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CONG TY 8 PHAN DUGC PHAM TW 25

" MAU NHAN PANG KY THUGC: MAU HOP 10 Vi
S0 16 SX, ngay SX & han dung dugc in phun trén hop

Rx Thusc ks don Hop 10 vi x 10 vién bao phim tan trong ruét

Diclofenac o0

Diclofenac Natri 50 mg

= Co s san xuit
CONG TY €6 PHAN DUQC PHAM TW 25

4428 NguyEn T4 Thanh, P.18, 0.4, TR.HCM, VIET NAM

GMP-WHO  DT: (84.28) 39.414.868 FAX: (84.28) 30.415.550
THANH PHAN:
Diclofenac Natri 50mg

Té dugc.... vitadl 1 vién bao phim tan trong rugt.

CHi B|NH, CHONG CHI BINH, LIEU DUNG,
CACHDUNG VA CAC THONG TIN KHAC:
Xem trong td hudng ddn sif dyng thudic kém theo.

NI

a0

Rx Prescription only Box of 10 blisters of 10 enteric film coated tablets

Diclofenac 50

Diclofenac Sodium 50 mg

= Manutachurer:
UPHECE| W25 CENTRAL PHARMAGEUTIGAL JOINT-STOCK COMPANY
458 Ngupen Tat Thanh 1, Ward 18, Dist 4 HONC, VIETNAN
GMP-WHO  TEL: (84.28) 33.414.968 FAX; [84.28) 33,415,550

Box of 10 blisters of 10 enteric film coated tablets

Diclofenac Sodium 50 mg

Diclofenac 50

BAO QUAN: Ngi khd, tranh anh séng, nhiét do
khoéng qua 30°C.

TIEU CHUAN: TCCS.

BE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

KHONG DUNG QUA LIEU CHI BINH.

SBK (Reg No.) 4
S0 15 SX (Batch No.):
NSX (Mfg date):
HD (Exp date)
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MAU NHAN DANG KY THUOC: MAU HOP 3 Vi
S8 16 SX, ngay SX & han dung dugc in phun trén hop

R)L Thudc k8 dan Hop 3 vi x 10 vién bao phim tan trong ruét u \ |
—
(] ‘
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o @
) |
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Diclofenac Natri 50 mg = g ‘
5 o
Cd 50 s&n xudl: o l
. CONG TY CO PHAN DUGC PHAM TW 25 |
7 488 Nguyén T3l Thanh, P.18, Q.4, TR.HCM, VIET NAM & '
: 0 BT: (84.28) 39.414.958 FAX: (84.28) 33.415.550 = ‘
e cHi musﬁ CHONG CHI BINH, LIEU DUNG, CACH DUNG VA
CAC THONG TINKHAC:
D l c I u fe n a c Xem trong 18 hudng din sUf dyng thudc kém theo. [
BAOQUAN: Ndikho, trénh dnh séng, nhié! d6 khéng qué 30°C. |
5 n DE XA TAM TAY TRE EM |

DOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

Hx Thude ké don Hép 3 vi x 10 vién bao phim tan trong ruét

Diclofenac 50 |

Diclofenac Natri 50 mg ‘

Cd 58 shn wudt |
CONG TY CO PHAN DUGC PHAM TW 25

4488 Nguyan Tét Thanh, P.18, 0.4, TPHCM, VIET NAM ‘
DT: (84.28) 39.414.968 FAX: (84.28) 3.415.550

Diclofenac 50 mevcruéw:tecs. 1

SBK |

Diclofenac

Diclofenac Nari ... 50mg 50 10 8X: i
5 0 Ta duge vita dd 1 vién bao NSX 3 ‘
phim tan trong rujt HD

THANH PHAN:
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MAU Vi x 10 VIEN BAO PHIM TAN TRONG RUQT

Diclofenac 50 O Diclofenac 50

Diclatanac Natri 50 mg Diclotanac Natd 50 mg

Diclofenac 50 O Diclofenac 50

Diclofenac Natri 50 mg Diclofenas Nairi 50 mg

GMP - WHO

Diclofenac 50 O Diclofenac 50

Diglatanac Matrl 50 mg Diclotanas Nat 53 mg

Diclofenac 50 O Diclofenac 50

Diclolenac Nakri 50 mg Diclotenas Nairi 50 mg

CTCPDPTW25

CTCPDPTW25

CTCPDPTW25

CTCPDPTW25

% GMP - WHO

4

Diclofenac 50 .~ Diclofenac 50

Diclafenac Natn 50 mg /' Diclafenac Nawi 50mg

\ fTennnTvac

pTwas [

(=

/
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MAU NHAN PANG KY THUOC: TO HUONG DAN SU DUNG (1/3)

]

Rx Thuée ndy chi ddng theo don thudc

Diclofenac 50

Vién bao phim tan trong rujt

DEXATAM TAY TREEM

DQCKYHUONG DANSU'DUNG TRUGC KHI DUNG

Thinh phin cong thire thude

- Thinh phin duge chit: Diclofenac natri ..........., 50mg

- Thanh phén td duge: Tinh bjt ngd, lactose, natri starch glycolat, PVP K30, acrosil, talc, magnesi

stearat, methacrylic acid - cthyl acrylat copolymer dispersion, hypromellose, titan dioxyd, méu do

ponceau lake, PEG 6000, triethyl citrat.... vira du | vién bao phim tan trong rudt.

Dangbao ché _

- Dang bio ché: Vién bao phim tan trong rugL.

- Ma ta: Vién nén bao phim hinh ngii gidc déu, miau hdng.

Chidinh

Pidui:

* Viém va cic dang thodi héa cia bgnh thip khop: viém khép dang thip, viém khap dang thip &
thiéu nién, viém dbe séng cimg khép, viém xwong khop, viém khap ot sdng, hoi chimg dau et
sbng, bénh thip khdng phai o khdp.

* Dotcdp ciagit

* Dau sau chin thuong, dau sau mé, viém va sung, vi dy sau nhd ring hoac sau phiu thugt chinh
hinh.

* Cdc tinh trang dau va‘hode viém trong phy khoa. Vi dy dau byng kinh tién phét hojic viém phin
phu.

