httpg://trungtamthuoc.com/ 3‘? 3 / mff

MAU NHAN Vi XIN PANG KY

| BOYIE DONAXIBS DONAXI 5
CUCQUANLY DUOC Msedrraterati Sy Risadronats ra Smg

DA PHE DUYET QSB
g

Lén diufldeofou)... 01 © DONAXIBS  DONAXIBS

PN SH00 J0 NL-XS 30

DONAXIB 5  DONAXIB 5

Risedronate natri Smg Risadeonaty natri Smy

DONAXIB 5  DONAXIB 5 j\%/
Risearonate natri Smg Raadronaty natrf Smy |

Ghi chu: S6 16 SX va HD sé& dap ndi trén vi thudc.

CTY CP SX - TM DP

vO TAN LOC



https://trungtamthuoc.com/

> .

MAU NHAN CHAI XIN PANG KY

DFQ I::lp{‘axcalu%é Rt e D()mlﬂ\ll'ﬁ hﬁr!u? >
E - » Risedronat natri hemipentahydrat

Risedronate sodium hemipentahydrate
equivalent to Risedronate sodium...5mg D O N AX I B I‘;cng Rmdcﬁdronat natri.. Smg
EXCIPIBOL Q.5...cvovvrevreraenns .per caplat ;
Indication, Dosage, Instruction And Cantra -indicalion: Chi Dlnk L)i:: z::u ﬁmunm :: :xll Chi Binh:
spm&m@g“ Risedronat natri...5mg Titu Chuda: Duge Dién M”ﬁ"
Store in a dry place, below 30°C, protect from light. Bio g":l!_N:':hﬂ. ;r::tsd: gm 355.“%‘(:!; ggh sdng
Read Leaflet Carefully Before Use e Ky D:"l g un?ri : ng
Keep Out Of Reach Of Children DONG NAM o Mu’ ay m
S8 L& 83X / Bach No.
Ngay SX /MFD
HanDUng /EXP

Chai 30

Vién Nén Dai Bao Phim GMP -WHO

DONAXIB 5 . DONAXIB 5

EACH CAPLET CONTAINS: ) mOI VIEN CHIA:
Risedronat_natri hemipentahydrat

Risedronate sodium hemipentahydrate
equivalent to Risedronate sodium...5mg D O N A X I B 5 %?ngwug%zlsdidrmat natri.. 153&
5’;:?: nl;c::l ey s sl \ . Chi Bja, uﬂ g:;:& :ghn D:;: \f: ghﬂn Chi Djnk:
s,f&%&ﬁi;’sfé'ﬁtga Risedronat natri...5mg mwmn m:cmszu:?q
Siors in a dry placs, below 30°C, protect from light. Bdo Qudn: Noi knhd, nhiét dd dudi 30°C, trdnh dnh sdng
Read Leaflet Carefully Before Use . Doc K§ "“;}.Kl:l:i:f‘rg:?r:?; Khi Diing

Keep Out Of Reach Of Children ponG N | 58K / Flag. No
/

i-lll”lllll A
.

Ngay SX / MFD

Ill Chai 60 Muww—
Vién Nén Dai Bao Phim GMP - WHO 820 g 1 K

DONAXIB 5 DONAXIB 5
MOI VIEN CHUA

EACH CAPLET CONTAINS R\’ T - -
Risedronat natrl hemipentahydrat

Risedronate sodium hemipentahydrate

equivalent to Risedronate sodium...5mg D O N AX I B 5 t#?nwguﬁlsdzdronat natri... mg

Excipient q.5.. ..per caplet

Indication, Dosage, ‘nstrution And Contra -indication: : - o5t L0 g:::g ::ﬁnﬁ I‘.I:;: :: :::nl I':li b

g St e et Risedronat natri...5mg e R
Store in a dry place, below 30°C, protect from light. _ gn:nx N::‘ho ;:':lsd: :m' Tm:r::? ;:2 o
Read Lealet Carafully Before Use iy~ g J- .
Keep Out Of Reach Of Children salnoe i e
f S8 Lb SX { Batch No

Nghy SX / MFD
Han Dang [ EXP

Chai 100

Vién Nén Dai Bao Phim GNP - WHO




https://trungtamthuoc.com/

MAU HOP XIN PANG KY

&Pﬂlﬁﬂ!‘f =
DONAXIB 5 -
: : : U
Risedronate sodium...5mg e O
[0 NaNE
g
= £ —
! W
- o wn
2 Blisters x 7 Film-Coated Caplets WHO - GMP 2 w
| piEw CHlA SDK / Reg. No
EEBuuwe  DONAXIBS [0l
Ta duge vim 6l
Chi Dish, Life D cummmﬁ.um Ngdy X 7 MFD
munmﬁmm Han Ding / EXP
Tide Chadln: Do B6fn M 34
Bho Qudn. Mo khd, niigt &) duol 30°C, trinh dnh sing COMG TY P X - TM DUOC PHAM BONG NAM
:znnumninsamrmmom lﬂzl‘l:wnn TA - KCN Tdn Tao, PTin Tao &
Xa TSm Tay Trd Em Q Biph Tdn - TP.HE Chl Minh - Vgt Nam

DONAXIB 5

Risedronat natri...5mg

' DONAXIB 5
Risedronate sodium Smg

DOAG NAM |

EACH CAPLET CONTAINS:

o e e st gk DONAXIB 5

Excipient g.5...

