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Thanh phin: M8l vién nang ciing chita:

Diacerhein 50 mg

Chi dinh, Liéu diing va céch dung, Chéng chi dinh,
Thén trong, Twdng téc thudc, Tac dung khéng
mong mudn: Xem td hudng din st dung thube.

 Bao quan: B&o quan trong bao bi kin, d nhiét

dd phang (khéng qua 30°C), franh anh séng.
Tiéu chufin: Nha san xust

Dang bao ché: Vién nang cing
Nha nhap khau:

Ba6ng gél: 3 vi x 10 vién nang cing

D& xa tam tay tré em.

Boc ky hwdng dén st dung trede khi ding.
Cac théng tin khac @8 nghi xem trong 3
hwdng dan sif dung kém theo.

SBK: Xem Visa No. NSX: Xem Mfg. Date.
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Composition: Each capsule contains:
Digcerhein ...........................50 mg

Indications, Dosage & administration,
Contraindications, Precautlons, Drug
interactions, Adverse reactions:
Refer to the insert paper.

Storage: Store in a closed container at
room temperature { Not exceeding 30°C),
protect from light.

Specification: In-House

Visa No.
Lot No.
Mfg. Date:
Exp. Date:

KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFQRE USE
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HUONG DAN SU DUNG THUGC

R, Thudc ban theo don

DIACERA CAPSULE

s Thubc nay chi dung theo don ctia bac si.

o Doc ki hudng dan st dung trude khi ding. Néu cén thém théng tin, xin hoi y kién béc st

hodc dwoc si.

e Théng bao cho bac si nhing tac dung khéng mong muén gdp phéi khi st&¢ dung
thuée.

o Dé thubc xa tam tay tré em.

s Kh6éng ding thudc qué han in trén bao bi.

THANH PHAN

Hoat chét: Diacerhein 50mg

Té duoc: Lactose hydrat 150 mg, cellulose vi tinh thé 40 mg, hydroxypropylcellulose 30
mg, silicon dioxyd dang keo 15 mg, natri tinh bt glycolat 12 mg, magnesi stearat 3 mg,
nang ctrng s6 2.

MO TA

Vién nang clrng, ndp mau vang, than mau trang, cé in chir “GUJU” va “DA50" bang murc
den, bén trong chira bbt mau vang.

DUYQC HOC

Dworc e hoce!

Co ché tac dung cla Diacerhein khac véi cac thude chéng viém khéng steroid do
Diacerhein khong rc ché tdng hop prostaglandin. Tac dung chéng viém xwong khdp va
kich thich téi tao sun da dwoc chivng minh trong cac nghién ctru in vitro va trén dong
vat. Diacerhein va rhein (dang chuyén hoa ¢ hoat tinh ciia diacerhein) (rc ché san xuét
interleukin-1 beta tlr cac dai thire bao va (e ché tac dung cua cytokin trén té bao sun in
vivo. Thudc co tac dung bao vé sun trén mé hinh sun phan lap va lam gidm nhe ton
thwong sun, xwong va mang hoat dich. Thube cling ¢é tac dung e ché si 'gljuyén va
hoat hoa bach cau, do d6 gop phan vao tac dung chéng viém yéu. Nghién clrll cho thay
diacerhein khéng e ché tdng hop prostaglandin, thromboxan hay leukotrien ma thue té
kich thich tdng hop prostaglandin, dac biét 1a PGF-2 alpha, |a prostaglandin ¢6 tac
dung bao vé té bao niém mac da day.

O liéu diéu tri, diacerhein (rc ché sé@n xuét interleukin-1 beta va nito oxid. Thuéc lam
giam dang ké viém kh&p so véi nhém khéng dwoc diéu tri va kich thich san xuét yéu tb

tang trudng chuyén dang TGF-betal va TGF-beta2 gitip tai tao sun. Diacerhein khéng
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anh hwéng dén hoat tinh cla cyclooxygenase trén than hodc tiéu ciu, do d6 thubc co
thé dwoe dung nap & bénh nhan cé chirc ndng than phu thudc prostaglandin.

Dwoe dbéng hoc:

Hép thu

Sinh kha dung cua diacerhein khi dung theo dwdng udng 1a 35% dén 56%. Thirc dn lam
kéo dai thdi gian dat ndng dd dinh trong huyét twong tir 2,4 gi 1&n 5,2 gi& (p < 0,05)
nhwng lai 1am tang murc d6 hap thu 18n 25%. Do d8, nén ubng diacerhein trong bira &n.
Phén bd

Ty 1& rhein gén v&i protein huyét twong la khoang 99%, chii yéu 1a gén v&i albumin, mat

phan gén véi lipoprotein va gamma-immunoglobulin. Néng dé thudc trong hoat dich 1a
0,3 dén 3,0 mg/l.

