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rxArun pxAt: l,l6i 1og chria:
Diclofenac diethy|amin...... ...............1 1 6,00 mg.
TA duqc vUa d0 '109.
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Drx-a,,#ii
cdrc n cd pxlx s.p.r

t6 5 I , Oudng 56 I, KCN Ten Tao, P En Tao A, QSnh Ery TpHCM, Uqt Nam.
OT: (028) 3 75074S - Fa* {028) 38771 0l 0

NhA.a. tuhdrr t.u dudh

rxAnx pnAlt, M6i log ch0a:
Diclotenac diethylamin................................................1 1 6,00 mg
T6 dr/qc viJa d0 109.

cxl slln; cr6nc cxl olNH; Lreu oilrc - cAcn ourc;
rnAx rnorc; rAc ourc pHU; TuctNG rAc rxu6c; cAc
txOtrtc tN rxAc:
xin doc hltdng den s0 dung.

eAo ouAN, Ndi kho thoang, tranh enh sang, nhiet do dridi 3ooc.
rrEu cxuilr' rccs
SDK:..-.............................

od xl riu rav rRt eu.
ogc KY HTJ6NG oir,r srJ oqr,rc rnu6c KHr DUNG.
rEu cAr rHEM TH6NG rn, xrr,r x6r f xrEn eAc si

i a x O e0:; 3S B€
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D,!s"^!".9^GP-L-
s.P.ir coRPoRATtol{

Lot 51, Stret 2,TanTao lndustrial Park,TanTao AWard, Einh Tan Din,
HCMCity,Vietnam.Tel:(+&-28)37507496'Fax:{+84'28}38r/I010

Box of 1 tube x 109

Mandadur€ds achi6v.
. GMP . WHO

COMPOSITION: Each 109 contains:
Diclofenacdiethy|amine............................................'116.00m9
Excipients q.s 109.

INDICATIOilS; CONTRAINDICATIONS; DOSAGE &
ADMINISTBATION; PRECAUTION; ADVERSE REACTIONS;
INTERACTION; OTHER INFORMATION:
Please read the instruction.

STORAGE: Store in dry place, avoid sunlight, at temperature
below sOoC.

SPECIFICATION: Manutacturor's. Reg.No:.......,........

KEEP OUT OF THE BEACH OF CHILDREN.
HEAD THE INSTRI/CTIOI{ CABEFULLY BEFOFE t'SIiIG.
IF NEEDING MORE INFORMATIOI{, PLEASE CONSULT DOCTOR.
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Diclofenac diethylamin....1 1 6,00 mg

rxArun pxAtt: u6i iog chrta:
Diclofenac diethy|amin..................... 1 1 6,00 mg.
Te duqc vrla d0 109.

oE xr rAm rev rnE eu.
ogc xj HUONG oiH s0 pUNc rRudc. xrr our.rc.
NEU CAN THEM THONG TIN, XIN HO Y KIEN BAC SI.

h
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Nhe sAn xuCl 6et nau chuCn

. GMP . WHO

cOrc r c6 pxfu s.p.x

L6 5 1 , Oudhg dj 2, KCN lln Taq P Tin T9o A,

Q.&nh Dn, TpHCM, U+t Nam.
(,lr (028) 37507495- Fax (028) 38771010

D,*-qs;J
c6ro n c6 prfu s.p.r

t6 51,tuhg s6 2, XCNEn Taq PDnT4o A, Q.&nhDn,TpHCM, Mat Nrm.
fi: {028) 375074% - Far (028) 38771010

xh^ rrn rulrd!! d.u.hurn
.GMP.WHO

rxAttt pnit, M6i i09 chfa:
Diclofenac diethylamin........... .......116,00 m9
T6 duqc vua d0 109.

cnl olrx; ca6no crl olNH; LrEu ourc - cAcx_ ourc;
rnAx rngro; rAc ourc pHg; rr.IdNG rAc rnu6c: cAc
THONG TIN KHAC:
xin d9c hu6ng d5n srl dung.

eAO OUAN' Ndi kh6 thoeng, trenh enh s6ng, nhiet dO dudi 3OoC.

rtEu cxudtr rccs
SDK:................................

OE XA TAM TAY TRE EM.
oec KY Hr.rONG oAr s0 ounc rnLrdc KIr ouNG. 