Ciich diing, litu ding

Cich ding: - v A

Cic vién nén duge nudt toan b voi chit léng, tot nhat 14 truée bira dn, va khéng duge phén chia

hofic nhai.

Lieu ding: £

Theo khuyén cdo chung, liéu diing nén dwge didu chinh theo fmg bgnh nhin. DE gidm thidu nguy

o xuithi%n bién ¢é bit lgi, cdn sir dyng diclofenac & lidu thip nhit ¢ higu qua trong thi gian ngin

nhal c6 thé (xem thém phin canh bdo v thn trong khi ding thudc), litu (i da khuyén cio la 150

mg/ngdy.

t

Nl I6n :
Licu khei diu khuyén cdo hing ngdy I3 100 — 150 mg. Trong cdc truong hgp nhe hon ciing nhy
trong diutrj dai ngay, liéu 75 - 100 mg/ngiy thuong lada.

Néi chung tong lieu hing ngdy nén chia lam 2 - 3 lin. D& ngin chiin con dau ban dém va cimg khop
budi sing. C6 thé b sung diéu trj cdc vién nén trong ngiy bing cdch ding diing thém mét vién djit
Ve di ngu (tdng liéu di da/ngay 14 150 mg)

Trong chimg dau byng kinh tién phat, liéu hing ngdy nén duge didu chinh theo timg bénh nhan va
thudmg ti 50 -150 my. Nén ditng mdt Liéu S0 100 mg lie khai diu vi néu cin, tang Ién trong liu
trinh vai chu ky kinh nguy¢t dén t6i da 200 mg/ngay. Nén bt diu didu trj khi c6 trigu ching diutién
vatly thuge vao tri¢u chimg hoc, tiép tyc diéu i trong vai ngy.

Binh nhéin nhi (dwéi 18 tudi) .

Tré em tir | twdi trd 1én va thidu nién nén ding 0,5 -2 mg/kg thé trong/ngay chia lam 2 - 3 _Iin._tﬁy

thuc vio 4§ trdm trong cla bénh. BE diéu tri bnh viém khip dang thip & thiu nién, lidu hiing

ngdy co thé ting lén dén tdi dald 3 mg/kg/ngay, chia lim nhidu lin.

Khong duge virgt qua lidutdidala 150 mg/ngay.

Do him hrgng cao, khong khuyén ding vién bao phim tan trong rut diclofenac 50 mg cho tré em

v thiéu nién dudi 14 wéi,

Bénh nhin cao tudi (tir 65 tudi trirlén)

Miic dil cic djc tinh duge dong hoc cia diclofenac khéng bj suy giam dén mitc 6 ¥ nghia lim sang

& ngudi cao tdi, cac thube khdng viém khong steroid nén duge six dung mét cdch thin trong

biét cho nhimg bénh nhan |6m tudi nay - 1 nhing déi hegng d& gip bién cd bit lgi. Bic biét khuyén

cdonén sir dung ]iéu thdp nhit cé higu qua cho cic déi.!u;mg bénh nhdn gia yéu hofic nhg cin va céc

bé¢nh nhin ndy cin duge theo dai tinh trang xudt huyét tidu héa trong qué trinh trj li¢u khing viém

khéng steroid (xen) thém phin canh bio vi thiin trong khi dang thudc)

Suy tim sung huyét (phéiin logi NYHA dj 1) hodic cie yéu td nguy co tim mach quan trgng

Ciic b¢nh nhan suy tim sung huyét (phan logi NYHA dg I) vé b¢nh nhin c6 cic yeéu 16 nguy co tim

mach quan trong chi duge ditu trj v6i diclofenac sau khi cin nhic ky vi chi ¢ lidu < 100 mg mojt

ngay néudiéu trj trén 4 tuin (xem phan canh bao va thin trong khi diing thudc).

Suygan

Diclofenac chéng chi dinh trén bénh nhén suy gidm chire niing gan (xem phin chéng chi dinh).

Khéng c6 nghién et ridng bigt duge tién hanh trén bgnh nhin suy giam chire nang gan, vi viy

khéng dua ra khuyén cio diéu chinh lidu trén déi tugng bénh nhiin ndy. Cin thin trong khi sir dung

diclofenac cho bénh nhin suy giam chic niing gan tr nh¢ dén trung binh (xem phin cinh bio vi

thiin trong khi diing thudc).

Suythin

Diclofenac chéng chi dinh trén bgnh nhin suy thin (GFR < 15 mL/phut/1,73 m’) (xem phan ching

chidjnh).

Khéng c6 nghién ciru riéng bit duo:_iién hanh trén bénh nhén suy gidm chire nang than, vi viy

khong dira ra khuyén cdo dicu chinh li¢u trén d6i agng bénh nhan ndy. Can thin trong khi s dung

diclofenac cho bénh nhin suy giam chire niing thin (xem phin canh bio va thin trong)

Chiéng chi djnh

* Dabiét qui mdn cam voi hoat chit hofic bitky i duge ndo cta thude,

. Darég bj loét, xuat huyé, thing da day hodc rudt (xem phén canh bio va thin trong khi ding
thuoc).

« 3 thing cudi cia thai ky (xem phin sir dung thudc cho phynifcé thai va cho con ba)

* Suyganning.

* Suy thin niing (GFR < |5 mL/phiv/1,73 m?).

+ Ciing nhur cdc thude khang viém khang steroid (NSATD) khdc, diclofenac ciing chdng chi dinh
cho cic bgnh nhin ma cic con hen, ni mé day vi viém mii cip dé xdy ra do s dung acid
acetylsalicylic hoje cic NSAID khic. "

» Tién sirxudt huyét tiéu héa hoge thing da day lién quan dén didu trj NSAIDs.

» Binh nhiin suy tim sung huyét (tir 4 IT dén d¢ IV theo phin d§ chire ning cua suy tim theo Hi
Tim New York — NYHA), bénh tim thidu mdu cyie b, bgnh dgng mach ngoai vi, bénh mach mau
ndo.

* Tréemcé canngng dudi 35 kg (khdng phi hyp voi dang bio ché cua thube),

Cinhbdo va thin trong khi diing thude.