Chuyén hoa

Diacerhein bj chuy&n hda manh (100%) tai gan khi dung theo dwéng udng tao ra rhein
la dang deacetyl héa c6 hoat tinh réi di vao tuadn hoan chung. Cac chét chuyén hoa
dang lién hop ¢ hoat tinh chi yéu I3 rhein glucuronid va rhein sulfat véi thoi gian ban
thai tir 7 dén 8 gio.

Thai trer

Ty 1 diacerhein thai trir qua nwéc tiéu dwdi dang cac chét chuyén hoa tlr 35% dén
60%, trong do6 cé khodng 20% dwdi dang rhein ty do va 80% dwdi dang lién hop.

CHI BINH

DIACERA CAPSULE duwoc chi dinh d& diéu tri cac bénh viém xwong khép.

LIEU DUNG VA CACH DUNG

Ubng 50 mg (1 vién) hodc 100mg (2 vién) méi 1an, 2 1an méi ngay.

Nguwoi Ion:

Liéu théng thirerng 1a 2 vién méi ngay, 1 vién budi sang, 1 vién bubi tdi, trong hodc sau
khi &n. Tuy nhién dé thubc dung nap tét hon (nhw trdnh phan mém Iic gaw, & mot sb
trwerhg hop, nén bat dau véi ¥z lidu khuyén nghi (1 vién 1 ngay) trong tuén d4u, sau do
tang I1&n lidu khuyén nghj (2 vién chia 2 1an 1 ngay).

DIACERA CAPSULE kh&i dau tac dung cham nhuwng hiéu qua cla thubc kéo dai it nhéat
2 thang sau khi ngirng dung thudc. Do kh&i dau tac dung cham (30-45 ngay méi dat
dwoc tac dung giam dau), nén ding thudc lién tuc trong téi thidu 1 thang dé theo doéi
hiéu qud clia thudc. Ngoai ra, nén didu tri khdi dau bang cac thubc gidm dau/chdng
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viém tac dung nhanh théng thuéng. Bac sy sé quyét dinh thoi gian dung thube dé dat
dwoc hiéu qua diéu tri mong mudn.

Tré em:

Chwa co nghién ctu lam sang dworc thire hién & iré em, do vay khéng nén dung thudc
cho tré em.

CHONG CHi BINH

Chédng chi dinh diacerhein cho bé&nh nhan qua man v&i diacerhein hodc bat ky thanh
phdn nao cla thudc cling nhw bé&nh nhan co tién s qua man véi cac dan chét
anthraquinon.

Suy than hoac suy gan nang.

TAc rudt hodc gia tac rudt.

Bénh viém dwdng tiéu hoa (viém loet dai trang, bénh Crohn)

Tré em dwei 15 tudi

Phu nir cd thai cho con bt

THAN TRONG

Than trong chung

Nén xem x&t tam théi ngirng ding thude khi dang didu tri khang sinh do khang sinh c6
thé lam thay déi hé vi khudn ruét. Ty [& loi ich/nguy co nén dwoc can nhic khi diing
DIACERA CAPSULE & nhitng bénh nhan co tién s rdi loan co that rudt, dac biét dau ta
trang kich trng.

Khéng nén dung DIACERA CAPSULE ddng thdi véi thude nhuan trang.

Do ¢o chira lactose, khéng nén dung DIACERA CAPSULE & nhiirng bénh nhan bi bénh
di truyén hiém — khéng dung nap galactose, thiéu Lapp lactase hoac réi loan hap thu
glucose-galactose.

Bénh nhén suy thdn

O bénh nhan suy than vira dén ndng, trj sé dién tich dwéi duwéng cong téng dang ké va
téc dé thanh thdi gidm dang k& so vé&i ngudi khde manh. Véi bénh nhan suy\@n nang
(tdc d6 thanh thai creatinin tir 10 dén 27 ml/phut), tbe dd thanh thai diacerhein qua than
gidm manh, do do, nén gidm liéu diacerhein xuéng con 50% va thir chirc ndng than theo
dinh ky.

