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COMPOSITION:

Each hard gelatin capsule contains:

0317

iacerein
cipients .s..
5

50 mg
one capsule

ations, administration, dosage,
iidications and other

/i)

Read carefully the enclosed insert before use.
Do not exceed recommended dosage.

Store at temperature below 30°C, in a dry
place, protect from light.

Manufactured by:
OPV PHARMACEUTICAL JOINT STOCK CO.

No. 27, 3A Street, Bien Hoa II Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province.

Diacerein 50 mg
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MAU NHAN DU KIEN

Diacerein

Opecerin’so

50 mg

/#yﬂ

THANH PHAN:
Méi vién nang cing chita:
Diacerein
T4 duge vira du

50 mg
.. mot vién

Chi dinh, cich dung, liéu diung, chdng
chi dinh va cdc théng tin khdc: Xin
doc trong 1 hudng din sit dung.

Opecerin’so

50 mg

Diacerein

D€ xa tdm tay tré em

Poc ky hudng din st dung tuéc
khi dung.

Khong dung qui liéu chi dinh.

Bdo qudn ¢ nhiét d6 dudi 30°C, noi
kho rdo, tranh anh sing.

Séan xuét tai:

CONG TY CO PHAN DUQC PHAM OPV
S§ 27, Pudng 3A,

(dffp)
|V

COMPOSITION:

Each hard gelatin capsule contains:
Diacerein 50 mg
Excipients q.s. .. one capsule

Indications, administration, dosage,
contraindications and other informa-
tion: See the insert.

Keep out of reach of children

Read carefully the enclosed insert
before use.

Do not exceed recommended dosage.

Store at temperature below 30°C, in a
dry place, protect from light.

Manufactured by:

OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street,

HQP 10 Vi x Khu Céng Nghiép Bién Hoa II, BOX OF 10 BLISTERS x Bien Hoa 11 Industrial Zone,
10 VIEN NANG CUNG Pharmaceuticals Phudng An Binh, Tp. Bién Hoa, Tinh Bong Nai. 10 HARD GELATIN CAPSULES Pharmaceuticals An Binh Ward, Bien Hoa City, Dong Nai Province.
$6 16 SX/ Lot N%
NSX/ Mfg. Date:
HD/ Exp. Date:
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Ta duoc: Lactose monohydrat, croscarmellose natri, povidon K30, silic oxyd dang keo khan,

magnesi stearat.
DANG BAO CHE: Vién nang cling

QUY CACH PONG GOI:
- Hop 3 vi x 10 vién nang cting.
- Hop 10 vi x 10 vién nang cting.

Nhém dige Iy: Thube chdng viém va chong thap khép, khong steroid. 7

Ma ATC: MO1AX21

Diacerein 1a mot dan xudt anthraquinon c6 hoat tinh khang viém trung binh. N6 1a thudc khang

viém dung lidu cao ma khong gay kich tmg dén da day.

Thubc tac dong chdm va xudt hién vao khoang ngay diéu tri tha 30 va tac dong déng ké vao

khoang ngay thtt 45. Téc dung cua thude tang thém khi két hop véi céc thude khang viém khong

steroid. |
I v

In vitro, diacerein ¢6 cdc tinh chat sau: ;;@

+ Uc ché thuc bao va di chuyén cua cac dai thuc bao, /gg

+ Ut ché viéc san xudt interleukin 1, ‘é ’

+ Giam hoat tinh tao keo. %) \

N~
DUQC DONG HQC %

Sau khi udng, diacerein trai qua qua trinh chuyén héa lan dau & gan va bi khir acetyl hoan toan

thanh rhein. Chét nay 1a chét lién hop sulpho.

Sau khi hip thu mot lidu don 50 mg diacerein, ndng do dinh trong huyét tuong dat duoc trung

binh sau 2,5 gio va ndng do dinh cta thude 1a 3 mg/l.

Dung diacerein trong bita &n lam ting sinh kha dung (dién tich duéi duong cong tang gin 25%)

va su hép thu bi tri hoan.

+ D1 voi lidu tir 50 dén 200 mg diacerein & lidu don, tit ca céc thong sé duge dong hoc khong
phu thudc vao lidu ding.

+ Gin két protein rit cao (99%). Chu yéu la lién két 4i luc cao v6i albumin.

