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2. M3u nhan lo
CONG THUC: M8i vién nén bao phim chifa ®'rﬂuéc BAN THEODON LIEU DUNG:

Diclofenae Natri . . oovvve veneecans Silimg Thing thung agudi 10n divng | vidn/ lin, ngly
Té duge vira dit ., ..., . 1 vién nén bao phim i I f 2-3 lin Udng nguyén vién, khing duge nhai
cui ppn: D c o enuc 50 Tudin theo s chl ddn cis thiy thude

Dibu trj dai nghy viém khdp man, thodi hoa khap TAC DUNG PHU, THAN TRONG, TUONG TAC

Thitng kinh nguyén phat THUGC, SU DUNG CHO PHY NU €O THAI
Bt cilp (viém sau chin thitdng, ssmg né) va deu man, viém da WHOGMP SPK: YA NHUNG BIEU CAN LUU ¥ KHAC:
khdp dang thip thifu niéa. Xin doe 1 hutdng din i dang

CHONG CHI DINH: #9100 vién nén bao phim 84 10

Qué méin vdi Diclofenac, Aspiria hay thudc ching viém khong v TANTRONG RUOT o

sterodd khiie BAD GUAN O NHIET BJ DU 30c

Loét da day t€n wridn

Ngifiti bi hon hay co thift phe guin, chiy mdu, bénh tim mach,
suy thin ning hokc sy gan ning

Ngudi dang divng thudi chiing ding coumarin

Ngulti bj suy tim & méu, giam the tich win hoan do thude i
nigu hode do suy thin

| Nguiri bi hénh chit tao keo, nguhi mang kinh sit wong

8E XA TAM TAY CUA TRE EM,
BOC KT HUONG DAN SU DUNG TRUGC KHI DUNG

TIEU CHUAN: DBVN IV

| CTY TNHH SX-TM DUGC PHAM THANH NAM

60 Bée Lap, KON Vigt Nam-Singapore
Thudn An, Binh Dudng

\VP:8A Bang T4t P. Tan Binh, Q.1, TPHCM
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3. Mu nhan hép
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GMP-GLP-GSP

5vix 10 vign nén bao phim
TAN TRONG RUOT

CONG THUC: M?i vién nénbaophim s CHI BINH, LIEU DUNG, CHONG CHI

Diclofensc Nairi , . ... iy somg BINH TAC DUNG PHU, THAN TRONG,

T duge viea i .. I vien nén baophim - TUONG TAC THUSC, SU DUNG CHO
PHY N ©O THAI VA NHUNG BIEU

Diclofenac 5() cAN LUU ¥ KHAC: xin doc 1 husng dn sir dung

Dictolenae Nat 50 mg

5 vix 10 vién nén bao phim |
TAN TRONG RUOT

Diclofenac 50

Biclotenac Nalo &4 o

Tiéu Chufn: DBVN IV

(CTY TNHH SX-TM DUGC PHAM THANH NAM BAO QUAN & NHIET BO DUJI 30°C

Thugn An,Binh Dudng

. | 60 Bc Lap, KCN Viét Nam-Singapore,
| VP: 3A Bdng Tat, P. Tan Bjnh, Q.1, TP.HCM
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Each enteric film costed tablet contains:

| Excipient g.sp . . . | enteric film coated ahlet

Diclofenac 50
SRR L ————
5 blisters x 10 Enlerie film-coated tablets

. 0 Doc eVt Nam Segapee i P, Tha An B Duong Vit
Offc: 3A Dlang T - Tas Dinh -0t £, HOM.C

BE XA TAM TAY CUA TRE EM.
POC KY HUGNG DAN SUf DUNG TRUGC KHI DUNG

05 2pusjo|aia
SRR POOROD-WY 503 DL L BIMEY S

dW9-OHM
ATNO NOLLAIHOS 34 @

INDICATION, DOSAGE, CONTRAINDICATION, SIDE EFFECT AND
OTHER INFORMATION: See i the leafiel
SPECIRCATION: Vietnamese Pharmacoposia V'8
STORAGE: Store below 3T

