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NHAN HOP SINDIREX

Kich thwée (Hop 3 vi Alu/PVC-PVdC x 10 vién)

Dai 1 92 mm |
Réng :63 mm \
Cao 128 mm R, Prescription ony

indirex

Diacerein 50 mg

B Box of 3 biisters of 10 capsules

COMPOSITION: Each capsule contains Diacerein 50 mg. Excipients g.s. 1 tablet
—— INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more

than 30°C, in a dry place, protect from fight

Manufactured by, GLOMED PHARMACEUTICAL COMPANY, Inc. l
35 Tu Do Boulevard, Vietnam-Singapore Industnal Park, Thuan An, I
Binh Duang

S0 1a SX / Batch No.:
NSX / Mfg. Date:

HD / Exp. Date:
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'/)‘ THANH PHAN: M3 vién nang cimg chira Diacerein 50 mg. Ta dupc vira di 1 vién
CHI BINH, LIEU LWQNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& hueng din si dung
DE XA TAM TAY CUA TRE EM.
BOC KY HUONG DAN SU' DUNG TRUO'C KHI DUNG.
BAO QUAN: D& noi kha rao, tranh anh sang, nhigt 46 khéng qua 30°C
SBK/ REG. No:

35 Bal Lo T Do, KCN Viét Nam-Singapore, Thuan An, Binh Duong
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NHAN HOP SINDIREX

Kich thwée (HOp 5 vi Alu/PVC-PVdC x 10 vién)
Dai: 92 mm —_—
Rong: 63mm \

Cao 45 mm ‘ RX Prescription only

Diacerein 50 mg

'W' i
B Eox of 5 blisters of 10 capsules

S6 16 SX / Bateh No.

NSX / Mfg. Date:
HD / Exp. Date:

I » s STORAGE: Store at the temperatura
r ln lrex not more than 30°C, in a dry place,

protect from light
INDICATIONS, DOSAGE, ADMINISTRATION, m M“R mm I‘ ”'
| CONTRAINDICATIONS AND OTHER |
INFORMATION: Please refer to the package Manufactured by:
insert GLOMED PHARMACEUTICAL CQ,, Inc.
KEEP OUT OF REACH OF CHILDREN. READ 35 Tu Do Boulevard, Vietnam-Singapore
CAREFULLY THE LEAFLET BEFORE USE. Industnal Park, Thuan An, Binh Duong

COMPOSITION: Each capsule contains
Diacerein 50 mg. Excipients g.s 1 tablet. I
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SPK/ REG. No:

THANH PHAN: M&| vién nang cung chia

Diacerein,. . 50 mg. Ta duge vira 80 1 vién

CHI BINH, LIEU LUPQONG, CACH DUNG,

CHONG CHI BINH VA CAC THONG TIN San xuét boi

| KHAC VE SAN PHAM: CTY CO PHAN DU'QC PHAM GLOMED
Xin doc t& hudng d&n st dung 35 Dai Lo Tu Do, KCN
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NHAN HOP SINDIREX

Kich thwéc

(Hop 10 vi Alu/PVC-PVdC x 10 vién)

Dai: 92 mm

Réng: 85 mm
Cao: 63 mm

RK Prescription only ‘

Sindirex

Diacerein 50 mg

56 16 5X / Batch No,

NSX / Mfg. Date
HD / Exp. Date

1 Box of 10 biisters of 10 capsules

Sindirex

COMPOSITION: Each capsule conlains Diacerein . 50 myg |
Excipients g.s. 1 tablet,

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Piease refer to the package insart
KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperatyre not more than 30°C, in a dry place |

protect from light
-

Manufactured by

GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An. Binh Duong
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Slndlrex |

THANH PHAN: Mbi wén nang cing chira Diaceren 50 mg

Ta durgre vira did 1 vign

CHi B|NH, LIEU LLFGNG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc 1o hudng dén sir dung
DE XA TAM TAY CUA TRE EM,

BOC KY HPONG DAN SUF DYNG TRUOTC KHI DUNG,

BAOC QUAN: B& noi khd rédo, trdnh anh sang, nhigt a8 khang
qué 30°C

SBK/ REG. No:

Sdn xudl bt CONG TY CO PHAN DUPQ/C PHAM GLOMED

35 Dal LG Ty Do, KON Vidt Nam-Singapore,
Thudn An, Binh Dirang g
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HUONG AN SU DUNG THUOC
| Rx Thubc bdn theo don - i =)

SINDIREX
Diacerein
Vién nang cirng

1. Thanh phin

Hoat chat: Diacerein 50 mg.

Td duwge: Cellulose vi tinh thé 101, povidon K30, croscarmellose natri, natri lauryl sulfat, magnesi stearat.

2. Dwge lue hoe va dwge dfng hoc

Dugc liec hoc

Diacerein |2 mot dén chét anthraquinon c6 hoat tinh khang viém trung binh. Thubc khang viém & lidu cao va khong c6 tac dung kich
tng da day.

