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COMPOSITION: Each capsule contains:
Diacerhei 50mg

INDICATIONS:
% Symptomatic treatment of ostecarthritis.

CONTRA-NDICATIONS/ PRECAUTIONS /| DOSAGE &
ADMINISTRATION:
Refer to the package insert for use instructions.

STORAGE: Store below 30°C, protected from light.
QUALITY SPECIFICATION: In-House Standard

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS BEFORE USE

Rk Thubc ban theo don W

SEOCEM
(Diacerhein 50mg)

Thanh phin: M3i vién nang chira:
Diacerhein ... 50mg
Chi djnh/ Chéng chi djnh/ Lidu ding/ Céch ding/
Thén trgng va céc théng tin khéc:

Xem trong t& hurémg dén sir dung kém theo

Tidu n: Nha san xuét

Han diing: 36 thang k& tir ngay san xuét.

Bao quén: Dudi 30°C, trénh &nh sang.

DNNK:

S&lﬁs’(."l_:l‘!:h.r
NSX/ Mfg date:
HDV Exp date:
DE THUOC TRANH XA TAM TAY TRE EM
DOC KY HUONG DAN SUF DUNG TRUO'C KHI DUNG




Doc ky hudng dan str dung trwéc khi ding.
Néu can thém théng tin, xin hdi y kién thay thube.
Chi ding thubc nay theo s ké don cia thay thuoc.

SEOCEM Vién nang

THANH PHAN:

Mbi vién nang chira:

(=i (= SO 50 mg
Ta dwoc: Lactose Hydrate, Corn Starch, Colloidai Silicon Dioxide, Sodium Starch
Glycolate, Magnesium Stearate.

MO TA:

Vién nang ctbng nap nang mau vang, than nang mau trang chiva bét mau vang.

DU'QC LLYC HOC:

Khéc véi cac thube khang viém khoéng steroid, co ché tac déng cla Diacerhein khdng lién
quan dén sw tdng hop prostaglandin. Dé¢~tin£nch6ng viem xwong khép va kich thich sun
da duoc chirng minh trén in vitro va trén m h dqng vat. Diacerhein va rhein (rc ché su
san xuét interleukin-1 béta b&i cac bach cad dqrynhan to & ngudi va (e ché t&Z aung cla
cytokine trén té bao suﬁv:tro Thudc thé hién tac dung bao vé sun trén sun nhan tao
nudi cay va gidm muic db tén thuong mang hoat dich, xwong va sun trong bénh viém
xweng khép. Chiing cling cé vai tac dung (rc ché trén sw hoat héa va di chuyén ciia bach
cau, digu nay gép phan vao tac dung khang viém yéu cha thude. Cac nghién ciru da chira
rang Diacerhein khéng (rc ché sw tdng hop prostaglandin, thromboxane, hoéc leukotriene
nhuwng thwe té 6 thé kich thich sw téng hop prostaglandin, déc biét 1a PGF-2 alpha, mét
prostagtandin co tac dung bao vé té bao niém mac da day. Diacerhein khdng lam thay déi
hoat tinh cyclooxygenase tiéu cau hodc than va do dé cé thé dwoce dung nap & nhirng
bénh nhan cé chirc nang than phu thudc vao prostaglandin.

DU'Q'C BONG HOC:

Hép thu: Sinh kha dung dwéng udng ctia Diacerhein khodng 35% dén 56%. Ubng
thudc clng v&i thire d@n 1am cham thei gian dat ndng dé dinh tir 2.4 giér dén 5,2 gidy
{p<0,05), nhwng tang sw hap thu |én 25%. Do vay, nén udng thubc clng luc an.

Phan bé: Lién két voi protein toan phan ctia rhein 1a khoang 99% véi albumin huyét
twong va lién két it hon véi lipoprotein va gamma-immunoglobulin. Néng dé thube
trong hoat dich dat khodng 0,3 dén 3 mg/L.

Chuyén hoa: Sau khi dung bang dwéng ubng, Diacerhein dwoc chuyén hoa chi yéu
& gan thanh rhein la chat chuyén hoa cé hoat tinh da khir nhém acetyl, trwée khi vao
tuan hoan chung. Céac chat chuyén hdéa cé hoat tinh chl yéu & Rhein glucuronide va
Rhein sulfate véi thei gian ban thai tie 7 dén 8 gid>.

Thai trir, Sy bai tiét vao nwéc tiéu cia Diacerhein dwdi dang chat chuyén héa la
khoang 35% ~ B0%, v&i khoang 20% ¢ dang rhein tw do va 80% ¢ dang rhein lién
hop.

CHi PINH:

Piéu tri triéu chirng bénh viém xwong khép & khép hang hodc dau gbi.
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LIEU LUQNG VA CACH DUNG:

Thudc droc diing bang duéng ubng.

Khéi dau, ding lidu 1 vién nang x 1 1an/ngay vao budi téi trong 2 dén 4 tuan dau, sau dé
dung liéu 1 vién nang x 2 [an/ngay.