Tacdyngtrén dg day-ruft

Xuir huyét, loét da diy hodc thing da day-rut cé thé gdy tir vong da dugc ghi nhin véi tt ca

NSAID, buo gm ci diclofenac vi 6 thé xiy ra bit ky lic nao trong khi didu i, 6 hoe khing c6

cic tri¢u chimg canh bio hode tién sir vé cdc bién cb da diy-rupt nghiém trong. N6i chung nhimg

trrdmg hgp niy ¢6 hiu qui trdm trong hon & ngudi cao wédi. Néu xudt huyét hojic loét da day-rugt
xdy ra nhimg bénh nhin dang diéu trj diclofenac thi phii ngimg thudendy.

Cing nhr tdt cd cdc NSAID khic, bao gom cd diclofenac, bit bude phai gidm sit chat cha vé ykhoa

vi can phai thiin trong djic bigt khi ké dom diclofenac cho nhitng bénh nhan cé trigu chimg réi logn

tiéu hoa hojc cé tién sir goi y vé loét, chdy mdu hojic thing dg day hojc ruét (xem phan tic dung

khong mong muon cia thuéc). Nguy co chiy miu da diy-rujt cao hon khi tang licu NSAID va &
nhimg b¢nh nhin cé tién sir loét, dic biétnéu dd co bién chimg xudt huyét hofic thiing va & ngudi cao

di. DE lam gidm nguy ca de inh dbi voi da diy-rudt & nhimg bénk nhan co tidn sit loc, dic bigt

néu dd ¢6 bien ching xudt huyét hojc thing va & ngudi cao twdi, nén didu trj khai diu va didu tr

duy tri véi lidu thip nhit c6 higu qua.

Nén xem xét didu tri phdi hgp cic 1'hu|5c bio vé (nhur cdc trc ché bom proton hode misoprostol) déi

vGi nhimg bénh nhin niy va d6i v6i nhimg bénh nhan dang cin sir dyng déng thoi acid

ucetylsalicylic (ASA)/aspirin lidu thép hojic nhitng thudc khic ¢6 kh niing lim tiing nguy co doi

vdi da day-rugt, '

Bénh nhin cd tién sir dgo tinh ddi véi da day-rugt, dic biét & ngudi cao tudi nén bio cdo bit ky trigu

chimg ndo vé bung bat thudng (dc bit la chiy may da diy-rugt). Nén thin trong & nhitng bénh

nhin dang ding dong thi cde thude c6 thé lam ting nguy co loét hoic chay méu nh corticosteroid
ditng duimg todn thdn, thube chéng déng mév, thude chong tidu chu hoge thude tre ché tii thu nhdn
setoronin chon loc (xem phn wong tic, trang ky cia thudc).

Can gidm sdty khoa chjt ché vi phai thin trong o nhing b¢nh nhin bj viém loét dai tring hojc bénh

Crohn, vi tinh trung cia ho c6 thé niing lén (xem phin tic dyng khdng mong mudn cia thude)

Cic thuoc chrﬁqg viém khong steroid (NSAIDs) bao gdm diclofenac, c6 thé ting nguy cord da day-

rugt tai vi trf ndi. Cn gidm xdt y khoa cht ché va phdi thin trong khi sir dung diclofenac sau phgu

thudt da day-rudt.

Nguy cohuyét khdi tim mach .

Cic thude chc‘)ng viém khong steroid (NSATD) khdng phai aspirin, dang dwéng todn thin cé thé lam

ting nguy co xuat hién bién cé khéi tim mach bao gém ca nhdi mau cotim va a9t quy c6 thé din dén

tir vong. Nguy ca ndy c6 thé xudt hign sém trong vai tuin dau ding thude va c6 thé ting 1én theo thai
gian ding thube. Nguy co huyét khdi tim mach dwge ghi nhin chi yéu o liéu cao.

Bic s can ddnh gid dinh ky sy xudt hign cia cic bién cd tim mach, ngay ci khi bénh nhiin khéng co

tri¢u chimg tim mach trwde d6. Bénh nhén cin duge canh bdo cdc trigu ching cia bién 6 tim mach

nghiém trong vi cin thiim kham béc s ngay khi xudt hién céc trigu chimgnay.

De gidm thicu nguy coxudt hign bién ¢6 bit gi, cén sit dung diclofenac & liéu thip nhét c6 higu qua

trong théi gian ngdn nhatco the. . "

Cﬁ_n ciin nhic cdn than khi st dyng diclofenac cho bénh nhin c6 cdc yéu t nguy co xudt hign cdc

bién cd tim mach & rét (nhur ting huyét p, tang lipid huyét thanh, dii thédo dudng, nghi¢n thude 14).

Cic bénh nhdn suy tim sung huyét (phin logi NYHA dj I) hofic bénh nhin c6 cic yéu td nguy cotim

mach quan trong (vi du nhu: tang huyét dp, ting lipid mau, ddi théo dudng va huit thude) chi nén

dugc diéu trj véi diclofenac sau khi cin nhic k§ vi chi & lidu < 100 mg mdi ngdy néu diéu trj trén 4

tuidn

Nén dinh ky dénh gid lgi syt cn thiét cia bénh nhin trong ddp ing va didu tr trigu chimg, dc big
khi diéutrj lién tyc hon 4 tuan.

Tic dq{ngvé huyéthge

Khi dicu trj bang diclofenac trong m{t thai gian dii, nén theo dai sé lurgng huyét chu nhu véi cic
NSATD khdc. i =

Ciing nhur cic NSAID khic, diclofenac ¢6 thé trc ché tam thiri sy ngung tip tiéu cau. Bénh nhdn bi
khiém khuyét vé sy cim méu cin dugc theo ddi cin thin,

Tiéc dyng trén hd hap (hen cé tir truéc) !
O cic bénh nhan bj hen, viém mii dj img theo mua, sung niém mac (nhu polyp mii), bénh phéi tic
ngh&n man tinh hofic nhifm khudn man tinh dudng ho hép (dfic bigt néu c6 lién quan dén cic trigu
ching nhu viém mii dj img) thi cic phan (g thude véi NSAIDs nhu cdc con hen kich phit (dwge
£0i Ja khéng dung nap véi cac thude giam daw/hen do thude gidm dau), phit Quinck hojic miy day,
thuong gip nhiéu hon & cic bénh nhin khdc. Do d6, cin dic biét thin trong vai cde bénh nhin nhwe
vily (chudn bj sin sing phuong tién cdp o), Ciing phai chity dic bi¢t ddi véi nhimg bénh nhin da
timg b dj img véi cdc chit khdc nhu phan img véi da, ngtra hode may day.

