TRACH NHIEM TRON YEN

CONG TY CP DUJC PHAM SAVI (SaWipharm J.5.C)

Ld Z.01-02-03a KCN/KCX Tan Thuén, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145
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50 mg
1 vién

ctil BpH - CHONG CHI BINH - LIEU LUONG -
CACH DUNG - THAN TRONG - TAC DUNG PHY :
Xin doc 0 hudng ddn sif dung thudc

pé xa TAM TAY COA TRE EM
BOC K¥ HUONG DAN SU DUNG TRUOC K DUNG
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SaVi Direin (hdp 3 vi)
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Diacerein 50 mg

10 vieén nang ¥ 3 Vi

BAO QUAN : Not kha, nhigt a4 dudi 30°C.
Tranh dnh sdng.

TiEu CHUAN
SBK / Reg. No.

5815 SX / Baich No. :
Ngdy SX / Wig. Dals :
Han ddng / Exp. Date :

: TCCS

Diacereine 50 mg

10 capsules x 3 blisters
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STORAGE : Keep in a dry place,
at tsmperature below 30°C. Protect from light.

SPECIFICATION : Menufacturers
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CONG TY CP DUUC PHAM SAVI (SaWipharm J.S.C)
L& Z.01-02-03a KCN/KCX T4n Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144  Fax: (08) 37700145

M3u nhan vi

MAUUAN HIANTEANN GYKs T4

SaVi Direin (hdp 3 vi)

TP. H) Chi Minh, ngay 3. thang . 422 nam 2011
KT. Tong Giim
Phé Téng Giam Péc (KH-CN) &
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TRACH NHIEN TRON VEN

CONG TY CP DUUC PHAM SA VI (SaWipharm J.S.C)
L& 2.01-02-03a KCN/KCX Tan Thuén, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M&u nhan hop

il opei - CHNG CHl DY - LIEY LLGNG -

CACH DIMG - THAN TRONG - TAC DUWG PH) :

Xin doc 10 hudng ddn sif dyng hudc

mAD QUAN : Nai kho, nhigt 00 dudi 30°C.
Trénh dnh sdng.

nevowin  :Tces
SBK / Reg. No.

of xa TAm TAY cln TRE EM
BOC k¥ Huting phn S Dyne TRUDC 03 DONE

Sén xudl tgi

CONG TY CP DUGC PHAM SA VI
(SaWpharm J5.C)

LA Z.01-02-03a KCNAXCX Tan Thudn,
Q.7, Tp.HE Chi Minh

Thudc bin theo don

100 vién nang

DIREIN

DIREIN

%)

MATUEN HANNSDIANN GYKsTe

SaVi Direin (chai 100 vién)

DIREIN

(SaWpharm J5.C)
Lot No. Z.01-02-03a, Tan Thuan ZEFZ,
Dist 7, Ho Chi Minh Gity

TPHOC}uMmh,

Prascription only medicine

100 capsules

)

S 1 SX /Baich No. -
Ngay SX / Mig. Date :
Han diing / Exp. Date :
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TRACH 'un.l;!TmN VEN

CONG TY CP DUUC PHAM SAVI (SaWipharm J.S.C) mg@ m DIANG FS?

L6 Z.01-02-03 KCN/KCX Tan Thugn, Q. 7, Tp.HCM . . .
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145 SaVi Direin (chai 100 vién)

M43u nhan trén chai
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| Thuoc ban theo don

Thish phiin : MJi vidn chia :
Diacereine ............... 50 mg
Té duge vira @l ........ 1 vidn

Cal djnh - Ching chl djsh -
Lidu Iwyng - Céich dilng -
Thin trong - Tic dyng phy :
Xin doc 10 hudng ddn
sif dung thudc

Bie gudn : Noi kho, nhigt dd
dudi 30°C. Tranh &nh sang.