Bénh nhén suy gan

Cac théng s dwoc dong hoc cla diacerhein khdng co sw khac biét dang ké gitka bénh

nhan suy gan v&i ngudi khée manh. Tuy nhién, do tinh trang xo gan c6 thé gay tich Iiy
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thubc khi dung nhiéu lidu, bénh nhan thidu ndng gan cin dwoc theo doi chat ché trén
lam sang.

Sir dung cho bénh nhan nhi

Dwgc ddng hoc cua diacerhein trén dbi tweng bénh nhan nhi chwa dwec nghién ctru, do
do, khéng nén str dung thudc & nhitng bénh nhan nay.

Str dung cho bénh nhan cao tubi

Dung thudc than trong cho ngwdi cao tudi.

Khi st dung liéu hang ngay vweot qua 100 mg cho bénh nhan cao tudi, cin theo doi chat
ché tinh trang bénh nhan trén Iam sang.

TAC DUNG KHONG MONG MUON (ADRY):

Pé an toan clia DIACERA CAPSULE duoc dinh gia & trén 5000 bénh nhan trong cac
nghién clru 18m sang, 6% trong s6 do phai ngirng diéu tri do tac dung khéng mong
mudn.

Anh hwéng trén dwéng tiéu héa: Tang lwu théng rudt 1a tac dung khong mong mudn phd
bién nhat (7%} lién quan dén dung thudc. Triéu chirng cé thé xuat hién trong vong vai
ngay dau diéu tri. Trong hau hét tredng hop, céc triéu chirng nay thodi lui ddng thevi véi
vigc nglrng thude. la chdy, dau ving thwong vi va cac rdi loan dwoc bao céo & 3-5%
bé&nh nhan diéu tri, trong dé nén, budn nén xuat hién & <1% bénh nhan nay. Udng thubc
cling blra &n hodc bat dau diéu trj vai lidu Y2 liéu khuyén cao (1 vién 1 ngay) c6 thé lam
gidm ty 1& xuat hién tac dung khéng mong mudn nay, Nhudém mau rudt (Melanesia coli)
hiém khi xay ra (1-10% bé&nh nhan).

Anh hwréng trén than va nuéc tiéu: D& mau nwéce tidu ¢o thé xay ra. Bidu nay 1a do céu
tric phan tl thude va khong cé ¥ nghia [am sang (tAn suét >10% bénh nhan).

Anh hwdng trén da va mé da: Mét s6 trieéng hop b thé bi ngra, eczema, phat ban da
(1-10% bénh nhan). .

Théng bdo cho bac si nhirng tac dung khéng mong mudn gdp phai klzig}\ts}w dung
thudc.

TWONG TAC THUOC

Nén tranh ding ddng thoi vai cac thude chira mudi, oxyd hodc hydroxyd cla nhém,
calci va magnesi do cac thudc nay lam gidm hap thu diacerhein. C6 thé dung nhirng
thudc nay 2 gi® sau khi uéng DIACERA CAPSULE.
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SU’ DUNG CHO PHU N(* CO THAI VA CHO CON BU
Phu ni ¢é thai:

Khéng nén s dung diacerhein cho phu nir ¢ y dinh mang thai. Chwa cé di liéu vé anh
hwéng cla thubc trén phu niv ¢ thai. Nguy co gay rii ro trong thdi ky mang thai chuwa
duwoc hiéu ro.

Phu n{¥ cho con b

Dwgc dong hoc cltia diacerhein trén phu nr cho con bl chwa dwgc nghién clru, do dé,
khéng nén st dung thuéc & phu niv cho con bu.

TAC DUNG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC

Thubc khéng gay anh hwdng dén kha nang lai xe va van hanh may méc.

S’ DUNG QUA LIEU

Trwdng hop qué lidu, thude co thé gay fa chay nhiéu. Can diéu tri triéu chirng bang cach
di&u chinh lai can bang dién giai.

QUY CACH BONG GOl

Hép 3 vi x 10 vién nang.

BAO QUAN

Trong hép kin, tranh anh sang, & nhiét dé duwdi 30°C.
HAN DUNG

36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUONG

Nha san xuét TUQ.CUC TRUING
SAN XUAT BOI P.TRUUNG PHONG
GUJU PHARM. CO., LTD Pham Ghi Vin Honh
Dia chi: 341-1 Jegi-ri, Jeongnam-myeon, Hwaseong-si, gyeonggi-do, Hé@éc

Dién thoai: 82-31-352-1724 | Fax: 82-31-352-3424

PHARMIX C RPORATIOI\)

Sang Koo Lee

Trudng van phong dai dién
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