Tidc dyng trén h§ gan mjt

Yéu cau giam sity té chit ch khi ké don diclofenac cho bénh nhan suy giam chirc ning gan vi tinh
trang cla ho co the ning thém, . o
Ciing nhu vai cic NSAID khic bao gdm diclofenac, trj sé cia mét hay nhidu men gan 6 thé ting.
Trong qui trinh diéu trj kéo dai vai diclofenac, theo ddi thuéng xuyén chirc ning gan dirge chi dinh
nhu mét bi¢n phdp phong ngira. Néu xét nghi¢m chirc ning gan bit thuong kéo dai hofic t6i t¢ hon,
néu ¢6 ddu higu Jam sing hojic triéu chimg lién quan t6i bénh gan phit trién hofic néu cic biéu hign
khic xudt hi¢n (nhur ting bach cdu cosin, phét ban) nén ngung sir dung diclofenac. Viém gan c6 thé
sdy rakhi sir dung diclofenac ma khong 6 trigu chimg bao trude. !

Théin trgng khi sir dyng diclofenac cho nhimg bénh nhén réi logn chuyén hda Porphyrin gan vi ¢6
thé gdy ra con Porphyrin cdp.

Phin ung da .,

Cic phan iing da nghiém trong, mt sd truimg hgp bj tir vong bao gdm viém da trée viy, i chimg
Stevens-Johnson va hoai tir biéu bi nhiém dgc di dugc ghi nhin trong nhimg truédmg hep rat hiém
lién quan vdi vige ding NSAID, ké cd diclofenac (xem phin tic dung khéng mong mudn cia
thude). Bénh nhan cé nguy co cao nhit vé cic phin ing nay som trong tiéntrinh diéu tri, khai phat

/ * M.
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MAU NHAN PANG KY THUOC: TO HUGNG DAN SU DUNG (2/3)

phin tmg xdy ra tmng da sé trudmg hgp trong vong thing déu didu trj. Phii ngimg diclofenac khi c6 Cic twong tde dyr kién dwge xem xét