Doe ky hudng din sd dyng
trudie khi ding

DE xa idm tay cda trd em

SPK :
100 VIEN NANG
Sav' Tidu chufln : TCCS
54 16 SX, Ngdy SX, Han ding :
DIREIN "
Diacereine 50 mg
S-.'I ’“ﬂ'_l § |
ni.uuum GMP-WHO xﬁ |
S xult tai

CTY CP DUUC PHEM SA VI (SaWapharms J.5.C) iy
L6 2.01-02-032 KCN/KCX Tan Thdn, 0.7, Tp.H Chi Minh .

TP. H Chi Minh, ngay Al.. thang Z£). nam 2011
KT. Tong Gidm Doc
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SaMipnaTm

TRACH NHTEM THON VEN

CONG TY CP DUGC PHAM SAVI (SaWipharm J.5.C)
Lo Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M3u nhan hop

DIREIN

DIREIN

Xin doc 10 hudng ddn sif dung thudc

WAO OUAN : Noi khd, nhiét 60 dudi 30°C.
Tréinh énh séng.

nucadn  :Tccs
SBX / Reg. No. :

BE xA TAM TAY Ciia TRE B
80C KV huthie 0N 5 DUNE TRUSC KH DONG

Sdn xudt tai

CONG TY CP DIKJIC PHAM SA VI
(SaWpharm J.5.C)

Lé Z01-02-03a KCNAMCX Tan Thudn,
Q.7, Tp.HE Chi Minh

Thudc bin theo don

200 vién nang

DIREIN

)

THACH NHIEM TROX VEN

MATUEN HANSDIAN GYKsYe

SaVi Direin (chai 200 vién)

Saw

DIREIN
COMPOSITION : Each capsule contains

Dk 50 mg

= Qs. for. 1 capaul

Lot No. Z01-02-03a, Tan Thuan (ZEPZ,
Dist. 7, Ho Chi Minh City

200 capsules

DIREIN

SaIIITTm
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S8 15 5X / Bakch Na.
Ngily SX / Mig. Date :
Han ding / Exp. Date :

TP. Hd Chi Minh, ngay .0.. thang .{£2. nim 2011
KT. Tong Giam
Phé Téng Gism Pbec (KH-CN) ¥
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CONG TY CP DUUC PHAM SAVI (SaWipharm J.S.C)
L6 Z.01-02-03a KCN/KCX Tan Thugin, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M3u nhan trén chai

¢ ban theo don
= 200 VIEN NANG

Thinh phdn : M3i vién chira :
T4 dugc vira dil ........ 1 vién

Chi dinh - Chiing chi djoh -
Lifu lstgng - Cdch ding -
Thn trong - Téc dyng phy :
Xin doc 13 hudng dén
sit dyng thubc

Bao quan : Noi khd, nhiét do
dudi 30°C. Tranh énh sang.

Doc k§ hudng din si dyng
tnrde khi ding

D€ xa t&m tay cila tré em

TRACH NHIEM TRON VEN

Sin xudt tai

DIREIN

CTY CP DUGC PHAM SA VI (SaWnpharm J.5.C)
L8 2.01-02-03a KCN/KCX Tan Tdn, Q.7, Tp.H8 Chi Minh

MATUAN HANNFDYAIN GIKoY4

SaVi Direin (chai 200 vién)

Tiéu chufn : TCCS

5616 SX, Ngdy SX, Han ding :
Xem cuw6i déy chai.

=

Diacereine 50 mg

TP. Hd Chi Minh, ngay .2/. thing .£2 nam 2011
KT. Tong Gidm
Phé Téng Gism Pbe (KH-CN) <
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TRACH NHTEM TRON VEN

CONG TY CP DUJC PHAM SAVI (SaVipharm J.S.C)
L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M3u nhan trén chai

X Thudc ban theo don

Thanh phén : MJi vién chia :
Diacereine ................. 50 mg
Ta dugc vira du ..........1 vién

Chil d|nh - Chéng chi dinh -
Li&u lugng - Cich dung -
Thén trong - Téc dyng phy :
Xin doc 10 hudng ddn

si¥ dyng thubc

Bao quédn : Ndi kho, nhiét dj
dudi 25°C. Tranh anh sang.

