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ORACU Capsule |

(Diacerhein 50mg)

R( THUGE BAN THEQ BON

) ORACU cupe
k// (Diacerhein 50mg)

CAREFULLY READ THE INSTRUCTIONS
BEFORE USE

COMPOSITION: Each capsule conlans
Dliacarhesn . . 50 mg
INDICATICNS! mSA& s
ADMINIETRATION | CONTRA-
|INDICATIONS | PRECAUTIONS!
QTHER INFORMATION:

For dafails see anclosed [maflat
STORAGE

Store below 20T, patectng from light
QUALITY SPECIFICATION: In-Hausa
PACKAGE: 10 blistars x 10 capsules

Wisa No./ SEK

Lot Mo 1S4 18

Mig Datel Ngay SX
Exp Date/ HD

DNNK

100 Caps.

Sin wult t

DAEWOO PHARM. CO., LTD
576, Smrpyung-Dong. Pusan-City, Han Qude |

(Bwpg ureysaselq)
" NIVHO

BOC KY HUNONG DAN SUF DUNG
TRUOC KHI DUNG

THANH PHAN: M3 vin nang chira:
Diacerhain... 50 mg
CHI BINH/ LIEU DUNG-CACH DUNG |
CHONG CHI BINH | THAN TRONG/
THONG TIN KHAC:

Xem chi tibt trong 1 hudng diin siv dung
BA0 QUAN:

Bdo quin dudn 30°C. franh anh sdng
TIEU CHUAN CHAT LLIQ'NG:

Nha sidn sl

BONG GOI: 10 vix 10 vién nang

KEEROUTLEHEACH OF

0 RAC U Capsule
(Diacerhein 50mg)

R PRESCRIPTION DRUG

| BE NGOAI TAM TAY TRE EM

) ORACU «.u.

\» &/

(Diacerhein 50mg)

100 Caps.|

Marufactured by, /'. ¥
DAEWOO PHARM. CO., LTD/ =),

579, Shopyung-Dong. Pusan-Cily. Komf
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Visa No./ SBK

Lot No./S6 16

Mfg. Datef Ngay SX
Exp. Date/ HD :
DNNK

ORACU ......

(Diacerhein 50mg)

B( THUQC BAN THEQ BON

) ORACU ...

" 4 (Diacerhein 50mg)

(30 Caps.

San xult tal
DAEWOO PHARM. CO,, LTD

578, Shinpyung-Dong, Pusan-City. Han Quéc

(Bwpg uleyeoeiq)

CAREFULLY READ THE INSTRUCTIONS BEFORE USE B0OC KT HUONG DAN SI7 DUNG TRUOIC KHI DUNG
COMPOSITION: Fach capsule contains

Diaceanain . ............ 50 mg
1IIJICII'IONSI'DOSIGE G .llJMlHIS‘I’ﬂ.l‘I’ION I
CONTRA INDICATIONS | PRECAUTIONSIOTHER INFO
For delails sea anciosed leafiel

STORAGE: Efore balow 30°C. protactng fram sghl
QUALITY SPECIFICATION: In House

PACKAGE; 3 biistars x 10 capaules

| KEEP OUT OF REACH OF CHILDREN |

THANH PHAN: M&i vign nang chira:
Diacerhan. ... 0 mg

CHi B|NHI LIEU DUNG-CACH DUNG

CHONG CHI BINH | THAN TRQNG! THONG TIN KHAC:
Xem chi tift lreng & hudng odn siroung

BAC QUAN: Bdo quan durd 30°C, trdnh dnh sdng

TIEU CHUAN CHAT LLPONG: Nna sdn xudt

BGNG GOI: 3 vix 10 vidn nang

| BE NGOAI TAM TAY TRE EM |

(Diacerhein 50mg)

ORACU ......

R PRESCRIPTION DRUG

") ORACU ..

\.. ./ (Diacerhein 50mg)

Manufactured by

DAEWOO PHARM. CO,, LT -

Lavts vl v oul

4
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Doc kj hwéng din siv dung trwde khi ding.
Néu can thém théng tin, xin héi y kién thay thuéc.
Chi diing thuédc nay theo sw ké don cia thiy thudc.