Y, . 3 . o di hia g ey : Cdc thudc khdng viém khang steroid (NSA ID) khde vd corticosteroid: Ding dong thai diclofenac
G A e i g pr SASTAT ) |l NOATS LS g T o L 0 e
g5 > 2 G 3 o st khéng mong muon & da day-rut (xem phin canh bdo v thin trong khi diing thudc),
cﬂna‘cﬁ thé séy ra rong nhimg trutmg hop hiém ghp véi diclofenac ma khang c6 tiép xic trude o Cde thudc ching ding mdu vi thudc ching két 1p iéu ciuz Nén thn trong vi ding ddng thai 0
;C;lc d::cétrén A thé ldm ting nguy co chiy méu (ﬁcm‘piﬁn cinh bio va Lhé.? trong khi d]‘mg lhuac). Mic di cic
Bidu i bang NSATD ki ci diclofenac thuimg gy gitt dich vi pha, nén cin dge big chi y khi ding nghién cini 1ém sang khéng Sh0 Y - KT iy gER s dimg H8 St it ‘131".5
cho bénh nhin bj ton thuang chite nfing tim hodc thin, c6 tién sit b tang huyét dp, ngudr cao i, i i e Tl 1 oy iy 'f'é';‘hh‘;mff;‘g g o tht
b¢nh nhan duge diéu trj déng thai voi thude lgi niu hofic cdc thubc anh hudng dén chic ning thin = PR e P bty i by NEATD i et
vi nhiing b¢nh nhin mi dich ngodi t€ bio do bit c nguyén nhin no, vi dy trzde hofc sau nhimg Chat e ché thu nhn serotonin chon lpe (SSRD): Ding dbng thoi cic NSAID duémg todn thin,
phéu thugt 1én (xem phin chéng chi dinh). Theo dai chirc ning thi T bién phap phong ngira sém bao gom ca dmlo{:}?n: va Slfl%lc(;o thé lam tiing nguy co chiy mdu dudng tiéu hoa (xem phiin cinh
T g ST 2 A i bao va thin trong khi ding thudc). 4 g
ok diclofenac trong nhitng truomg hop nhu viy. Ngung ditu ti thudmg phye hdi i duge Thudc ching dii thio dueimg: Cc nghién ciru lim sing & cho théy 14 diclofenac c thé duge diing
EE‘;% n:lin “z t:lél-ll‘fl cling véi cic thude chéng dai thao dudng dang uﬁzl:g mi khong dnh hudng dén hiéu qua lim sing
seor Al + A . 4 " ctia chiing. Tuy nhién, di ¢6 cic bdo cdo riéng I¢ vé ca hai tic dung ha dudng huyét va tang duimg
I ;fh:'f;" :?"3;16' é"uai‘lngc“:; ;:o ':a' g:r:lwlg;;nh trengy khoa ca'bén cha binh nhan, dfcbitt & huyét, bit buge phai thay déi lidu ciia cdc thude chong d?i théio dwéng trong thai gian diéu trj biing
’.I'.:mfg e e riahe cha. diclofenac. \Bn Iy do nay, cin theo ddi mic glucose huyét nhw I mot bign phap phong ngira trong
AL : : - : » Khi diéu trj ddng thei
Nén trinh ding Diclofenac 50 véi cic NSAID ding dudmg toin thin bao gbm ci cdc e ché 3 G s Fopg gaeoa 1 T Lo
% ik i 5 by 5 Ciing c6 nhimg bio céo riéng I¢ vé nhiém toan chuyén hoa khi sit dyng dong thai diclofenac vii
g;;oogf::al;ﬁ-i;hw loc dé trénh cic tic dung khong mong mubn thém (xem phan twong tic, metformin, d3c bigt trén bénh nhin suy thin tr trude 86, : . i
cmfép ddu higu nhifm khuin Phenyroin: Khi ding dfmg théi phenytoin véi diclofenac, vige kiém sodt néng di phenytoin trong
: : . Lo T iz z huyét twong duge khuyen cio do cé sy tiing theo dy dodn nong d¢ phenytoin.
f;“éﬂmﬁ{‘ﬁkh:gﬁgm““ 6 thé che lip cde ddu higu vi rigu chimg ahiém khuin do Methgtrexat: Cin thf trong khi ding NSAID, bao gbm cé diclofenac, dudi 24 giv trudc hogsan__|
Khi sine s[nhquir\lr o . khi didu trj bing methotrexat vi ndng d¢ methotrexat trong mdu cd thé tang 1én va djc tinh cia chirg d4 58‘:;_‘-,
o 5 PR e A= ’ iy c6 thé ting lén. =)
Ciing nhu cic NSAID khic, vige sir dyng diclofenac ¢6 thé lam giam kha niing sinh sin & phy nitva 1Ay, o0 HaWN : 5 " : RPN | i
Khdng khuyén dimg & phy 1 dang c& gan c6 thal. O phy al £8P kh6 khan dZ thy thai hojc nhimg Ciie cht cim g CYP2C9: Khuyén céo thin trong khi k& dan diclofenac dbng ths v6i giechdr [
ngudi dang duge kiém tra v sinh, nén xem xét ngitng ding diclofenac (xem phin si dung thube cdm g CYP2CO (nhu rifampicin), diéu ndy cd thé lam gidm c6 y nghia nong do trong huyét MR A
cho phynit c6 thai va cho conbi). SeSeu phosisFon dccatuno. JNG TY
) twomg ky A 3
Thintrpng\hhinllphinIidl.rvcc6tmnglhinhphﬂmthu6c 1 by S R n £ i -~ Ry g ) )
Vién bao phin"l tan trong rudt Diclofenac ¢6 chira lactose, do 46 khong khuyén cdo ding cho b¢nh kD]&LChong €6 cic nghién clru ve tinh trong ky cta thude, khong trjn 1in thude st e u“‘i"o PHA J\i
ﬂhhc‘é Eic vfm dédi u-luyfn hiém glp cita khong dung ngp galactosc, thiéu hyt lactase ning hodc 10. Tic dyng khéng mong musn cita thude . JO¢ PHA
T;Tncﬂfé c:g;::‘;‘:gl ::;s;j ke o8 thd iy di oo Bing tém tit cic tic dyng khing mong mubn cda thufe " S i
e e hP Pty 8 )’bl' g Cic tic dyng khong mong mudn ciia thude (Bing 1) urcdc thir nghiém li]nlsangvamn?f:caq lnmgv
i dyng thuoc cho phy nit cé thai va cho con bi hop ty phit hay trong y van duge li¢t ké theo h¢ thong phan logi co quan MedDRA. Vi méi logi f
Fhyatred k!l.i ning mang tIn".I . s : thong phin logi, phan img bit lgi duge xep logi theo de myc ve tin suit, dautién l thuémg gip nhar, ]
ﬂma t:.! ?‘::g:liamsangkhuycn cdo cho phy nit ¢6 kha nang mang thai Trong mdi nhém tén sb, phan \mg ph%;:lua thuoc duge trinh b?y theo mu‘t\rdglam mirc dg nghlérq,,.r_]
ynircotha > - L trong. Ngodi ra, cdc logi tin 56 twong \g cho méi phan tmg phy clia thudc dya trén sira ung quy |/
Viéc e ché tong hep prostaglandin c6 thé anh hu(n}g xdu dén thai ky vivhoje sy phi trién ciia udc sau diy (CIOMs): rét thuémg gip (> 1/10), thutng gip (= 1/100, < 1/10), it ggp (= 1/1.000, <=~
phéi/thai. Dix liu tir cc nghién ciru djch t& hoe cho thiy c6 nguy co gia tang vige say thai vashogc dj 1/100), hiém giip (= 1/10.000, <1/1.000), rithiém 2ip(<1/10.000).
£.2 y 'y COTY
dang tim va thodt vi rén sau khi sir dung chét rc ché tdng hop prostaglandin trong giai dogn déu thai Céc tic dung khéng mong mudn sau ddy bao gbm ca nhimg tregng hgp da duge bdo vdi vién bao
ky. Nguy co tuyét doi cia dj dang tim gia tang tir dudi 1% chotdi 1,5%. Z phim tan trong rut diclofenac vi/hojc cdc dang bao ché khdc cita diclofenac, ding ngéin han va dai
Nguy co duge cho 13 ting theo liéu va thai gian diéu tri. G ding vall, vigc sir dung chilt irc ché han.
prostaglandin din dén vige gia ting thit bai truéc va sau qud trinh 1am t cia phéi v vong & phdi Bing 1 Téc dyng khong mong muén cia thube
-thai.
Thém vao d6, tng Ly 1¢ mic nhidu dj 13t khic nhau, bao gm trén tim mach, da dugc bio cdo trén
dfng viit duge cho ding thude tre ché tong hgp prostaglandin trong giai dogn hinh thnh cdc hé co Réilogn miu va h§ bach huyét
quan, Né_usir gung s'ljclofcmc cho phy nﬁdgmgcéé gang dfu thai hojc trong 3 théng dau thai k¥, nén
diing & lidu thap nh: tva thoi gian trj ligu ngn nhét c6 thé. ithié Giam tiéu ciu, gidm bach cAu, thiéu mdu, (ké ca thifu mau tan huyét va
g :j I‘lf'lang cudi thai ky, tdt ca cac chit ire ché t0ng hop prostalandin déu ¢ nguy co phoi nhidm phoi Rathién gip m:z:‘..‘:a: bz&ﬁ:ﬂﬁf I:ac‘;::au hat T m i
"o
* Djctinh tim phdi (gdy déng Sng ding mach sém va ting huyét ip déngmach phéi). e
* Rdiloan chicnang thin ¢6 thétién trién dén suy thin va gy thiéu bi, lopnhmita gic
Viocuéilhaik)",ngu&imcvéLﬂ':ﬁusinhcélhébi: - RO WS T S = SIS g
*, Théi gian chay mdu kéo dai, tinh trang chéng kéttip tidu ciu c6 thé xay rangay ci & nhimg lidu Hicngip Qud mdn cim, phan img phin vé vi phin (mg kiéu phin v¢ (bao gdm ca
it thip. hahuyétdpvashock)
* Ucchéswcotircung lam quétrinh chuyén da bj chim tré hay kéo dai, = : " Fr
Viviy, ching chi dinh diclofenac 63 thing cuithai ky, Réthién gip Phiiné logn thin kinh - mach (bao gém ciphi mit).
PI:? nircho conbi
Giong nhu cie NSAID khic, diclofenac qua sita me véi lugng rt nhé. Vi viy, khdng nén ding Réilogn tim thin
diclofenac trong khi cho con bl dé tranh cic tic dyng khéng mong mudn gtréem,
5 Anhhw&ngzﬁnlhuﬁ:liukhinﬁng]ilxe,\:inllinhmiymﬁc T o > R o = EN Pl
Nhimg bénh nhin ¢6 réi loan thj gidc, hoa ma, chéng mat, ngi gi hodc cic réi loan thin kinh trung Rathicn gip Matdinh hung, trdm cim, mdtngd, dc mng, ciu git, ri loan tam thin,
uong khic khi ding diclofenac thi khdng nén 1di xc va vén hanh may moc.
* ¥m::22’:ﬁ"::h‘g u‘g cila thude. Réilogn thin kinh
Nhiing twong tdc sau diy bao gém nhimg trudng hop 44 quan sét duge vai vién bao phim tan trong T
rujtdiclofenac vivhofc cic dang bio ché khic cia diclofenac, Thudng gip Nhirc dau, chéng mat
Ciic twong tic nén dugc xem xét > :
Chdtire ché CYP2C9: thin trong duge khux@n cdo khi diing I!émg thai diclofenac véi chdt irc ché A A
CYP2C9 (nhu voriconazole), dicu niy c6 thé gy ting ding ké ndng dj dinh trong huyét nrong va Hicm gip Buonngi
ham lugng diclofenac, ;
Lithium: Néu ding déng thisi, diclofenac ¢6 thé lim ting ndng @ lithium trong huyét trong. Cin " o
theo ddi mirc lithium huyét thanh. E i Réthiém gip Djcam, gmn-k trinhd, co gidt, 1o du, run viém mang nio vé khudn, rdi loan
Digoxin: Néu ding déng thdi, diclofenac c6 thé lim ting ndng ¢ digoxin trong huyét tuong. Cin vi gide, tai bienmach méu nio
theo dai mirc digoxin huyét thanh.
Thuoc Igi tiéu v thudc trf cao huyét dp: Cling nhu cic NSAID khic, ding ddng thi diclofenac Réilogn mit
véi céc thube lgi tidu hogc thudc trj cao huyét dp (nhu thude chen beta, chiit Gc ché men chuyén ¥
angiotensin-ACE) cd thé lam giim tac dyng diéu trj ting huyét ép cua chiing. Vi vy, cin thin trong o ¥ = %} :
khi ding két hop va cic b§nh nhan, djc bigt 14 ngudi cao wéi nén dugc theo ddi huyét dp dinh ky. Rithiem gip Roilogn thj gidc, nhin mé, song thi
Bénh nhéan cén duge cung cdp nude ddy di va nén xem xét theo ddi chirc ndng thin sau khi bit diu
dicu trj dong thii vii sau do theo dai dinh ky, djic bigt ddi vai cic thude lgi tiéu v thude trc ché ACE Rdilogn tai va mé dao
do ting nguy coddc cho thin (xem phin cinh bio va thin trong khi ding thuéc),
Ciclosporin va tacrolimus: Diclofenac, gidng nhu cdc NSAID khdc ¢ thé lam tang dgc tinh ddi Thoom Cho
véi thiin ciia ciclosporin v tacrolimus do téc dung trén prostaglandin & thin. Vi vy, phai diing liéu 2 gdp ng mjt
Lhipl‘lunliéu thudmg diing ciia cdc b¢nh nhan khong diing ciclosporin hodc tacrolimus. L e e m—
Thuoc gay ting kali mdu: Ding déng théi véi thude lgi tiéu git kali (nhu Spironolacton), Rathiem gap U tai, gidm thinh gidc
ciclosporin, tacrolimus hoge trimethoprim 6 thé lam tang nbng a3 kali huyét thanh, do dé cAn dugc

