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Prescription Drug

MACOZTEO

Diacerein Capsules 50 mg

031Z0IYN

MACLEODD

Bw og sajnsden uiaisdei(

j Compaositien: Each hard gelatin capsule contains:
Diacerein et B0 mg
Dosage & Administration: As directed by the Physician
Indication, contra-indlcalion, precaution, side-effacts and other information:
Please see the erclosed inserl ingide
Sterage: Store in a ccol and dry place, below 30°C  Profect frem light
Spacification: In-house
Keop out of reach of children.
Carefuily read the enclosed insert before use.

Rx
Thudc ban theo don

MACOZTEO

Vién nang Diacerein 50 mg

MACLEODD

Thanh phin; Mai vién nang cirng ¢ chia:

Diacerein ... ... : 50 mg

Lidu Iwvgng & Gach ding: Theo sy chi d&n cda thdy thube

Chl dinh, chéng chi dinh, khuyén cio, tie dyng ngoai ¥ va cic
théng tin khéc: Xin xem huéng dan trong hép

Bde quan: Bdo quan thudc noi khé rac, dudl 3C°C Tranh drh sang
D4é thube xa tdm tay trd em.

Doc ki hwdng din siv dung trnde khi dong.

Ngay hét han 14 ngay 01 cia thing hét han ghi trén nhén.

3 x 10 Capsules
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Manufactured by

MACLEQODS PHARMACEUTICALS LTD.
Plot No 25-27, Survey No 366 Premier Indugirial
Estate, Kachigam, Damar - 396 210 {UT}, Indla

MACLEODS PHARMACEUTICALS L1
Allanta Arcade, 3rd Floor, Marol Church Roat
Near Leela Hotel, Andheri (East), Mumbal - 400
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MACOZTEO

(Vién nang citng Diacerein 50 mg)

CANH BAO:

Chi diing theo su ké don ciia bdc si.

Néu cdn thém thong tin, xin hdi y kién bdc si.

Khéng ditng qud liéu chi dinh. MACLEODS PHARMACE
Xin théng bdo cho bdc st biét cdc tdc dung ngogi ¥ xdy ra trong qud trinh sit dung. ~ Allanta Arcade, 3rd Fioor, Mar
DE thude xa tdm tay tré em. Near Leela Holel, Andheri (East),
Poc ki hudng ddn sit dung trude khi sit dung.

Khéng ditng thudc da qud han sit dung.

THANH PHAN: 'P/
M3i nang citng ¢6 chifa :
O R TR CEIBINT s s e T oS S5 S S R 50 mg

T4 dugc: Betacyclodextrin (betadex), natri lauryl sulphat, lactose, natri croscarmellose, silic dang
keo khan, magnesi stearat, vé nang ciing gelatin ¢3 s6 1, mau xanh hdi quin/xanh da tréi.

DUQC LUC HQOC

Diacerein ¢6 tic dung gidm dau, ha s6t, chéng viém.

Viém xudng khdp 12 mdt bénh da yéu t6, dudge dic trung bdi sy thodi héa ngay cang ting cla syn
khdp. Sun khép 12 mdt m6 khéng mach, duge gdn vdi cdc t€ bao ngoai bao, bao gdm chii y&u la
collagen loai II va cdc glycoprotein.

Tinh toan ven clia ciu tnic mé duge duy tri bdi sy cin bling giita qué trinh ddng héa vi di héa,
didu nay dugc quy dinh bdi cdc y€u 18 ting trudng clia moi trudng xung quanh va sy phin bao.
Nhiéu nghién ctu da chi ra vai trd quan trong cla interleukin-1 trong qud trinh viém xudng khdp.
MOt s& (&€ bao bao gdm céc dai thue bao, c4c t€ bio hoat dich va sun trong c4c md khdép sdn xuit
interleukin-1. Cytokin niy gép phin vao sy thodi héa clia sun khdp bing cich kich thich cdc t&

bao sdn xudt c4c enzym thiy phan protein va gidm déng héa cia sun.

Diacerein, dic biét 12 rhein - chat chuy&n héa ¢6 hoat tinh cda diacerein, giy tfc ché hoat ddng

clia interleukin-1 va protease, sy thyc bao va di tri cila dai thyc bao. N6 khdng dnh hudng dén

t6ng hop prostaglandin & dai thyc bao va khéng kich thich sy t8ng hdp clia prostaglandin trong

sun.

