b bénh chét tao keo. —
TUONG TAC THUOC elis.
Khong nén phdi hgp véi cac thude khang viém khong steroid khac do ting nguy co loét va xuét huyét tiéu hoa. 9
Thubc chéng dong dudomg ubng, heparin ding dirong tiém va ticlodipine: ting nguy co xuét huyét. 1GTYCO
Diclofenac c6 thé lam ting ndng d9 cia lithium va digoxine. 'MEPH A
Dung ddng théi véi thude lgi tiéu gitr kali d6i khi gdy tang kali huyét.

Thén trong khi ding thubc khang viém khong steroid dudi 24 gid trude hoic sau khi diéu trj bing Methotrexat do W

nong do trong mau va dc tinh clia Methotrexat c6 thé tang.
Dgc tinh trén thén ciia cyclosporin ting khi dung chung véi thube khéang viém khong steroid.
PHUNUCOTHAIVA CHO CONBU

P,
Thoi ky mang thai &
Chi diing diclofenac cho phu nir mang thai khi thét cin thiét, khi ngudi bénh khéng diing duge cac thube khang viém 3
thudc cdc nhém khac va chi ding véi lidu can thiét thip nhit. Khong sir dung thubc trong 3 thang cudi thaiky. g

Ngudi dinh mang thai khong nén diing bét ky thudc nao c6 téc dung trc ché tong hop prostaglandin, ké ca diclofenac, :
vi trc ché phdi bao 1am td.
Thoi ky cho con bii P
Diclofenac dugc bai tiét vao sira me rét it. Chua c6 dit ligu vé tac dung trén tré b me. Ngudi me cho con bu ¢6 thé

dung diclofenac néu cin phai dung thudc chéng viém khéng steroid.

TACHPONG CUATHUOC LEN LAI XE VA VAN HANH MAY MOC

Néu bénh nhan cam thiy chéng mat hozc c6 réi loan thin kinh trung wong, khong dugc 14i xe hay didu khién may

moc.

TACDUNG KHONG MONG MUON

Thuwomg gdp: nhirc ddu, bon chdn, dau viing thueng vi, budn nén, nén, tiéu chay, truéng bung, chan an, khé tiéu, ting

cac transaminase, U tai.

It gap: phu, dj img (dic biét co thit phé quan & ngudi bénh hen), choang phan vé ké ca tut huyét ap, viém miii, may

day, dau bung, chay mau dudng tiéu héa, 1am & loét tién trién, nén méu, ia méu, tiéu chay 13n méu, budn ngu, ngt gét,

trAm cam, mat ngu, lo u, khé chiu, dé bj kich thich, may day, co that phé quan, nhin mo, diém t6i thi giac, dau nhirc

mét, nhin d6i.

Hiém gdp: phu, phét ban, hdi chimg Steven-Johnson, rung téc, viém mang nio v6 khuén, giam bach céu, giam tiéu

céu, gidm bach céu trung tinh, ting bach cAu 4i toan, giam bach cAu hat, thiéu mau, rbi loan co bop tiii mét, test chirc

g
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néing gan bt thudng, nhidm doc gan, viém bang quang, d4i méu, suy thén cip, viém thén k&, hi chimg thén hu.
Théng bao cho thdy thuéc tac dung khéng mong mubn gap phai khi sir dung thuéc.

QUALIEUVA XU TRI

DPidu trj ngd doc thue khang viém khong steroid chit yéu bao gdm bién phap hd trg va diéu trj triu chimg. Qué liéu
diclofenac khong gay ra cac dAu hiéu 1am sang dién hinh.

Céc bién phép diéu trj khi qué liéu bao gdm: tirc khic gy non holic rira da day, sau d6 c6 thé ding than hoat dé lam
giam hép thu thudc & bng tiéu hoa va & chuky gan rudt. Céc trigu chimg nhu ha huyét dp, suy thén, co gidt, kich img da
day-ruét, suy ho hap c6 thé xir Iy biing cac bién phap hd trg va diéu tri triéu chimg. Khong cén thiét phai ding c4c bién
phap diéu trj chuyén biét nhur ting cudng bai niéu, thim téch hay truyén méau dé loai thudc khéng viém khéng steroid
do thuéc lién két véi protein cao va chuyén héamanh

HANDUNG  36théngké tirngay san xuét.

BAOQUAN  Bioquannoikh6, mat (dudi 30°C). Trénh 4nh sang.

TIEUCHUAN TCCS

TRINHBAY  Hop10vix 10vién.

Cong Ty Cb Phin PYMEPHARCO
166 - 170 Nguyén Hug¢, Tuy Hoa, Phi Yén

TUQ CUC TRUONG
P.TRUONG PHONG
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