theo ddi thuémg xuyén (xem phin canh bdo va thin trong khi diing thudc). ,
Thube khding khuin quinolon: Di cé cic bio cioriéng 1é vé co gijit do ding d6ng thoi quinolon va
NSAID,
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Rii logn tim

Cochétic dfng (MOA):
Dicl natri 1 mot hop chit khdng steroid ¢6 dic tinh chéng thip khép, chéng viem, gidm dau

It gap* Nhoi mau co tim, suy tim, danh tréng ngwc, dau ngye

Rbi logn mach

Rt hiém gap| Tang huyét ap, viem mach

Roi loan hé hiip, ngye va trung that

Hiém gip Hen (ké cd khé tha)

Rat hiém gip| Viém phdi

Rbl logn tiéu héa

Thudmg gip | Budn nén, non, tidu chay, khé tidu, dau byng, diy hai, chdn an

Viém da day, xuit huyét da day-rugt, nén ra méu, tiéu chay, xuit huyét, phan den,
loét da day-rut (cé hofic khéng cé xudt huyét, hep dudng tiéu héa hay thing, cé
thé gy viém phic mac)

Hiém gip

Rat hiém gip| Viém dai trang (bao gdm viém dai tring xudt huyét, viém dai trang do thicu mau
cyc b va tang d§ trdm trong cuia viém loét dai tring hogic bénh Crohn), tdo bén,

viém da ddy, viém luii, rdi logn thye quan, bénh hgp rudt, binh wy.