_
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
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9E F6 D,!p"!^".g^GP,,,*
S.P.Ira CORPORATIOil

[ot 51, StRt 2,TanTao lndustdal ParkTanTm AWard, Binh Tan Dls!
HCM City,Metnam.Teli {+&-28) 37507496 - Far (+84-28) 38771010

Box of 1 tube x 309

COMPOSITION: Each 109 contains:
Diclotenac diethylamina............................................1 I 6.00 mg
Excipients q.s 109.

INDICATIOilS; CONTRAII{DlCATlOl{S; DOSAGE &
ADMINISTRATION; PRECAUTION; ADVERSE REACTIONSi
INTERACTION; OTHER Ii{FORMATION;
Please read the instruction.

STORAGE: Store in dry place, avoid sunlight, at temperature
below sooc.
SPECIFICATION; l\,lanufactu16r's. R6g.No:..............,.

KEEP OUT OF THE REACH OF CHILDBEN.
READ THE II{STRIrcTPT{ CABER'LLY BEFOFE I.ISII{G.
IF NEEDING MOHE INFORMATION, PLEASE CONSULT DOCTOR.
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rxArux pxAtt: u6i 1og choa:
Diclofenac diethy|amin..................... 1 1 6,00 mg.
TA duqc vdta d0 109.

oE xe rAm rav rRE em.
ogc xj nu6ruc oiru sU DUNG TBrrdc KHt DUNG.
NEU CAN THEM THONG TIN, XIN HOt Y KIEN BAC SI.

. GMP . WHO

h
It

6
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c0rc w c6 pxfu s.p.x

L6 5 1 , Ouong 16 2, XCN Tln Trq P nn T& A,

Q.8inh Tln, TFHCM, VlCt Nam.
O'I: (028) 37507496 - Far (028) 38771010

D,*-a,s*i
cdxo w c6 nfu a.p,r

la 5 1, Oudng t6 2, KCN Tan Tao, P lin Tao A, QBnh En, TpHCM, Mi{ Nam.
OT: (028) 3750745- Fa* {028) 38771010

iE dn dr qr s! ddr
. GMP . WHO

rxANH pxAt' N,t6i 1os chfa:
Diclolenac diethyiamin................................................1 'l 6,00 mg
Te duqc vila dil 109.

cnl olrn; cx6xc cni olNH; LrEu ounc - cAcn ouro;
THAN TRQNG; TAc DUNG pHtJ; TTIdNG rAc txu6c; cAc
u6rc rr rnAc:
Xin doc hrrdng dAn si dung.

eAo ouAx: Ndi kho thoang, tr6nh 6nh seng, nhiot d6 dr.16i 90oc.
trEu cxuir, rccs
SOK:.............-..................

od xl riu tnv rn* eu.
Dgc KY HTJdNG oin sU ourc rnrJ6c KHr DUNG.
rEu cAr rHEM THOI{G rrn, xrr,r x6r Y xrEn eAc si
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D,!,g.!^",g^#H*,
s.P.H COnPOnAnON

lot 51, Street 2,Tan Tao lndustdal Park,Tan Tao AWard, Binh Tan Oist
HCM City,Metnam.Teli (+84'28) 17507496 - Faxi (+84'28) 38771010

Box ol 1 tube x 509

. GMP. WHO

COMPOSITION: Each'l0g contains:
Diclofenac diethylamins......... .....116.00 mg
Excipients q.s l0g.
INDICATIONS; CONTRAINDICATIONS; DOSAGE &
ADMINISTRATION; PRECAUTION; ADVERSE FEACTIONS;
INTEBACTION; OTHER lt{FORMATION:
Please read the instruction.

STOBAGE: Store in dry place, avoid sunlight, at temperature
below sOoC.

SPECIFICATION: Manufacturar's. Beg.No:................

KEEP OUT OF THE REACH OF CHILDBEN.
BEAD THE II{STRT.ICTION CABEFULLY BEFORE I,ISING.
IF NEEDING MORE INFORMATION, PLEASE CONSULT DOCTOR.
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C6ne tv C5 Phln S.P.M Td hud,ne din sir duns thu6c - Gel b6i neoAri da DICLOGEL Trane l/3

DICLOGEL
aoI72( /UJ

coue ry
CO PHAN

s.P.rd

q

o

oE xeTAu TAY CUATRE EM
DQC KY HUdNG oAN SUO(XGTRUdC KHr DUNG

1. Thinh phin cdng thrfrc thu6c:
M5i l0 g gel b6i ngodi da Diclogel chria:

Thenh ph6n ho4t ch6t: Diclofenac diethylamin I 16 mg. (Tuong <luong diclofenac natri 100 mg)

Thanh phan t6 dugc: Polyethylen glycol .l 000 monocetyl ether, benzyl alcohol, butylhydroxytoluen,
6, propylen glycol, methyl paraben, tinh dAu hoa h6ng, nudc tinh khitlt.