Tiéu chudin : TCCS
SPK :

Dgc ky hudng dén sir dyng
trudc khi dung

O€ xa tAm tay cia tré em

500 VIEN NANG

DIREIN

Diacereine 50 mg

TRACH NHIEM TRON VESN

Sin xudt tgi
CTY CP DUGC PHAM SA VI (SaWipharm J.5.C)
L0 Z.01-02-03a KCN/KCX Tan Thudn, Q.7, Tp.HG Chi Minh

(GMP-WHO)

MATUAN HANNEDYASN GYKSYs

SaVi Direin (chai 500 vién)

( Thuéc dlng cho bénh vién ]

84 18 SX, Ngay SX, Han ding :
Xem cuéi ddy cha.

VAR

TP. H) Chi Minh, ngay 4. thing £0. ndm 202
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TO HUONG DAN SU DUNG THUOC

Ry Thudc bén theo don
Vién nang _
SaViDirein 50
THANH PHAN :
* DUAEBISH v mmmnan i siasis s T s 50mg
=Taduge vira dl......o.. vovveneieiveeiiearraein, 1 vién

Lactose monohydrate, povidone K30, sodium starch
glycolate, magnesi stearate, colloidal silicon dioxide, nang
réng sé 1(ddu xanh dgm-dau tring).

DANG BAO CHE :
Thuéc vién nang
DUQC LUC HQC

Co ché khéng viém cia thube khéng lién quan dén sy trc ché
tong hop prostaglandins. Dc tinh chéng thoai hod khép va
kich thich tao sun dugc chimg minh trong céc thi nghiém in
vitro va trén dfng vét. Diacerein va rhein c6 kha ning (e ché
sinh tdng hop interleukin-1 beta & té bdo don nhan ciia ngudi.
Céc nghién ctru chi ra ring diacerein khong ngan chan sy
tng hop prostaglandins, thromboxanes hay leukotrienes
nhung lai ¢6 kha ning kich' thich sy tdng hop mot
prostaglandin dic bigt PGF-2 alpha, mét prostaglandin cé
lién quan dén sy bao v¢ té bao trong 16p mang nhay da day.

O liéu didu trj diacerein e ché sy kich thich san sinh
interleukin-1 beta v tao ra nitrous oxide. Diacerein cling lam
gidm déng ké cdc bién ddi bénh Iy cia chimg thoai hoa khop
khi so sanh véi placebo va lam gia ting céc yéu t§ chuyén
hod sinh truéng TGF-beta 1 va TGF-beta 2, kém theo kha
nang hdi phyc cia 16p sun. Diacerein khong lam thay ddi
hoat dong ctia thin va cc men cyclo-oxygenase cia tidu
huyét cdu, nén c6 thé duge dung nap & bénh nhan

¢4 chitc ndng than 1§ thuge vio prostaglandin (prostaglandin-
dependent)

DUQC DPONG HQC

Hap thu :

Sinh kha dung lidu uéng cia diacerein dat khoang 35% -
55%. Thitc an 1am chdm thoi gian dat ndng do dinh tir 2,4 gits
dén 52 git (p < 0,05) nhung lam gia ting sy hdp thu lén
25%. Do d6, tét nhit nén ubng thudc trong céc bira an.

Phén bé :

Rhein lién két voi tdng luong protein dat khoing 99%
albumin huyét trong, lién két vai céc lipoproteins v gamma-
immunoglobulins ¢6 trj thip hon. Nbng do trong hoat dich
dat dugc khoang 0,3 mg/lit — 3,0mg/lit,

Chuyén héa:

Sau khi ubng, diacerein duge chuyén hod triét dé (100%) &
gan thanh mot chét ¢6 hoat tinh 14 deacetylate rhein chii yéu
di vio h¢ tudn hoan toan thén. Phin I6n céc chit chuyén hod
ndy bao gdm ca rhein glucuronide va rhein sulfate c6 nia doi
huyét twong khodng 7 — 8 gid.