Roi logn gan mit

vi ha sdt. Sy irc ché sinh tong hop prostaglandin di dirgc chimg minh trong thyc nghifem dl.lgl: Xem
lacose gho coché tdc dung ctia nd. Céc prostaglandin déng vai trd quan trong trong viéc gdy viém,
dau vi sot. 3 ” ’
Invitro, diclofenac natri khdng ngan chin sy sinh tong hop proteoglycan trong syn & nong dé twong
duong voi nong 49 dat duge & nguai.

Durgelye hoe (PD)

Trog cic b¢nh lh.ip, dic tinh chéng viém va gidm dau cia diclofenac cho thdy dap tng lim sz}ng
duge dic tnmg bing sy gidm rd rét cc ddu higu va trigu ch\’mgphu dau khi nghi ngai, dau khi cir
dong, cimg khap budi sing va sung khap, cling nh sy cdi thién vé chirc néng.

Trong cac tinh trang viém sau chin thuong va sau md, diclofxcn?c lam giam nhanh chéng ¢4 dau oy
phat va sung khi cir dgng, lim gidm sung trong viém va phil né vét thuong.

Trong cde thi nghi¢m l4m sing, diclofenac ciing dugc ghi nhén 1 ¢é téc dyng giam daurd trong dau
trung binh vi dau ning cé nguém gbc khong do bénh thip, Céc nghién ciru 1am sing cling da phdt
hién 14 trong chimg dau byng kinh tién pha, diclofenac ¢6 kha ning lam gidm dau va giam nire 4
ramdu.

Diictinh dwge djng hoe (PK)
Hip thu:
Diclofenac dugc b:ip thu hoin toan tir vién bao phim tan trong rudt sau khi di qua da dy, Mic di sy

hip thu nhanh, khoi phit ¢6 thé bj cham 1 do bao phim tan trong rut. Nong d¢ dinh trung binh

trong huyét lvangla 1,5 microgam/L (5 micro mol/L) dat duge trung binh 2 git sau khi udng 1 vién

50 mg. Con dudng cla vién nén di qua da diy thi chdm hon khi duge diing trong bia &n so véi khi

dugc ding trude bita n, nhung lugng diclofenac duge hép thula nhu nhau,
1

Vi ¢6 mt nira diclofenac duge chuyén héa lin diu qua gan (tdc dung “chy

én héa lin diu"), dign
tich dudi dwong cong ndng dj (AUC) sau khi ding dudng udng hojic du i i

thin hu, viém thin - éng thin md ke, hogi tir nhi thin,

Ri logn todn thin va tinh trang tai chf ding
Pl né

Hi¢ém gip

* Ty 1¢ phan dnh 56 ligu tir cac dir ligu lau dii véi lidu cao (150 mg/ngay).

-

. Quili

M ti cicphin img phy dwgc chon lpe
Nguy cohuyét khbi tim mach
Clicr.ln'mgll‘jém ldm géngrv:‘uﬁph é dugcehoc cho lhéy vigesirdung diclofenac ¢6 lién quan dén ting
nguy co xudt hign bién co huyét khéi tim mach (nhu nhéi mdu co lim hode djt quy), dae bigt khi sir
d\;n}; diclofenac & liéu cao (150 mg/ngdy) va kéo dai (xem phin canh bao vi thin trong khi ding
thuoc).

Anh hrémg trén gidc mge

Réi logn thi gidc nhu suy giam thj Iyc, nhin ma hojc song !hicxuét hign nhur 12 cdc dnh huong cua
nhém thudc NSAID va thudng hdi phyc khi ngimng dl'lng thuoc. Co ché cia rdi loan thj gidc rdt cé
kha ndng Ia e ché tong hop prostaglandin va cic hop chatkhdc, lam thay déi sy diéu hoa lwu lugng
miu ving myc, cé thé gay ra cic thay dléi vlé thj gide. Néu cdc trigu chitng ndy xay ra khi dang dicu
trj v6i diclofenac nén cin nhic khdm mit dé logi bo cdc nguyén nhin khdc.

Tlmn%hin cho bdcsTnhimg tdc dyng khéng mong muén gdp phai khi sir dung thude

u vi xir trf

Trigu chimg

Khéng ¢ bénh cinh lam sang djc hi¢u do qué liéu diclofenac. Qui lifu ¢ thé gdy ra céc tri¢u
chimg nhu pén,xqélhuyeltiéu hoa, tiéu chay, chong mit, 1 tai hojc co gift. Trong truémg hgp ngé
ddc ding k¢, ¢ thé bj suy thiin cp v tdn thong gan.

Bitn phip ditu trj

Xir Iy ngd dt}clcép NSAID, bao gbm ca diclofenac, chil yéu gbm cic bién phép hd trg va didu tri
trigu chimg, Cin tién hanh cic bign phap hd tro va diéu rj trigu chimg ddi véi cdc bién chimg nhu ha
huyétdp, suy thiin, co gigt, réi logn tiéu hoa va suy ho hdp.

Céc bi¢n phip ddic bigt nhu gy ting bai nigu, thim tach miu hofic truyén mau ¢6 thé khéng gitp gi
trong vic logi bé cic NSAID, bao gdm ca diclofenac, do sy gin két vao protein cao va sy chuyén
héa manh.

C6 thé xem xét diing than hoat sau khi uéng qua lidu c6 kha ndng giy nhiém dgc va khir dje da day
(nhu gdy nén, nra da day) sau khi udng qua lidu cé kha ning de doa tinh mang.

Dic tinh dugc lyc hoe, dugedfng hge

DBijctinh duge lychge

Nhém duge ly: Thude khdng viém, chéng thip khap, khéng steroid 1a din xudt cia acid acetic
MiATC: MO1ABOS.