ORACU Vién nang

THANH PHAN:
M3i vién nang cimg chira:
Diacerhein ........coooevvviiiiiienininnn, 50 mg
Ta duoc: Lactose Hydrate, Povidone, Magnesium Stearate.

DUQC LUC HQC:
Khac vai cac thuoc khang viém khong steroid, co ché tic dong cuia Diacerhein khong lién
quan dén su tong hop prostaglandin. Péc tinh chéng viém xwong khép va kich thich sun da
duoc chirng minh trén in vitro va trén md hinh ddng vét. Diacerhein va rhein trc ché su san
Xuét interleukin-1 béta boi cac bach cdu don nhén to & ngudi va e ché tic dung cua
cytokine trén té bao sun in vitro. Thudc thé hién tac dung bao v¢ sun trén sun nhan tao nudi
cay va giam muc do tén thwong mang hoat dich, xwong va sun trong bénh viém xuong
khép. Chung cling c6 vai tac dung e ché trén sy hoat hoa va di chuyén cua bach cau, didu
nay gop phan vao tac dung khang viém yéu cua thudc. Cac nghién ctru di chi ra ring
Diacerhein khong tre ché su tong hop prostaglandin, thromboxane, hogc leukotriene nhung
thuc té c6 thé kich thich su tong hop prostaglandin, dic bi¢t la PGF-2 alpha, mot
prostaglandin c¢é tac dung bao Ve t& bao niém mac da day. Diacerhein khong lam thay doi
hoat tinh cyclooxygenase tidu cau hodc than va do d6 c6 thé dugce dung nap & nhimg bénh

nhén c6 chirc nang than phu thudc vao prostaglandin. /
DUQC PONG HOQC:

Hip thu: Sinh kha dung dudng udng cia Diacerhein khoang 35% dén 56%. Udng thude
cing véi thire an 1am cham thoi gian dat ndng d6 dinh tir 2,4 gio dén 5,2 gior (p<0,05),
nhung tang su hp thu 1én 25%. Do vdy, nén udng thude cing luc an. '

Phan bé: Lién két voi protein toan phan cua rhein 1a khoang 99% véi albumin huyét tuong
va lién két it hon voi lipoprotein va gamma-immunoglobulin. Nong dd thudc trong hoat
dich dat khoang 0,3 dén 3 mg/L.

Chuyén héa: Sau khi dung bang dudong udng, Diacerhein duge chuyén hoa chi yéu & gan
thanh rhein 1a chét chuyén héa c6 hoat tinh da khir nhom acetyl, trude khi vao tuan hoan
chung. Cac chét chuyén hoa ¢6 hoat tinh chii yéu la Rhein glucuronide va Rhein sulfate véi
thoi gian ban thai tir 7 dén 8 gio.

Thai trir: Su bai tiét vao nuée tidu cia Diacerhein dudi dang chat chuyén hoa 1a khoang
35% ~ 60%, voi khoang 20% & dang rhein tu do va 80% ¢ dang rhein lién hop.

CHI DINH:
biéu trj triéu chimg bénh viém xuong khop, cac bénh khodp va thoai héa khop.

LIEU LUQNG VA CACH DUNG:
Thudc duge dung bang dudmg udng.
Khoi dau, dimg lidu 1 vién nang x 1 lan/ngay vao budi tdi trong 2 dén 4 tudn dau, sau do
dung lidu 1 vién nang x 2 lan/ngay.
Liéu thuong dung: 1 vién nang x 2 lan/ngay.
Thude duge hip thu tét nhét khi udng ciing luc an.

CHONG CHI PINH: , . ,
Qué man voi diacerhein hodc bét cir thanh phan nao cua thude.



Bénh viém ruét (viém loét két trang, bénh Crohn), tic nghén rubt.

THAN TRONG VA CANH BAO:
Thén trong chung

« Nén diéu tri khoi dau véi lidu mot vién nang udng vao budi tdi trong 2 dén 4 tudn dau do
viée diing thube Hic ddu cé thé 1am ting nhu dong rudt.

+ Nén diéu tri lién tuc it nhit 6 thang: cac thir nghiém lam sang d3 chimg minh rAng c6 thé
ding thudc nay trong 2 nim ma khéng c6 tac dung ngoai ¥ nghiém trong nao.