+ Thoi gian ban thai cta rhein 1a khoang 4,5 gio. Tong lugng duge bai tiét trong nudc tiéu la
khoang 30%. Rhein duge thai trir qua nude ticu dén 80% & dang sulfo va glucuronid va 20% &
dang khong doi.

+ O lidu lap lai (50 mg x 2 14n mdi ngay), diacerein c6 su tich Iy thap.

+0 nhiing bénh nhéan bi suy than nang (do thanh thai creatinin dudi 30 ml/phut), dién tich dudi
dudng cong va thoi gian béan thai 1a gép doi va su bai tiét qua dudng tiéu giam di mot nia.

+ O nhitng bénh nhan cao tudi, do kha ning dung nap tbt ctia thude, khong can thiét phai thay
ddi liéu dung, madc du vi¢e thai tror chdm hon.
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6. CHi DINH

7

.

Biéu tri triéu ching cho céc bénh nhan thoai hoa khép hong hodc gbi, voi tac dung cham.
Khong khuyén cdo didu tri bang diacerein cho nhitng bénh nhan thodi héa khép hong cé tién
trién nhanh do nhitng bénh nhén nay c6 thé dép tng yéu hon véi diacerein.

CACH DUNG, LIEU DUNG

Cdch dimg: Thube ding dudng udng, nén udng thudc cung véi bita dn (mdt vién vao bita sang
va vién con lai vao bira téi). Thude phai duogc nudt nguyén ven (khong dugc lam v thuéc) VGl
mot ly nude.

Liéu diing:

Viée st dung diacerein nén duoc bit ddu boi bac s§ ¢6 kinh nghiém trong diéu tri thoai héa
khop.

Khuyén céo khong ké diacerein cho bénh nhan trén 65 tudi.

Do mdt sé bénh nhan c6 thé bi di ngoai phan long hodc tiéu chay, lidu khai dau khuyén cao cua
diacerein 14 50 mg x 1 1an/ngdy vao bita toi trong vong 2 - 4 tudn dau tién. Sau d6 c6 thé ting lén
lidu 50 mg x 2 lan/ngay.

Khong can chinh lidu & bénh nhan suy than trung binh va ngudi cao tudi.

Suy thdn: Trong trudng hop suy than ning (do thanh thai creatinin dudi 30 ml/phut), liéu hang
ngay nén giam khoang 50% liéu khuyén céo cho ngudi lon.

8. CHONG CHI DINH

Qué man véi diacerein hodc véi bat cir ta duoc nao cua thude.
—  Bénh viém rudt két (viém loét dai trang, bénh Crohn ...),
— Hoi ching tic rudt hodc ban tic rudt.
— Hoi ching dau bung khong rd nguyén nhan.
—  Quéa man véi rhein va cac chat ¢ hoat tinh gan gidng véi né.
— Bénh nhan dang méic cac bénh vé gan hodc ¢6 tién st bénh gan.

9. LUU Y VA THAN TRONG

Tiéu chay: Udng diacerein thuong xuyén c6 thé gy tiéu chay (xem phan tac dung khong mong
mudn), tir d6 dan t6i mat nude va giam kali mau. Bénh nhan nén ngimg str dung diacerein khi bi
tiéu chay va trao ddi voi bac s§ diéu tri vé cac bién phép didu tri thay thé.

Cén sit dung than trong ¢ bénh nhan uéng thude loi tiéu, vi mat nude va ha kali mau co thé xay
ra. Pdc biét than trong trong truong hop ha kali mau & nhitng bénh nhan dugc diéu tri bang cac
glycosid tim (digitoxin, digoxin).

Nén tranh dung dong thoi véi cac thude nhudn trang.

Nong do enzym gan huyét thanh cao va ton thuong gan cép tinh triéu ching c¢6 lién quan
diacerein da dugc bdo cédo trong thoi gian hau mai. Trudc khi bat dau diéu tri v6i diacerein, bénh
nhéan can duoc dat ciu hoi vé tinh trang bénh gan dang méc hodc c6 tién st bénh gan. Cac dau
hiéu tén thuong gan nén duge theo ddi va nén than trong khi ding diacerein ddng thoi véi cac
thudc khéc gy ton thuong gan. Bénh nhan nén dugc khuyén han ché udng ruou trong khi diéu
tri bang diacerein. Ngung diéu tri bang diacerein néu enzym gan tang cao hoic c6 ddu hiéu nghi
ngo hoac tri¢u ching ton thuong gan dugc phat hién. Bénh nhan cin duoc tu vin vé cac diu
hiéu va triéu chimg cta nhiém ddc gan va phai thong bao ngay 1ap tirc véi bac s§ cua ho trong
truong hop xudt hién cac triéu ching goi y ton thuong gan.