Bai tiét :

Diacerein dugc bai tiét duéi dang chét chuyén hoa qua duimg
tiéu khodng 35% - 60% véi khoang gin 20% & dang rhein ty
do va 80% la rhein lién hep.

DU LIEU AN TOAN TIEN LAM SANG

Di¥ ligu tir mdt chuong trinh nghién ctru an todn dugc hoc
cho thy diacerein khdng c6 tdc dong déng ké dén didu kién
sitc khoe thé chit n6i chung, h¢ thin kinh trung wong, chirc
ndug vdn dgng, hé co quan cam gide, hé hé hip - tim mach,
h¢ tiéu hoéa, chirc ning than, hé co quan sinh sin hogc téng
hop tiéu cdu. Nghién ciru ddc tinh rong ri cho thiy lidu LD,

{ sau khi ubng diacerein > 2000 mg / kg & chudt nhit va chugt

cong va > 1000 mg / kg & ché. Trong nghién ciru doc tinh
man tinh 6 thing & chudt cong (nhan lidu 5, 30 va 100 mg /
kg / ngay) va & chd (nhan liéu 5, 30 va 60 mg / kg / ngdy) cho
thay diacerein dirgc dung nap tét & liéu da sir dung. Ngoai ra,
diacercin khong gdy quai thai va khong hién thj bt ky doc
tinh trén béo thai hogc sinh sén. Diacerein khong c6 bt ky
tiém nang gdy dot bién gen nao trong 4 (bdn) thir nghiém c6
kiém sodt theo h¢ thdng da sir dung va khdng cho bing chitng
V€ tiem ndng gdy ung thur trong cic nghién ctru doc tinh giy
ung thr 2 ndm dugc thyc hién & nhimg con chugt nhit va
chudt céng,

CHI BINH BIEU TR]

Diéu trj thodi ho khép, viem xuong khép va céc triéu chiing
bénh lién quan,
LIEU LUQGNG VA CACH DUNG
Thudc ndy chi ding theo sw ké don cia bdc st

Céch ding:
Thudng ding dudmg udng. Udng trong céc bira an chinh dé
dat dugce dé hip thu téi da.

Liéu leong:
- Ngudi lén : Khoi ddu udng 1 vién trong bira an tdi trong 2
dén 4 tuin 1&; sau didu chinh lidu 1én 2 vién Ingay, ubng lam
2 lan,
- Suy than : phai gidm liéu (gidm % lidu diing trén néu bj suy
thin ning)

CHONG CHi DINH

Qué man cam v6i din chét anthraquinon.
Tré em dudi 15 tudi.

CANH BAO VA THAN TRONG KHI ST’ DUNG

Chung : )

- Can khéi ddu liéu didu trj : udng mét vién trong bira an téi
trong 2 dén 4 tudn 1€ ddu tién vi diacerein c6 thé gdy tiéu
chay hogc di phan léng. )

- Can khdo sit cdc thong sb huyét hoc nhu men gan mdi 6
théng, d thoi gian diéu trj ngén hogc dai.

Khong ding chung véi thudc nhusn trang.

Thén trong khi ding cho ngudi c6 thai hay dang cho con bii.

/ﬁﬁ?ﬁ
- Bénh nhan suy thén : V——

" ; LY .
Céc bénh nhan suy thn tir trung binh dén nang biéu 16 s/“." CONG
khéc biét ding ké nhu gia ting dién tich dudi duong cong \ﬁ:’? ( C (‘j’ Pt
*

gidm téng do thanh thai biéu kién khi so sanh véi ngudi 1én puUdGC F
SA

binh thuémg. Suy giam chirc ning thin n3ng (d6 thanh thé%

creatinin : 10 — 17ml/phit) s& 1am giam déng ké 9 thanh thai \Q,\

cua rhein; do vy phai giam 50% lidu diacerein cho nh&ng‘%\;‘j—f‘ﬁ
bénh nhén nay. NP H
= Bénh nhdn suy gan :