Thube khoi phét tic dung chém, bt ddu tir ngay thir30 cua dot didu tri va tro nén manh hon sau khoang 45 ngay. T4c dung ciia thube
" tang khi diing két hop véi NSAIDs.

Trong in vitro, diacerein c6 céac dic tinh sau:

- Uc ché di tan thyc bao va dai thye bao.

- Uk ché tong hop interleukin-1.

- Lam giam hoat tinh tiéu collagen.

Trong vai nghién ctru, diacerein kich thich san sinh proteoglycans, glycosaminoglycans va acid hyaluronic,

Dirge djpng hoc

Sau khi udng, diacerein chuyén hoa qua gan 14n dAu va dugc deacetyl héa hoan toan thanh chét chuyén hoéa sulfo lién hop, rhein.
Déng hoc rhein tuyén tinh theo mirc lidu tir 50 mg dén 200 mg sau khi uéng liéu don diacerein.

Sau khi dung li¢u don 50 mg, ndng d dinh trong huyét trong cia thude dat dugce sau khodng 2,5 gi¢r 1a 3 mg/l.

Ding vién nang diacerein cling véi thirc &n lam tang sinh kha dung cta thude (dién tich dudi duong cong tang khoang 25%) va toc do
hép thu thubc cham.

99% diacerein gin vdi protein huyét tuong.

Rhein dugc thai trir qua than (20%) hay lién hop trong gan thanh rhein glucuronid (60%) va rhein sulfat (20%); nhimg chét chuyén
héa nay duge thai trir chi yéu qua thén.

O bénh nhén suy than nang (do thanh thai creatinine < 30 ml/phut), dién tich dudi dudmg cong va thoi gian ban thai ting gap doi, v, N
thai trir qua thén giam mdt nura.

3. Chi dinh

Piéu trj triéu chimg cho céc bénh nhén thodi hoa khop hdng hodic gbi, vdi tac dung chim.

Khong khuyén céo diéu trj bing diacerein cho nhimg bénh nhén thoéi héa khép hong c6 tién trién nhanh do nhimg bénh nhan n
thé dép trng yéu hon véi diacerein.

4. Litu dung va cich dung

Viéc sir dung diacerein nén dugc bit ddu boi bic sy ¢6 kinh nghiém trong didu trj thoai hoa khap.

Liéu ding

Nguoi lon: |
Do mét s6 bénh nhan c6 thé bj di ngoai phan long hodc tidu chay, lidu khai déu khuyén céo cua diacerein 14 50 mg mot 1an/ ngay vao
bira téi trong vong 2-4 tufin ddu tién, sau d6 c6 thé tang liéu 50 mg x 2 1an/ ngay.

Khi d6 nén uénglthuéc véi bira an, mdt vién vao budi sang va vién con lai vao budi téi. Thude phai duge ubng nguyén ven, khong
duge 1am v thude, voi mét ly nude.

Bénh nhan suy thgn: Dung nira lidu théng thudmg & bénh nhéan suy thén ¢6 do thanh thai creatinin < 30 ml/phut.

Tré em: Tinh anh toan va higu qua cua thude & tré em dudi 15 tudi chua duge thiét 1ap.

| Nguoi gia: Khuyén cao khong dung diacerein cho bénh nhén trén 65 tubi.

5. Chéng chi dinh

Qua mén cam v6i dén chét cua anthraquinon hodc voi bét ky thanh phin nao cia thude. _
Viém dudng tiéu hoa (viém loét dai trang, bénh Crohn’s,...). | .
Hoi chimg téc hodc bén tic.

DPau bung khéng rd nguyén nhan. !
Bénh nhén c6 bénh gan hodc ¢6 tién sir mic bénh gan.

Bénh nhén trén 65 tudi.
Phu nir ¢6 thai va cho con bu. J -
| 6. Luu ¥ va thin trong '
Tiéu chay

Ubng diacerein thudmg xuyén co tj'lé glly tiéu chay, tir d6 d?}n 16i mét nu¢e va giam kali mau. Bénh
tiéu chay va trao ddi vai bac sy diéu tri vé céc bién phap dicu trj thay thé. ;
Nen thén trong khi sir dung diacerein cho nhimg bénh nhén c6 sir dung t]:luéc lgi tiéu do lam ting nguy co mét nuée va giam kali mau. |
| Péc biét than trong de phong giam kali méu khi bénh nhan c6 str dung dong thi cdc glycosid tim (digitoxin, digoxin). '
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| Tang néng d enzym gan huyét thanh va céc tri¢u chimg tdn thuong gan cép tinh da dugc ghi nhén trong thoi gian luu hanh diacerein

Trénh sir dung déng thori diacerein véi céc thude nhudn trang,
Nhiém déc gan

trén thj trudmg.