&

-

Thudng gdp | Tang transaminase métnira so v6i sau khi diing mét lidu twong duong dudmg tiém.
Hiém gip Viém gan, vang da, réi loan & gan Nong d¢ huyét twong & tré em khi duge diing liéu twong duong (mg/kg thé irg \ucmg tw nhurdat
2 * duge & ngudilén, o)

Riit hicm gap| Viém gan kich phat, hogi tir gan, suy gan Hoat dgng dugc djng hoc khdng thay déi sau khi diing I3p lai. Khong Xy ra sy tiih lily mién 14 c6
. - khodng cich gitra cdc liéu dirge khuyén cio. ok J

Riitlegn da v mb dui da D} tuyén tinh/phi tuyén tinh o //

Thudmg gip | Phit ban Lugng hip thy tuyén tinh lién quan dén 4§ l6m cia lidu. . \"’"’.//1
= — Phinbé 2

Hiemgip | Néimé day 99,7% diclofenac gin vei protein huyét twang, chi yéu 1a albumin (99,4%). Thé tich phén bé biéu
— ~ - - - e kiendugctinh1d 0,12 dén0,17 Likg.

Rit hiém gip| Viém da bong nude, aczema, ban do, ban do da hinh, héi ching Stevens- ; : 5 A v AT Y | =y,
Johnson, hoai tir biéu bi nhiém djc hi chimg Lyell), Viém da tréc vay, rung Diclofenac di vio hoat dich, ndng do (i da d'u‘d\n;'c sau2—4 gio dat durge cdc chi 50 nong d dinh
1ong téc, phan img ca , ban xut huyét, ban xuit huyét Schonlei . ngira, trong huyét twomg, Thai gian bin thii bieu kien tir dich hoat djch 13 3 - 6 giir. Hai gidr sau khi dat

PRI emung, S e RUACbRyecSeonlein, ngla dugc mirc cao nhat trong huyct tuong, nong dd hoat chét da cao hon trong dich hoat djch so vdi

Réi loan thin - tiét nigu trong huyéttuong, va duy tri mite cao hon cho dén 12 gior.

1 : ! b=k Diclofenac da duge phat hign & ndng ¢ thip (100 ng/mL) trong sta mg &mtbi mg cho con b $6

Ril hiém 8ip| Ton thuong thiin cip tinh (suy thin cip), tiéu mau, protein nigu, hi chimg lugng ude tinh qua duémg tidu hoa cia tré tir sira me twong duong véi 0,03 mg/kg/liéu hing ngiy.

Chuyén héa

Subién déi sinh hoc cia diclofenac thyc hign mét phn do sy glucuronide héa phin tr nguyén ven,
nhung chi yéu do sy hydroxyl héa va methoxyl héa licu don va da lidu, din dén tgo thanh m¢t vai
chit chuyén héa phenolic (3-hydroxy-, 4'-hdroxy-, 5'-hydroxy, 4',5-dihydroxy va 3-hydroxy-4'-
methoxy-diclofenac) phin 16n céc chit nay dugr bién déi thanh cdc dang lién hgp glucuronide, Hai
trong sgnha?mg chit chuyén hoa phenolic ndy cé hogt tinh sinh hoc, nhung & mirc d¢ ithon nhiéu so
vdi diclofenac.

Thi trir

D} thanh thai toan phiin cia diclofenac tir huyét twong 1 263 + 56 mL/phiit (trj s5 trung binh £ 4§
Igch chudn (SD). Thoi gian bén thai cudi cing trong huyét twong 13 1 -2 gid. Bén rong s céc chit
chuyén héa, bao gém hai chit ¢é hoat tinh, cling c6 thai gian bén hiy trong huyét twong ngén tir 1 —
3 gidr. Mét chiit chuyén héa 1a 3-hydroxy-4'-methoxy-diclofenac c6 thii gian bin thai ldu hon
nhiéu. Tuy nhién, chit chuyén héandy gin nhw khdng cé hoat tinh.

Khoing 60% li¢u da ding duge bai tiét trong nurde tidu dudi dang lién hgp glucuronide cua phan tir
nguyén ven va dudi dang céc chit chuyén hoa, phin Ién chiing duge bicn déi thanh cac dang lién
hop glucuronide. Dudi 1% dugc bai tiét duai dang khong di. Phin cén lai dugc bai tidt dudi dang
cdc chit chuyén héa qua matvao phén.

Nhém b¢nh nhén dic bigt

Bénh nhéin cao tudi: chua ghi nhin sy khic bigt phy thuge tudi lién quan trong sy hép thu, chuyén
héa vi bii tit hue nay. Tuy nhién, trong mt vi bénh nhan Iém tudi truyén tinh mach 15 phit din
dén nong 49 trong huyét twong ting cao hon 50% so véi dy kién tir cdc dit ligu vé déi tugng thanh
niénkhoe manh,

Suy thin: O bénh nhin bi suy thin, khéng c6 sy tich liy chit cé hoat Linh khéng di cé thé suy ra tir
dgng hoc lidu don khi ding liu thing thutmg. O d§ thanh thii creatiniline dudi 10 mL/phit, néng
d§ cac chit chuyén héa hydroxy ¢ trang thai on dinh da dugc tinh 13 cao hon khoang 4 lin so vai &
ngudi binh thudng, Tuy nhién, cde chit chuyén héa ndy cudi cling duge dio thii quamal.

Suy gan: O nhitng bénh nhin bj viém gan man hojc xo gan mét b, dgng hoc va chuyén hoa
diclofenac twong ty nhu & nhitng bénh nhin khdng bjbénh gan,
. Quy cach dong géi
Hp 3 vix 10 vién bao phim tan trong rujt.
Hop 10 vix 10 vién bao phim tan trong rugt.
. Diukign bio quin, hgn diing, tiéu chudn chit lwgng
Diéu kién bio quiin: Bio quan noi khd rdo, tranh dnh sdng, nhigtdg khéng qua 30°C,
Han ding: 36 thing ké tirngay san xuat
Tiéu chuin chit lwgng: Tiéu chuin cosir

15. Tén, dja chi co sd sin xudt thud

CONG TY CO PHAN DUGC PHAM TW 25
4488 NouyEn Tat Thinh, P.18, Q.4, TP.HCM, VIET NAM

GMP-wHO DT: (84.28) 39.414.968 FAX: (84.28) 39.415,550
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