Khong c6 sy khéc bit ding ké vé cic théng sb dugc dong
hoc ciia rhein trong huyét twong va trong nuéc tiéu, giira
bénh nhan suy gan va ngudi khoé manh tinh nguyén tham gia
thir nghiém. Tuy nhién, bénh nhén xo gan c6 thé giy sy tich
lily thudc sau khi diing da lidu; do d6 cin thir nghiém can lim
sang cho cdc bénh nhén suy gan truéc khi diing thuée.

- Bénh nhi :

Dugc dgc hoc cia diacerein chira duge nghién ciru trén bénh
nhi.

Do d6, khéng dung thudc cho bénh nhi.

- Nguoi gia :
Liéu uéng mdi ngay vugt qua 100mg diacerein da duoce xac
Iap cho ngudi gia

TUONG TAC VGI CAC THUOC KHAC, CAC DANG
TUONG TAC KHAC:

W Wt s W ﬁ




Céc nghién citu 14m sang cho thiy khéng xay ra twong tac
véi cdc thubc nhu warfarin, aspirin (acid acetylsalicylic),
tolbutamide, chlor- promazine, indomethacin.

TRUONG HQP CO THAI VA CHO CON BV

Trudng hop 6 thai

Khéng 6 dir li¢u [4m sing khi dung diacerein & ngudi ¢6
thai. Kha nang gy nguy co trén ngudi chua duge xac lap. Do
d6 khdng nén ding trong thdi ky mang thai.

Trudng hop cho con bu
Khéng ¢6 dir li¢u. Tuy nhién, vl an toan, khéng nén ding
cho ngudi cho con bu.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC :

Khéng c6 tac dong

Thong bdo cho Bdc si nhitng tdc dung khéng mong mudn
g4p phadi khi sir dung thuéc

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Thuéc durge dung nap tét.

Céc tic dung khong mong mudn thudng gdp 14 tiéu chay
(37% bénh nhan). Mot vai trudmg hop dau ving duéi bung
duge bio cdo. Viée thay dbi lidu trong giai doan diu diéu trj
(2 -4 twin I8) c6 thé 1am gia tang hay giam bt cac tic dung
phu.

Céc tac dung phu khéc duge bao céo : nude tidu ddi mau
(14,4%) va | trudmg hop ha kali huyét; nhiém dc gan trong
viém gan cép va hi ching Lyell.

on cich xir tri

PHO CUC TRUONG

J@uyéa Yim Chands

Néu c6, ngimg diing thudc va thong béo cho bac sT didu tri.
QUA LIEU

Trong nhimg truéng hop qué liéu thudmg gy ra tigu chay
nhiéu I?m.‘C thyc hign cac diéu trj trigu chimg va hd trg
nhu cdn bing dién giai, néu cin.

PONG GOI :
Hop 3 vi— Vi 10 vién
Hop chai 100 vién, hép chai 200 vién va chai 500 vién

BAO QUAN :
Noi kh, nhiét d9 duéi 30°C. Trénh 4nh séng

TIEU CHUAN AP DUNG :
Tiéu chudn co s6.

HAN DUNG : -
36 thang ké tir ngdy san xudt,

TRACH RAIEA TRON VEN

DE xa tim tay ciia tré em.
Doc ky hiwedng dan sie dung trieée khi ditng.

Néu can thém thang tin, xin héi  kién Bdc si.
Sin xuft tai:
CTY CO PHAN DUGC PHAM SA VI ( Sawipharm J.S. C)
L6 Z.01-02-03a KCN/KCX Tan Thugn, Q.7, TP.HCM
Di¢n thoai  :(84.8) 37700142-143-144
Fax : (84.8) 37700145

Tp. HCM, ngay /( thang /0 nam 2012
TONG GIAM POC A4

CONG TY
cO PHAN