2. D4ng bAo ch6:

Gel b6i ngodi da.

Gel trong <l6ng nhrit, mni dfc tnmg, dinh rluqc voi da khi b6i.

3. Chi ilinh:
Giarn hieu chimg dau vd vi0m t4i ch6 trong c6c trudng hqp:

- ch6n thuong o g6n, ddy chang, co vd kh6p nhu bong g6n, cdng co qu6 mric vd vtit tham tim.
- Di6u tri tai ch6 c6c dqng b$nh th6p khu tni d m6 mAm, vi dg: vi6m g6n - bao gen, hOi chimg vai - bdn tay, vi6m tui
thanh m4c vi bQnh vi6m quanh khdp.

NCn d6nh gi6 l4i viQc di6u tri sau 14 ngdy d6i vdi nhrng chi tlinh ndy. Or5i vOi diAu tri vi6m xuong kh6p cta c6c khop bit m{t
nhu khfp g5i, nen ttanh gi6 lai viQc di6uiri sau 4 tu6n.

4. Litu luqng vA cdch dtng:
Ngudilon:Diclogeln6n<lugcb6inhgl€nda.M6ihnb6i2-4gx3-4lin/ngdy,ttythuQcvdokichthu0cciavtrngbi <Iau.

Sau khi bOi, phrii rua tay dtng d.i b6i thu6c.

S* dltng d ngtdi cao tu6i: C6 th6 sri dgng lidu binh thudng d ngudi lon.

Trd em vd fiA vi thdnh niAn:.\(hbng c6 thi dt liQu vd CO an todn vd hiQu qud cho trd em vd h6 vi thanh ni€n du6i 14 tu6i. O tre
em tri 14 tu6i tro l€r1 nilu c6n sri dung Diclogel dil giAm ilau trdn 7 ngdy ho{c ntiu c6c triQu chtug n{ng hon, bQnh nh6r/gia
dinh cria tri vi thdnh ni6n n€n tham v6n bric si.

5. Ch6ng chi illnh:
MAn cdm vdi diclofenac, acid acetylsalicylic vd c6c thu6c kh6ng vi€m kh6ng steroid kh6c, ho{c b5t k} thanh phen ndo cria
thudc.

Bathdng cu6i thai kj.
Tri em vd trd vi thanh ni€n dudi 14 tuOi.

Srl dgng trong thli gian ldm ph6u thuflt b6c cAu cht vdnh.

6. Cinh b6o vi thin trgng khi dtng thu5c:

Kh6ng thrS loai tru khe nang bi c6c phan rmg c6 hgi toin thdn n6u thu5c dugc bOi tren vtng rQng cia da vd trong thdi gian ddi.

Diclogel chrla propylen glycol c6 thti gAy d! ung da nhe, tAi ch6 d mQt s5 ngudi.

Diclogel c6 chr?a benzyl alcohol c6 thii gdy c6c phan tmg nhi6m <tQc vd c6c phan ung df (mg cho hd so sinh vd tre nh6 tu 3 tu6i
trd xu6ng. Kh6ng dtng cho trd so sinh hay trd dudi I th6ng tu6i.

Diclogel chrla methyl paraben: c6 th6 gdy phdn ung di ung.

NEn thfn trqng khi dtng dtng thdi vdi c6c NSAID ttulng u6ng vi c6 th6 tang ti lQ c6c t6c dqng kh6ng mong mu5n d6c biQt c6c
t6c dgng kh6ng mong mu6n todn thdn. (Xem phdn "Tuong t6c thuiic')
Kh0ng n€n dung ddng thdi Diclogel vfi c6c thu6c kh6c c6 chta diclofenac.

Gi6ng nhu c6c thu6c tc ch6 t6ng hqp prostaglandin, diclofenac vi c6c NSAIDs kh6c c6 th6 g6y co thit ph6 quan n6u dugc
dtng d c6c bQnh nh6n dang bi ho{c c6 ti6n sri hen hoic bQnh di rmg.