5416 SX:

Ngay 5X:
Han ding:

KEEP OUT OF REACH OF CHILDREN
READ LEAFLET CAREFULLY BEFORE USE

Binh Duong, ngay 01 thang 02 nam 2012
CTY TNHH SX-TM DUGC PHAM THANH NAM
KT/ Gidm doc

AT |

Ar jpoi s



Tﬁf HU’GNG DAN sU DUNG

THANH PHAN : M3i vién chifa
Diclofenac natri 50 mg
T4 dugc vira du 1 vién.
(Lactose, Avicel PH101, Tinh bét sdn, Gelatin, PVP. K30, Talc, Magnesi stearat, HPMC-P, R :
Thiu diu, Ponceau 4R, Sunset yellow, Blue patente, Cén 96%).
CHi PINH PIEU TRI
—  Diéu trj dai ngay viém khép man, thodi héa khdp.
— Théng kinh nguyén phat.
—  Pau cip (viém sau chidn thuong. sung né) va dau man.
- Viém da khép dang th&p thi€u nién.
LIEU LUGNG VA CACH DUNG
—~  Thong thudng ngudi 1dn ding 1 vién/ 1dn, ngay 2 - 3 ldn. USng nguyén vién, khdng dugc nhai.
—  Tuin theo sy chi din cda thdy thude.
CHONG CHI PINH
- Qud min véi diclofenac, aspirin hay thudc chong viém khong steroid khac.
- Loét da day ti€n trién.
- Ngudibi hen hay co thdt ph€ qudn, chdy mdu, b¢nh tim mach, suy thin ning hodc suy gan nang.
~ Ngudi dang ding thudc chdng déng coumarin.
— Ngudi bi suy tim & m4u, gidm thé tich tudn hoan do thudc I¢i ni¢u hay do suy thin.
~ Ngudi bi bénh chit tao keo.
Ngudi mang kinh sit trong.
CANH BAO VA THAN TRONG KHI SUDUNG
~  Ngudicé tién st loét, chdy médu hodc thing dudng ti€u hoa.
— Ngudibénh suy thin, suy gan, bi lupus ban dé toan than.
— Ngudibénh ting huyét 4p hay bénh tim ¢  nudc hodc pha.
~  Ngudicé tién sit bénh gan. Cin theo ddi chifc nang gan thudng ky khi di€u trj dai ngay bing diclofenac.
~ Ngudibi nhiém khudn.
- Ngudicé tién sit r6i loan déng mdu, chfiy mdu.
Cin khdm nhin khoa cho ngudi bénh bi 161 loan thi gidc khi diing diclofenac.
TUO'NG TAC VOI CAC THUOC KHAC
— Khong ding chung diclofenac véi thudc chéng dong dang ubng va heparin: nguy cd gy xuét huy&t ning.
— Khong phéi hgp diclofenac véi khdng sinh nhém quinolon ¢6 thé 1am ting tic dung phy lén hé thin kinh
trung udng cia khdng sinh.
~ Khéng phdi hgp diclofenac vdi aspirin hoic glucocorticoid ¢6 thé 1am ting ton thuong da day, rut.
— Diclofenac lam ting ndng d6 digoxin, methotrexat trong huy€t thanh do d6 lam téng dc tinh néu ding cing
vdi diclofenac.
— Khéng nén ding chung véi diflunisal, lithi, ticlopidin.
~ C6 thé ding diclofenac ciing vdi cdc thudc sau nhung phii theo ddi sdt ngudi b¢nh: Cyclosporin, thudc lgi
niéu, thudc chira ting huy&t dp, thudc chlng toan, cimetidin, probenecid.
TRUONG HGP CO THAI VA CHO CON BU
— Phu nit ¢6 thai: Chi ding thudc cho nglréli mang thai khi tht cin thi€t va chi ding véi liéu cdn thiét
nhit. Khong ding thudc trong ba thédng cudi thai ky. Ngudi dinh mang thai khong nén dung bat ky thude
¢6 téc dung e ch€ tdng hgp prostaglandin, ké cd diclofenac, vi e ché phdi bao lam td.
- Phu nif cho con bi: Diclofenac ditge tiét vao sifa me rét it. Ngudi me cho con bi ¢6 thé ding dlclofena
cin phai dﬁng thudc ch6ng viém khong steroid.
TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢6 tai liéu bdo cdo.
TAC DUNG KHONG MONG MUON
Thuimg gdp: Nhitc ddu, bdn chdn, dau viing thugng vi, budn non, tiéu chdy, chdn in, khé tiéu, U tai.
It gap: Phi, di tng, chodng phdn v¢ k€ cd tut huyét dp, viém mii, dau bung, chiy mdu dudng ti€u hoa, budn
ngi, ngh git, may day, co thit ph&€ qudn, nhin md.
Hiém gdp: Phét ban, rung téc, r6i loan co bép tdi mit, viém bang quang, viém thin ké.
Thong bdo cho béc si nhifng tdc dung khéng mong mudn gip phai khi sit dung thudc
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QUA LIEU VA XU'TRI"