DUGC PONG HOC

Hép thu:

Diacerein duge chuyén h6éa hodn toan thinh rhein trudc khi vio hé tuin hoan chung. Sinh khd

dung cila rhein khodng 35- 55%. Thifc in lam chim hép thu clia thudc nhung lam ting 25% lugng

thude dugc hap thu. Sau khi uéng, néng d6 dinh trong huyét tudng (C max) la 3,2 mg/l, dat duge

sau 2,2 gid.

Phdn bé:

Thé tich phin b6 sau khi uéng li€éu don 50 mg diacerein 13 13,2 lit. Rhein lién k&t manh véi

protein huyét twong (khodng 99%).

Chuyén héa va thdi trie:

Diacerein dudng ung duge chuyén héa hoan toan thanh chit chuyén héa c6 hoat tinh 1a rhein

trude khi vio hé tudn hoin chung. Rhein dao thdi 20% qua thin hodc lién két vdi glucuronid

(60%) va k&t hgp vdi sulphat (20%) & gan, sau d6 dao thdi qua thin. Sau khi ubng mét liéu duy
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nhit 50 mg diacerein, thsi gian b4n thai la 4,3 gids, tdng d6 thanh thai biéu kién huyét twang 1a 1,6
lit/gid va d§ thanh thdi & thén 1a 0,13 1it/gid.

CHI DINH

Diacerein dude chi dinh d€ diéu tri dudng udng dii han ddc hiéu cdc bénh thodi héa khdp (viém
xudng khdp va cdc bénh li€n quan).

LIEU LUUNG VA CACH DUNG:

Liéu lugng thudmg diing cho vién nang Macozteo 12 1 vién nang udng hai lin mdi ngay vao hai
bita &in chinh trong mot thivi gian dai. Tuy nhién, vi Diacerein c6 thé 1Am ting nhanh thdi gian
thifc An qua rudt trong 2 tudn didu tri ddu tién, nén bit ddu didu trj véi 1 vién nang Macozteo mdi
ngiy udng vio bita in t&i trong 2 tudn, Khi bénh nhin di quen véi thudc nay, nén ting liéu 1én 2
vién nang Macozteo mi ngay. B4c sinén quy&t dinh thdi gian diéu trj dé dem lai hiéu qud.

Tuy nhién, vi diacerein cd khdi phdt hiéu qui chim va tic dung cd 10i quan sdt dudc sau 2-4 tudn
diéu tri, cdn khuyén khich bénh nhan khéng nén ngung diéu tri trudc khi hiéu qua ciia thudc dudc
thay rd rang. Vi diacerein khoéng e ché téng hgp prostaglandin, thuéc khéng gay hai cho da day, "
vi vy ¢6 thé duge ké don an toan vdi mét thudc khdng viém khong steroid (NSAID) trong 2-4 quc
tudn diéu tri ddu tién. .r%]/ s
Do tdc dong khdi ddu chim (sau 2-4 tuin didu tri), v khd ning dung nap rét tt qua dudng tiéu
héa nén diacerein c6 thé k&t hgp véi mot thudc khdng viém khéng steroid hoic thudc gidm dau
trong 2-4 tudn diéu tri ddu tién.

Suy thin ning (d6 thanh thdi creatinin <30 ml / phit) hodc thi€u ning than lam thay ddi dudgc
déng hoc cia diacerein do dé nén cdn nhic gidm mét m¥a liéu ban diu.

CHONG CHI PINH:

Man cdm vdi diacerein va cdc din xudt anthraquinon. Tam thdi ditng diing diacerein né€u dang
diéu tri bing khdng sinh, vi ¢6 thé dnh hudng dén vi khuin dudng rudt va déng hoc clia thube.
CANH BAO VA THAN TRONG: —
Thitc #n 1am tang hap thu clia diacerein (khodng 25%), mit khdc, thi€u dinh dwdng trdm trong
lam gidm sinh kha dung ciia diacerein. Do ty 18 mic cdc tdc dung phu, vi dy nhu van chuyén
thufic qua ming rudt cip téc, trre ti€p ty 18 thudn vdi tdng lugng thude khéng duge hip thu nén
sy hdp thu cla thudc khi déi hodc sau khi dn mot lwgng it thifc in c6 thé lam ting tdc dung phu
clia thude.

