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Thanh phan/ Composition: I A A”

Moi vién nang chia/ Each capsule contains: BO Y TE’

Diacerein 100mg I cucC QUAI\ L\’f DL"OC
Ta dugc va/ EXCIPIents Q.5.f ..cmmmsmmmmesmsssssssns 1 vién/ 1capsule ’ :

Pé xa tim tay tré em. Doc ky hudng dan sir dung trudc khi dung D A PHE DUYET

Keep out of reach of children.
Carefully read the accompanying instructions before use. -
Bao quan/ Storage: Noi kho, nhiét dé duéi 30°C/ Lan dau: A.V’éf A4,
Store in a dry place, below 30°C.

Tiéu chuan/ Specification:

Anthmein

TCCS/ Manufacturer’s.

Anthmein =

Box of 6 blisters of x 10 capsules

Chi dinh, Chéng chi dinh, Cach ding - Liéu dung va cacthong
tin khac/ Indication, Contraindication, Administration -
Dosage and other information: > em ta hudng dan s durg
thuc ng hop/ See the package insert inside
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Hudng dén sit dung thuéc:
Thudc bén theo don
ANTHMEIN

- Dang thude: Vién nang cing.
- Qui ciach déng go6i: Hop 6vi x 10 vién nang cing.
- Thanh phin: M3i vién nang chira:
Diacerein 100mg
Té duogc vd 1 vién
(Ta dugc gcfm: Cellactose, colloidal silicon dioxyd, crospovidon, bét talc, magnesi stearat,
mycrocrystallin cellulose).
- Céc dic tinh duge luc hoc: Co ché khang viém cia thudc khong lién quan dén sy G ché
téng hop prostaglandins. Pic tinh chdng thoai hoa khép va kich thich tao sun dugc chimg
minh trong céc thir nghiém in vitro va trén dong vat. Diacerein va rhein c6 kha nang c ché
sinh tdng hop interleukin-1 beta & té bao don nhén clia ngudi. Céc nghién ctru chi ra ring
diacerein khong ngin chin sy tdng hop prostaglandins, thromboxanes hay leukotrienes nhung
lai ¢6 kha ning kich thich sy tdbng hgp mot prostaglandin dic biét PGF-2 alpha, mot
prostaglandin c6 lién quan dén sy bao vé té bao trong 16p mang nhay da day.
O liéu diéu tri diacerein trc ché su kich thich san sinh interleukin-1 beta va tao ra nitrous oxide.
Diacerein ciing lam giam dang ké cac blen d6i bénh 1y cua ching thoai hod khop khi so sanh
voi placebo va lam gla ting cac yéu t6 chuyén hoé sinh truong TGF-beta 1 va TGF-beta 2,
kém theo kha néng hoi phyc cua l6p sun. Dlacerem khong lam thay d6i hoat dong cua thin va
cac men cyclo-oxygenase cua tiéu huyet cdu, nén c6 thé duoc dung nap & bénh nhén c6 chirc
nang thén 1¢ thudc vao prostaglandin (prostaglandin-dependent).
- Cic djc tinh dwoc dong hoc: F
P
Hip thu:
Sinh kha dung liéu uong cua diacerein dat khoang 35% - 55%. Thirc &n lam ch@m thoi gian dat
nong dé dinh tir 2,4 gi¢ dén 5,2 gid (p < 0,05) nhung lam gia ting sy hép thu 1én 25%. Do 46,
t6t nhét nén udng thudc trong céc bira in.
Phn bo:
Rhein lién két vé6i tdng lugng protein dat khoang 99% albumin huyét tuong, lién két véi cac
lipoproteins va gamma-immunoglobulins ¢6 tri thdp hon. Nong do trong hoat dich dat dugc
khoang 0,3 mg/lit - 3,0mg/lit.
Chuyén héa:
Sau khi uéng, diacerein dugc chuyén hoé triét & (100%) & gan thanh mét chét c6 hoat tinh 12
deacetylate rhein chu yéu di vao hé tuin hoan toan than. Phan 1én céc chét chuyén ho4 ndy bao
gom cé rhein glucuronide va rhein sulfate c¢6 nira doi huyét twong khoang 7 - 8 gid.
Bai tiét
Diacerein dugc bai tiét duéi dang chét chuyén hoé qua dudng tiéu khoang 35% - 60% v6i
khoang gin 20% ¢ dang rhein tu do va 80% la rhein lién hop.
- Chl dinh: Diéu trj thodi hoé khép, viém xwong khép va céc trigu chimg bénh lién quan.