Suy than lam thay ddi duoc dong hoc cua diacerein va can giam lidu khi d6 thanh thai creatinin
<30 ml/phut.

Khéng dung cho tré¢ em dudi 15 tudi.
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Thudc nay c6 chira lactose. Bénh nhan co vAn d& vé di truyén hiém gip khong dung nap
ghlactose, thiéu hut Lapp lactase hodc kém hép thu glucose-galactose khong nén dung thudc nay.
Phu ni¥ ¢6 thai: Nghién ctru thuc nghiém & dong vat cho thdy su chdm héa xuong & bao thai do
tac dung ddc tinh trén ca thé me & lidu cao. Hién tai khoéng c6 dir li¢u 1am sang dé‘ly du dé danh
gia tac dong gay di tat hodc gay quai thai co thé ¢ cta diacerein khi dung trong thai ky. Do do,
khong khuyén cédo dung thude nay trong khi mang thai.

Phu nir cho con bu: Khong nén dung thudc nay cho phu nit cho con b, vi cac dan xudt

anthraquinon di vao sita me voi lugng nho da dugce chirng minh trong céc tai liéu y van.

Anh hudéng ciaa thube déi véi cong viéc: Chua ghi nhan dugc bdo cdo phan tng bét loi hodc

chua ¢6 nghién ctru ndo vé anh huong cta thude 1én kha ning van hanh méay moc, lai tau xe,

nguoi lam viée trén cao va céc truong hop khac.

10. TUONG TAC THUOC

—  Khéng nén dung ddng thoi diacerein voi cac thude lam thay doi thoi gian di chuyén thic an
qua rudt.

— Khong nén dung ddng thoi voi céc thube cé hydroxyd nhém va/hodc magnesi dé lam ting
t1 da sinh kha dung ctia diacerein.

—  Ubng diacerein c6 thé dan dén tiéu chay va ha kali mau. Can than trong khi ding dong thoi
véi cac thude loi tiéu vashodc cac glycosid tim (digitoxin, digoxin), do ting nguy co loan
nhip tim.

11. TAC DUNG KHONG MONG MUON
Roi loan tiéu hoa:
RAt thuong gip (ADR > 1/10): Tiéu chay, dau bung.
Thuong gip (1/100 < ADR < 1/10): Dai tién nhiéu lan, ddy hoi. Noi chung, nhiing tac dung
giam di véi viée tiép tuc diéu tri. Trong mot s& trudng hop, tiéu chay ning véi cac bién chimg
nhu mat nude va rdi loan cén bing nude va dién giai.
Réi loan gan mdat:
it gap (1/1000 < ADR <1/100): Céc trudng hop enzym gan ting cao trong huyét thanh.
R6i loan da va mé dudi da:
Thuong gap (1/100 < ADR < 1/10): Ngtra, phat ban, eczema.
R&i loan hé gan mat: Céc truong hop tdn thuong gan ¢ip tinh, bao gdm ca ting enzym gan huyét
thanh va céc truong hop viém gan ¢6 lién quan dén diacerein d duge bdo cdo trong thoi gian
hau mai. Phin 16n cdc truong hop ndy xay ra trong nhiing thang dau tién khi bat dau diéu tri.
Can theo ddi chit ch& cac ddu hidu va triéu ching tén thuong gan trén bénh nhin (xem phin
Luu y va than trong).

12. QUA LIEU VA CACH XU TRI ,, ‘
Triéu chirng: Trong truong hop qua licu, c6 the gay tiéu chdy nhiéu.

Cdch xir tri: Cin diéu tri triéu ching vé1 hiéu chinh can b?mg nude-dién giai. Chua cé thude giai
ddc dac hicu.
13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khong dung qua licu chi dinh.
14. PIEU KIEN BAO QUAN: O nhiét do dudi 30°C, noi kho rdo, tranh énh séng.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xudt. Khong dung thude khi quéa han dung.
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16. TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV
S6 27, Dudng 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Pong Nai
DT: (061) 3992999  Fax: (061) 3835088
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