+ Nhu véi cace trj iéu 1au dai khéc, nén theo ddi cac chi s6 xét nghidm, ké ca men gan, mdi 6
thang.

« Trdnh diing déng thoi véi cac thude nhuin trang.
Suy than
O nhitmg bénh nhan suy than trung binh dén ning, cé s gia ting ddng ké AUC va giam su
thanh thai toan phin so voi ngudi trudng thanh khoe manh, Trudng hop suy thin ning
(thanh thai creatinine 10 dén 27 ml/phnt) giam dang ké sir thanh thai rhein & than, do vay,
cdn phai giam 50% liéu diacerhein & nhimg bénh nhan suy than ning.
Suy gan
Khong c6 su khac bi¢t dang ké cic théng sb duge dong hoc ciia rhein trong huyét tuong
ho#c trong nudce tiéu gitta nhng bénh nhén suy gan va nhimg ngrd tinh nguyén khoe
manh. Tuy nhién, xo gan ¢6 thé inh huéng dén su tich Hiy thude sau khi ding da lidu, nén
theo ddi 1am sang chét ché trén nhiing bénh nhan suy gan.
Ding thuée cho nguwdi cao tudi
Liéu diing hang ngay vuot qua 100mg can dam bao theo d&i ldam sang chit ché & nhung
bénh nhén cao tudi. I
Ditng thude cho bénh nhi /
Duoc déng hoc caa diacerhein chira duge nghién ciru trén nhém dén s6 bénh nhi, do vay
khdng nén ding thudc trén nhém dan sb nay.

TAC DUNG NGOAI Y:
Nhin chung, thuc duge dung nap tbt. Tac dung khong mong mudn duge bdo cdo thdng
thudng nhét 13 tang thoi gian nhu ddng rudt (tidu chay & 37% bénh nhin). Vai trudng hop
bi dau bung dwoc md ta. P giam thidu nhimg tac dung ngoai ¥ nay, dwoe phép diéu chinh
l1éu & thoi diém déu diéu tri (2 dén 4 tuan). Céc tac dung ngoai ¥ khac duge ghi nhan 13
mAt mau nude tidu & 14,4% truong hop va céac lruong horp riéng 1é bi giam kali mau, déc
tinh trén gan din dén viém gan cdp va hoai tir bidu bi nhifm dbc gdy tir vong (hoi chimg
Lyell).

Théng bdo cho Biéc si nhitng tdc dung khdéng mong muén gip phdi khi sit dung thuée.

-

SU DUNG THUOC O PHU NU MANG THAI VA CHO CON BU:
Sir dung thube & phu nir mang thai: Khong nén dung diacerhein cho phu nit ¢6 thai.
Khdng c6 cdc dir ligu 1dm sang vé vige dung diacerhein cho phy nir mang thai. Chua biét
céc nguy co tiém an khi dung thude nay trén phu nir mang thai.
Sir dung thudce & phu nir cho con bii: Khéng nén ding cho phu nir cho con bit vi duge
ddng hoc cla diacerhein chua duge nghién cimi trén phu nit nudi con bang sita me.

TAC DUNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khéng co.
TUONG TAC THUOC: ‘ ,
Cac nghién ciru 1dm sang da ching minh rang khéng c6 su tuomg tde véi cac thude khice

nhur : warfarin, tolbutamide, aspirin, chlorpromazine, indomethacin.

QUA LIEU & XU TRi:
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Trong céc truong hop qua lidu, thuoc 6 thé gdy tiéu chay b at. Diéu tri tridu chimg vaoi su
hiéu chinh mét can bang dién giai néu xét thiy can thiét.

BAO QUAN:
Béﬂo quan duai 30°C, tranh anh séng.
Dé xa tam tay ciia tré em

TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.

HAN DUNG: 36 thang ke tir ngdy san xuat.

DPONG GOI: Hop 100 vién nang (10 vi x 10 vién nang); Hop 30 vién nang (3 vi x 10 vién
nang).

San xuat béi:

DAEWOO PHARM. CO., LTD.

Address: 579, Shinpyung-Dong, Pusan-City, Han Qudc
Tel: 82-51-2043831~4  Fax: 82-51-2023397

PHO CUC TRUONG

JVW% Vi Chank