- Liéu lrgng va cich dung: Dung trong bifa n chinh
Trung binh: Uéng 1 vién / ngay, ding dai ngay.
(Thudc nay chi ding theo don cua thiy thubc).
- Chéng chi dinh:Qua mén cim v6i din chit anthraquinon.
- Thén trong:
+ Chung : Can khao sat c4c thong sb huyet hoc nhu men gan mdi 6 thing, du thoi gian diéu tri
ngén hogc dai. Khong diing chung v6i thu6c nhuin trang.
i Benh nhdn suy than: Céc bénh nhéan suy thén tir trung binh dén ning biéu 16 su khac biét
déng ké nhu gia ting dién tich dudi duorng cong va giam téng d¢ thanh thai biéu kién khi so
sanh v6i ngudi 16n binh thudng. Suy giam chirc ning than ning (d6 thanh thai creatinin: 10 -
17ml/phit) s& 1am giam dang ké d6 thanh thai ctia rhein; do vay phai giam 50% lidu diacerein
cho nhitng bénh nhén nay.
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+ Bénh nhan suy gan: Khong c6 sy khéc bi¢t dang ké v& céc thong sb duoc dong/kgc cied:
trong huyét tuong va trong nudc tiéu, giita bénh nhan suy gan va ngudi khoé masi ti
tham gia thir nghiém. Tuy nhién, bénh nhan xo gan c6 thé gy sy tich lliy thud
da lidu; do d6 can thir nghiém can lam sang cho c4c bénh nhan suy gan truée khi d Tué
+ Bénh nhi: Dugc ddc hoc cua diacerein chua dugce nghién ciru trén bénh nhi. Do d
diing thuéc cho bénh nhi.
+ Ngwoi gia: Liéu ubng mdi ngy vuot qua 100mg diacerein da dugce xac 1ap cho ngudi gia.
- Phu nir ¢6 thai va cho con bu:
Thoi ky mang thai: Khdng c6 dir liéu 1am sang khi ding diacerein & ngudi c6 thai. Kha ning
gy nguy co trén ngudi chua duge x4c 1ap. Do d6 khong nén ding trong thdi ky mang thai.
Thoi kp cho con bu: Khong cé dir ligu. Tuy nhién, vi an toan, khéng nén ding cho ngudi cho
con bu.
- Tac djng cua thudc Kkhi 14i xe va vin hanh miy méc: Thudc khong anh hudng dén kha
ning lai xe va van hanh méay méc.
- Twong tic thude: Cac nghién ciru 14m sang cho thdy khong xay ra twong tac vdi céc thube
nhu warfarin, aspirin (acid acetylsahcyhc) tolbutamide, chlorpromazine, indomethacin.
- Tac d\mg khong mong | mudn:
+ Thudc duge dung nap tot. =7 o
+ Céc tac dung khong mong mudn thudng gip 1a tiéu chay (37% bénh nhén). Mot vai trudng
hop dau viing duéi bung dugc bao céo. Viée thay ddi liéu trong giai doan dau didu trj (2 - 4
tudn 1&) c6 thé 1am gia ting hay giam b6t cac téc dung phuy.
+ Céc téc dl,mg phu khéc dugc bao cdo: nu(rc tidu ddi mau (14,4%) va 1 truong hop ha kali
huyet nhiém doc gan trong viém gan chp va hoi chung Lyell.
Hudng din cdch xir tri ADR: Tam ngimg dung thude.
T hong bdo cho bdc sy nhiing tic d{mg khéng mong muon gip phii khi ding thudc.
- Qué li¢u: Trong nhitng trudng hop qua liéu thuong gy ra tiéu chay nhiéu 1an. Can thyc hién
céc didu tr triéu chimg va hd trg nhu can béng dién giai, néu cén.
- Bdo qudn: Noi kho, nhiét dQ dudi 30°C
* Luu y: Khi tha,v nang thuéc bi dm mdc, nang thube bi rdch, bép méo, bét, yén
nhéan thuéc in s6 16 SX, HD mo...hay ¢6 cdc biéu hién nghi ngor khdc phazem tkuor:.gm biVai
noi bdn hodc noi san xudt theo dia chi frong 1o huong dan sir dung. T
- Han dung: 24 thang ké tir ngay san Xut.
- Tiéu chuan dp dung: TCCS
PE XA TAM TAY TRE EM
"Doc kj hwong din sic dung trude khi ding.
Néu cin thém thong tin xin héi y kién bdc si"
THUOC‘SAN XUATTAI PHO cuc RUdNG
CONG TY CO PHAN DUQC PHAM HA TAY

La Khé- Ha Péng- TP Ha Noi Q/Vf o %f @gﬁ/’?

PT: 04.33522203- 04. 33516101 FAX: 04. 33522203

ZPHO TONG GIAM DOC
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