Lidu thwérng dung: 1 vién nang x 2 |an/ngay.

Thube dwoc hap thu tdt nhat khi ubng cing luc an.

CHONG CHi BINH:

Qua man véi diacerhein hodc bat clr thanh phan nao clia thube.
Bénh viém rudt (viém loét két trang, bénh Crohn), tac nghén ruét.

THAN TRONG VA CANH BAO:

Théan trong chung

Nén diéu tri khdi d4u v&i liéu mdt vien nang udng vao budi tdi trong 2 dén 4 tuan dau
do viéc diing thude luc dau cé thé lam tang nhu dong rudt.

Nén diéu tri lién tuc it nhat 6 thang: cac thtr nghiém Iam sang da chirng minh réng cé
thé dung thudc nay trong 2 nam ma khéng cé tac dung ngoai ¥ nghiém trong nao.
Nhw v6i cac tri liéu lau dai khac, nén theo ddi cac chi sé xét nghiém, k& ca men gan,
moi 8 thang.

Tranh ding déng théi véi cac thude nhuan trang.

Suy than

O’ nhibng b&nh nhan suy than trung binh dén nang, cé su gia tang dang k& AUC va
gidm sw thanh thai toan phan so véi nguoi tredng thénhéﬂﬁiﬁe manh. Trwéng hop suy
than nang (thanh thai creatinine 10 dén 27 ml/phit) gié{nl /ng/ké st thanh thai rhein
& than, do vay, can phai gidm 50% lidu diacerhein & nhidhg bénh nhan suy than nang.
Suy gan

Khéng cé sw khac biét dang ké cac théng sé dwoc déng hoc cla rhein trong huyét
twong hodc trong nudc tiéu gilra nhitng bénh nhan suy gan va nhirng ngudi tinh
nguyén khde manh. Tuy nhién, xo gan coé thé dnh hwéng dén su tich liy thubc sau
khi diing da liéu, nén theo d6i tam sang chat ché trén nhirng bénh nhan suy gan.
Diing thube cho ngwdi cao tudi

Liéu diing hang ngay virot qua 100mg can dam bdo theo ddi 1am sang chat ché & nhirng
bénh nhan cao tudi.

Ding thudc cho bénh nhi

Dwoc déng hoc clia diacerhein chuwa dwoce nghién cleu trén nhom dan sé bénh nhi, do vay
khéng nén ding thudc trén nhom dan sé nay.

TAC DUNG NGOAI Y:

Nhin chung, thuéc dwoc dung nap tét. Tac dung khéng mong mudn dwoc bio cao théng
thwérng nhat 1a tang théi gian nhu déng rudt (tiéu chay & 37% bénh nhan). Vai truéng hop
bi dau bung dwoc mé ta. Dé gidm thiéu nhirng tac dung ngoai ¥ nay, dwoc phép digu
chinh liéu & thdi diém dau digu tri (2 dén 4 tuan). Cac tac dung ngoai y khac dwoce ghi
nhan 14 mat mau nwéc tidu & 14,4% tredng hop va cac trwéng hop riéng [& bi giam kali
mau, déc tinh trén gan dan dén viém gan cap va hoai t& biéu bi nhim déc gay tir vong
(héi chirng Lyell),

Théng bao cho Bac si nhimg tac dung khéng mong mudn gap phai khi sir dung thuéc.



S’ DUNG THUOC ¢ PHU N(F MANG THAI VA CHO CON BU:
St dung thudc & phu ni¥ mang thai: Khong nén diing diacerhein cho phu ni¥ cé thai.
Khéng cé cac di¥ liéu |am sang vé viéc dung diacerhein cho phu nir mang thai. Chua biét
cac nguy co tiém an khi dung thube nay trén phu ni» mang thai.
Str dung thubc & phu nir cho con ba: Khdng nén ding cho phu ni¥ cho con bu vi dwoc
déng hoc cua diacerhein chuwa dwee nghién ciru trén phu ni nudi con bang sira me.

TAC DUNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khong ¢6.

TUONG TAC THUOC:
Cac nghién clru Iam sang da chirng minh rdng khéng cé su twong tac voi cac thube khac
nhuw : warfarin, tolbutamide, aspirin, chlorpromazine, indomethacin.

QUA LIEU & XU TRi:
Trong cac truwdng hop qua liéu, thude cé thé gay tiéu chay 6 at. Diéu tri triéu chirng véi sw
hiéu chinh méat can bang dién didi néu xét thdy can thiét.

BAO QUAN:
Bdo quan dwéi 30°C, tranh anh
Dé xa tadm tay cua tré em

TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tlr ngay san xuat.
DONG GOI: Hop 100 vién nang (10 vi x 10 vién nang).

Séan xuat béi:

GUJU PHARM. CO., LTD.

Dia chi: 341-1 Jegi-ri, Jeongnam-myeon, Hwaseong-si, Gyeonggi-do, Korea
Tel: 2672-1122 Fax: 2679-7569

PHO CUC TRUBNG

Jlgéag;é}a Vin Chand