Khéng nén diing thudc nhudn tring cling véi diacerein.

ANH HUONG TREN KHA NANG LA XE VA VAN HANH MAY MOC:

Khong cé bdo cdo lién quan.

TUOGNG TAC THUOC:

Khéng nén ding diacerein ciing vdi cdc thubc lam thay ddi t6c do van chuyén thudc qua mang
rudt vashodc thay déi dic tinh ciia dudng rudt (vi du chita nhidu chét xd, phylat). Nhém hydroxid
va magnesi hydroxid 1am can trd hap thu diacerein do d6 trinh ddng ddng thdi vdi cdc thudc nay.
biéu tri bing diacerein ¢6 thé giy ting viém rudt k&t § nhitng bénh nhin da diéu tri bing khdng
sinh va/hoic héa tri liéu, nhitng thudc dé c6 thé dnh hudng dén céc vi khuin dudng rudt.

SU DUNG CHO PHU NU’ CO THAI VA CHO CON BU

Nhom B: Cic nghién citu sinh sdn dong vt da thdt bai trong viéc chitng minh mét nguy cd cho
thai nhi vd khong c6 nghién cifu diy dd vi c6 kiém sodt & phy nif mang thai hodc nghién cdu
trén dong vit da cho thdy Anh hudng bat Igi, nhung cdc nghién ciu ddy di va c6 kiém sodt d phu
nif mang thai d3 khéng ching minh nguy cd bio thai trong tam cd nguyét bat ky.

TAC DUNG KHONG MONG MUON (ADR)

Liéu 100 mg diacerein mdi ngay dude dung nap t6t § bénh nhin viém xudng khdp. Hiu hét cic
tic dung phu lién quan t6i diéu tri bing diacerein 1a bénh da day - rudt, tiéu chdy hoic cdc roi
loan lién quan. Bdo cdo thi¥ nghiém 14m sing cho thdy 8% d&n 50% bénh nhan bi viém khdp
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duge didu tri biing diacerein b tiéu chay, phin nat vi / hodc dau bung. Trong mdt s truting hop
bénh nhén bj tiéu chdy cdn phai ngung diéu tri bing diacerein, mic d triéu ching nay thuding
xuft hién sau 2 tuidn diéu tri ddu tién biing diacerein.

Pa ¢6 bdo cdo cia mét nghién citu rén 1.117 bénh nhin bi viém khdp da hoan tdt 3 thiang diéu
tri v3i diacerein 50 mg hai 1dn mdi ngay, tf 16 mic cdc tdc dung phu [a: tiéu chdy (30%), nudc
tiéu déi mau (14,4%), dau da day (5,3%), khé tiéu (3,9%) va cdc phdn dng di tng da (1,8%). Noi
sol there qudn-da diy-t4 tring cho thi'y b&nh nhin ding 50 mg diacerein hai Iin mdi ngay trong 4
tudn it g8y tdc dung phu hon so vdi diing naproxen 250 mg ba 14n mdi ngay.

QUA LIEU VA XU LI KHI QUA LIEU:

Triéu chitng: khi diing qué liéu diacerein ¢6 thé gy tiéu chiy.

X tri: dié_u tri triéu chifng, mdt s6 truding hgp phii ngung diéu tri bing diacerein.

BAO QUAN:

Bio quin thudc ndi kho rdo, dudi 30°C. Trénh 4nh sdng.

DANG BAO CHE VA QUY CACH PONG GOI:

¥Vién nang ciing

Hdp 3 vi x 10 vién nang cling. ?}//

THEU CHUAN CHA'T LUONG:
Nha sdn xuit

HAN DUNG:
36 thiang k& tr ngdy sdn xuat. LSy,
hﬁoﬂu i
3 - e * 409 p.
San xudt boi: 9 gsg

MACLEODS PHARMACEUTICALS LTD.
Plot No. 25 - 27, Survey No. 366, Premier Industrial Estate, Kachigam, Daman — 396210 (U.T.),
India.

Co 58 56 hitu gidy chiing nhédn sdn phdam duge phim:
MACLEODS PHARMACEUTICALS LTD.
Atlanta Arcade, 3™ Floor, Marol Church Road, Near Loela Hotel, Andheri (E), Mumbai ~ 400

059, India.
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