— Ng6 doc cdp bi€u hién chl y€u la cdc tic dung phu ning 1én hon.

— X tri: Bién phdp chung la phdi titc khic gy ndn hodc rita da day, ti€p theo la di€u tri triéu ching
v hd tro.

DUQC LUC HQC
Diclofenac la din chat clia acid phenylacetic 1 thuéc chéng viém khong steroid. Thudc ¢6 tdc dung
chéng viém, gidm dau va gidm s6t manh. Diclofenac ¢ ch€ manh hoat tinh ctia cyclooxygenase, do
d6 lam gidm ddng k€ sy tao thanh prostaglandin, prostacyclin, thromboxan la nhitng chdt trung gian
cla qu4 trinh viém.
Gi6éng nhu cdc thude chong viém khong steroid khéc, diclofenac gy hai dudng tiéu héa do gidm
10ng hgp prostaglandin din dén e ché tao mucin (chdt ¢6 tdc dung bdo vé dudng tiéu héa).

DUGC BONG HQC
Diclofenac duge hap thu dé dang qua dudng tiéu héa sau khi uéng. Diclofenac gin rit nhiéu vdi
protein huyét twong, chii yé&u la albumin (99%)
Khodng 50% liéu udng dugc chuyén héa qua gan. Nong d¢ thudc tdi da trong huyét twong xuit hién
2 gidf sau khi uéng, ndng d6 trong dich bao hoatdich dat mitc cao nha't sau khi udng tir 4 - 6 gidJ. Nita
ddi cia thudc trong huy€t tuong khodng 1 — 2 gid. Nita ddi thdi trir khoi dich bao hoat dich 1a 3 -6
gid.
X&p xi 60% li€u dung dugc thii qua thin dudi dang cdc chit chuyén héa cdn mét phin hoat tinh va
dudi 1% & dang thudc nguyén ven; phan con laithdi qua mat va phén.

BAO QUAN  :Bio quan & nhiét do dusi 30°C

HANDUNG  : 36 thing k& tif ngay sdn xudt

TIEU CHUAN :DBVNIV

TRINHBAY  :Ho6p 5 vix 10 vién.

Lo 100 vién.
KHUYEN CAO :
Thuée nay chi ding theo don ciia thiy thudc
D€ xa tim tay cda tré em
Poc k¥ hudng din st dung trude khi ding
Néu cin thém thdng tin xin héi ¥ ki€n béc si

CONG TY TNHH SX-TM DUGC PHAM THANH NAM
bia chi: 60 — Pai 10 Poc lap, KCN Viét Nam Singapore, Thuin An,Binh Dudng
PT: (0650) — 3767850 Fax: (0650) — 3767852
Vin phong: 3A Ping Tit,P. Tan Pinh, Q.I, TP. HCM
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