Diclogelchi n6n Mi d vtng da nguy€n vgn, da khOng bi r6ch hofc c6 v6t thuong hd. Kh6ng duqc b6i vdo mit, ni€m mac,
mang nh6y vd khdng dugc nu6t.

Ngung di6u tri ntiu bi ph6t ban da sau khi b6i thu6c.

Trong c6c trudng hqp ri6ng biQt de c6 brlo c6o xu6t huy6t ti€u h6a d nhirng ngudi c6 ti6n sri ud UC*r nay.

7. Sir dgng thuSc cho phg nil c6 thai vA cho con bri:

Phy nti mang thai:

N6ng d0 todn th6n cia diclofenac khi dtng ngoai da th6p hcm so v6i dqng dtrng tludng u5ng. Theo kinh nghiQm tu <li6u tri vdi
cric thu6c NSAIOs h6p thu toan th6n, khuyiSn c6o nhtng tti6u sau ddy:

Uc ch6 t6ng hqp prostaglandin c6 the anh huong di5n thai phq vd/hofc sg ph6t tri6n cta ph6i thai. Dti li$u tu c6c nghiCn cuu
dich tE hqcihoit 6y rlriang nguy co sAy thai, di til tim vdthodt vi bAm sinh lo4i gastroschisis (berlh hd thanh bung b6rn sinh)

sau khi sri dlng thu6c ric ch,5 t6ng hqp prostagandin d giai do4n sdm cria thai ki. Nguy co tuyQt <t5i gay di tflt tim ffing tt du6i
l% l6n khodng 1,57.o. Ngudi ta tin rangnguy io ndy tang khi tAng.lidu vd khodrng thdi gian <tiAu tri. Trong cac nghitu criu tidn
l6m sdng, <ti6u tri bang ch6t tc ch6 t6ng hqp prostaglandin cho th6y tang sAy thai tru6c vd sau khi ldm t6 vd ti le chCt thai..
Th6m vlo d6, tang ti G c6c di tft kh6c bao g6m timhach duqc b6o c6olrong c6c nghi€n ciru ti€n l6m sdng co sir dpng ch6t ftc
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chii prostaglandin trong thdi gian t4o thAnh c6c co quan. Trong 3 th6ng ddu
diclofenac trt khi thdy thft c6n thi€t. N€u diclofenac <lugc sri dpng trong 3

li6u th6p nh6t ve thdi gian di€u tri ngin ntr6t cO tne.

va J th6ng gifra cua thai
th6ng ddu vd J th6ng glfia

Trong 3 th6ng cuiii cia thai ty, t6t ca c6c ch6t ric ch6 t6ng hgp prostagandin c6 th6 g6y ra tr€n thai

DQc tinh tr€n tim ph6i (tt6ng s&m 6ng dQng m4ch vd tlng huytit 6p tinh m4ch ph6i);

R6i loan chric nlng thfn, c6 th6 d6n diin suy th$n, c6 sg hiQn diQn thi€u 6i;

Anh huong trCn m9 vd tr6n thai nhi tgi giai iloan cu6i cta thai kj:
- C6 thiS k6o ddi thdi gian chdy m6u, t6c dsng ch6ng kiit tfp ti6u cAu c6 th€ x6y ra thflm chi d liAu

- Uc ch6 co b6p tu cung ldm chflm thdi gian chuy6n dg.

Do d6, ch6ng chi <linh sri dgng diclofenac trong 3 th6ng cutii cria thai ky.

Phtt nft cho con bil:

Gi6ng nhu c6c NSAIDs kh6c, diclofenac duqc ti.i5t vdo siia mg vdi lu.qng nh6. Tuy nhi€n, d. liAu didu trl ctia Diclogel, kh6ng
anh hudng <I6n tr€ bri mQ. Chua c6 nghi€n cuu dAy <fii vd ki6m so6t t6t vt viQc st dgng thu6c tr6n php nii cho *n b,i, chi ,Cn
sti dpng thu6c trong thdi gian cho con b[ theo chi tlinh cria b6c si. Trong trudng hqp ndy, kh6ng dugc b6i Diclogel l6n vri cta
nguoi m9 cho con bri, kh6ng Mi tr€n diQn rQng c0a da ho{c st dpng thu6c k6o ddi.

8. Anh hu0ng cia thu6c lOn khi ntrng l6i xe vA v$n hlnh m{y m6c:

Diclogel kh6ng gdy anh huong d6n khd ning l6i xe vd vfn hdnh m6y m6c.