Trude khi bt ddu didu tri biing diacerein, nén hoi bénh nhin vé cac bénh mic kem va tidn str, dic biét 1a cdc bénh vé gan va sang loc
céc nguyén nhéan chinh gy ra bénh gan llén trién, Néu chén doén cac bénh gan duge xéc dinh, chéng chi dinh dung diacerein.

Cin theo ddi chat ché cac ddu hiéu tfm thwong gan va thn trong khi sir dung diacerein ddng thoi véi cac thude co thé gy ton thuong
gan, Khuyén céo bénh nhan giam uéng rugu khi dang diéu trj bang diacerein.

Nging ding diacerein néu phét hu;n ting enzym gan hay nghi ngb ¢6 ddu higu va trigu chimg ciia nhidm ddc gan va yéu ciu bénh
nhan lién lac ngay véi béc sy diéu trj trong truong hop phat hién du hiéu cua ton thl.ro'ng gan.

Sir dyng thubce trén tré em: Tinh an todn va hi¢u qua cia thude & tré em dudi 15 tudi chura duge xac dinh. Do dé, khong nén diing
thudc nay cho tré em néu khdng c6 chi dinh cua bac si.

St dyng trén phuy nit ¢6 thai: Céc nghién ctru trén dong vt cho thiy c6 sy khodng héa xuwong lam chim phét trién thai nhi do tac |
dung gy doc véi ngudi me & liu cao.

Chua c6 dir liéu nghién ctru ddy du trong 1am sang dé dénh gia kha ning gay quéi thai hogc gy doc cho thai nhi cua diacerein trong
thoi ky mang thai. Vi vy, khong khuyén dung diacerein trong théi ky mang thai.

Sir dung trén phu nir cho con bi: Khong dung diacerein cho phy nir dang cho con bii vi ¢6 béo céo cho thiy c6 lugng nho cac din
xuét cua anthraquinon di vao sira me.

Anh huwing ciia thube dén kha niing diéu khién tdu xe va vin hanh may méc: Thube khong anh huing dén kha nang lai xe va vén
hanh may moc.

7- Twong téc ciia thube véi cdc thude khie va cic dang twong tdc khdc

Céc antacid: Ding déng thoi diacerein v6i cac antacid lam giam hip thu diacerein dung dudng uéng. Nén ding diacerein cach xa cac
antacid it nhét 2 gio. |
Sir dung diacerein c6 thé gay tiéu chay va giam kali mau. Cin thn trong khi sir dung dong thosi véi cac thube lgi tiéu (thude lgi tidu |
quai va cac thiazid) hay véi cac glycosid tim (digitoxin, digoxin) do lam ting nguy co loan nhip.

8- Téc dung khéng mong muén

Réi loan tiéu héa

Rt thuong glip (> 1/10): Tiéu chay, dau bung.

Thuong gip (= 1/100 va < 1/10): Tang nhu djng rudt, dﬁy hoi.

Cic téc dung nay s& thuyén giam khi tiép tuc sir dung thudc. Trong mt s6 truong hop xuét hi¢n tiéu chay nghiém trong c6 bién chimg
nhu mat nuée va roi loan cin bang dign giai.

Réi loan hé gan mat

it gap (= 1/1000 va < 1/100): Tang enzym gan huyét thanh,

Réi loan da va mé dudi da

Thudng gap (= 1/100 va < 1/10): Ngira, ban da, cham.

Dir liu tir theo ddi hdu mai

Réi loan hé gan mdt

Céc truomg hop ton thuong gan cép tinh, bao gém ca tdng enzym gan huyét thanh va céc truémg hop viém gan c6 lién quan dén

diacerein da dugc bao cdo trong thoi gian hju mai. Phin 16n céc trudong hop nay xay ra trong nhimg thang ddu tién khi bat ﬂﬁu dléu
tri. Cén theo ddi chat ché céc déu hléu v triéu ching tén thuong gan trén bénh nhén.

Ngung sic dung va hoi y kién bdc sy néw: Xuét hién tiéu chay hogc c6 cac trigu chimg bét thudng vé gan.
Thong bdo cho bic s§ nhirng tic dung khéng mong mudn gip phai khi sir dung thube.
9. Qud lidu va xir tri

Triéu chimg: Ding qué lidu diacerein c6 thé xay ra tiéu chay.

Xir tri: Cin didu trj triéu chimg va phyc hdi can bing nudc - dién giai néu cin thiét.

10. Dang bao ché va déng géi

Hdp 3/5/10 vi x 10 vién nang cimg.

11. Piéu kién bio quan: Dé noi kho réo, tranh énh sang, nhiét do khéng qua 30°C.

12. Han diing: 36 thang ké tir ngay san xuét.

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI D
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NEU CAN THEM THONG TIN, XIN HOI Y KIEN BACS g _"HJ CUC TRUONG

San xudt boi: CONG TY CO PHAN DUQC PHAM G0 M
Dia chi: $6 35 Dai 10 Ty Do, KCN Viét Nam - Singapore, t An, ]
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