9. Tuong t6c thu6c:

Vi sy h6p thu toan thdn cta diclofenac dqng thu6c dtng ngodi i5t th6p, vi th6 c6c tuong t6c r6t kh6 xdy ra Kh6ng c6 c6c tuong
t5c dugc bi6t vOi Diclogel. Tuy nhi€n n6n tham khao c6c tuong t6c da bi6t cria diclofenac dqng dung dudng u6ng.

10. T6c dgng kh6ng mong mu6n cria thu6c:

C6c t6c dgng kh6ng mong mu6n theo tan su6t g6p:

Thuong g(p, l/100 SADR < l/10
- Da vi m6 dudi da: Ph6t ban, eczem1 ban d6, vi6m da (bao g6m vi€m da titip xric), ngua-

Hi6m gfip, t /l 0000 < ADR < t /t 000

- Da vd m0 du6i da: Vi€m da b6ng nu6c

Riit hidm g@, ADR < 1/10000

- HQ mi6n dich: Phrin ung qu6 m6n (bao gdm n6i mey day), pht m4ch

- Nhi6m trirng: Ph6t ban mlrn mri

- Hd h6p: Hen

- Da vd md du6i da: Phan rmg nhpy cim 6nh sring

MAc dt kh6,n6ng xdy ra cric t6c dqng kh6ng mong mutin khi dtng ngodi da it hon, nhtmg mQt sti t6c dgng khdng mong mu6n
li€n quan <t€n diclofenac dring toin th6n cflng c.6 th€ xiy ra.

THONG BAO NGAY CHo BAC Si NHU\IG TAC D\]NG KHONG MoNG MUoN GAP PHAI KHI SU D(JNG THU6C.

ll. Qui lidu vA cich xfr tri:
TriQu chting: SU h6p thu todn thdn cria Diclogel th5p n6n khdng ch6c x6y ra qu6 lidu. Tuy nhi6n, c6c t6c dgng khOng mong
mu6n tucmg qr khi qu6 liiiu diclofenac <Iudng u6ng, cd th6 xdy ra ni5u vd y nu6t phai Diclogel (l tuyp l0 g c.6 hdm lugng tuong
duong I 00 mg diclofenac natri). Trong trudng hSp v0 f nu6t phni, gdy ra cbc tirc dgng php todn th6n <l6ng ke, n6n dugc di6u trl
b5ng c6c biQn ph6p thudng <lugc dtng d6 xri tri ngQ dQc c6c thutic khring vi6m kh6ng steroid. NCn xem x€t rua dq ddy vd sti
dgng than ho4t tinh, dflc biQt trong thdi gian ngfn sau khi nu6t phai.

Cdch xti tri: Xri tri qu6 lidu c6c thu6c NSAIDs cht y6u li di6u tri triQu chimg vd h6 trg. Kh6ng c6 ca l6m sang diiSn hinh do
qu6lidu Diclogel N€n dGu tri triQu chung vd h6 trg cho.c6c bi6n chimg nhu h4 huy6t 6p, suy t!{n, co gift,tich ung da ddy -

ruQt, vd suy hdh6p. Thur5c lqi ti6u, thAm tach m6u c6 th6 khdng giip ich tl6 tlng deo thai diclofenac vt thu6c gan g6n mqnh

vdo protein huyCt tuong.

12. Quy c{ch il6ng g6i:

HQp I tulp x tujp l0 g.

Hop I tuyp x tuip 30 g.

HQp I tufp x tufp 50 e.

13. Di6u kiQn bio quiin, h4n dtng, tiGu chu6n ch6t lugng cria thu5c:

Di6u kiin brio quin: Bdo quan noi kh6 16o, nhiQt <lQ kh6ng qu6 300C, tr6nh 6nh s6ng.

H4n dtng: 36 th6ng ki5 tt ngdy san xu6t.

Ti6u chu6n ch6t lugng: TCCS
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TP chi ndm 2019

CONG TY CO PHAN s.P.M (S.P.M CoRPoRATIoN)
www.spm.com.Yn
LO 51, Dudng sO 2, KCN Tdn Tao, P. T6n Tgo A, Q. Binh Tdn, TP. H6 Chi Minh

DT: (028) 37507496 Fax: (028) 38771010

14. TCn vir ttia chi co sO sin xuAt:
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