2 Vix 7 Vién Nén Dai Bao Phim GMP - WHO
Indeafion, Dmage, mw:m M:&

SIHNW mi“l MI |i|
Specitication: LEP 34 S0RS

m{mﬂcmrla.“u o . OONG NAM MANFAGTURING
Meeg Dut O Reach OF Childrm TRADING PHARMACEUTICAL CORP




https://trungtamthuoc.com/

MAU HOP XIN PANG KY

&Pr-lmu‘r | &5_
2\
DONAXIB 5 !
Risedronate sodium...5mg g o
= i o
Vall i Z
[| DoNG N ‘: >
| 2 Se
— @
4 Blisters x 7 Film-Coated Caplets WHO - GMP 2 w
| VIEN CHA SO/ Reg. Mo ==
Bt wmowanes  DONAXIBS [0 00
T vin B0 T . Nody S/ MFD
um-i.mah“l:nuqvmmniu
m%mn;ﬁﬁam Han Ding / EXP
ani.:nuu rﬂﬁu_mnﬁ:mm,mmm COMG 1Y CP 5X - T DugC PHM BONG NAM
l'llmllhﬁl!“‘lm“m“ lf‘i’ﬁ Enbing 1A - WCN Tdn Too, P.Tdn Teo A
a3 Thm Tay Tré Em 0. Brh Tdn - TP W Chi Menn - Vide Nam
S
f o
'l ; E & Thific Ban Thes O
% 3 DONAXIB 5
- 2
2 . 3
Z G Risedronat natri...5mg
o i——
o 3 '
c é IOAG XAM
2\ |
\ s> 4 Vix 7 Vién Nén Dai Bao Phim GMP - WHO
" o s
citant © Rlddwoosa ey S DONAXIB 5
E"E:"n:mwuim Aod Sontea -ndicaben
:l"::l::n”uwm s o T, gloysaRsliszas] 4
" , | T
Yotg 04 1 s 0 TRADING PYARMACELTICA, CORP

P/ 4 o
=/ c6PHAN
| !'ShN SUAT - THUOpS

|| % % (T
Lo\ DUdC Mﬁ

vO TAN LOC



https://trungtamthuoc.com/
TG HUGNG DAN SU DUNG THUOC

DONAXIB
Vién nén dai bao phim

Céng thic : CONG - "r»
MGi vién DONAXIB 5 mg chila : I/ &8 PHAN
Risedronat natfi.................. ..5mg -'_:_;A N XUAT - THONG WAl & *

Ta dugc: Ludlpress Avicel, Lactose, DST, Aerosil, Magnesi stearat, HPMG, PE d’utan[ﬂn}&d—‘ﬁnm oxgg Jét dd, Oxyd sét vang.
Méi vién DONAXIB 35 mg chia : \ O 5[},,'(: NA"ﬂ/V /

Risedronat natri.. S — ..35mg );,1‘, OQ XA
Ta dugc : Ludlpress Avicel, Lactose, DST, Aerosil, Magnesi stearat, HPMG, PEG, Titan it . Oxyd sat vang
Trinh bay :

V14 vién, hop 1 viva hop 2 vi (DONAXIB 35 mg) hodc VI 7 vién, hop 2 vi va hép 4 vi (DONAXIB 5 mg)
Chai 30 vién, Chai 60 vién va Chai 100 vién
Dugc déng hoc:
Hé&p thu : Thude duge hdp thu tudng déi nhanh sau khi udng (tmax khodng 1 gid) va déc lap vdi liéu dung trong khodng liéu dugc
nghién ctiu (2,5 dén 30 mg). Sinh kha dyng trung binh khi udng thudc vién la 0,63% va gidm khi dung Risedronat dugc udng trong khi
an. Sinh kha dyng & nam va nir tudng ty nhau.
Phén bd : Thé tich phan bé trung binh & trang thai én dinh néng dé Ia 6,3 I/kg trén ngudi. Khodng 24% thudc gén két vdi prtein huyét
tudng.
Chuyén hoa : Khéng cé béng chiing vé chuyén hda toan than clia Risedronat natri
S~ Thaéi tr : Khodng mét nia liéu thudc da hdp thu dugc bai tiét trong nudc tiéu trong véng 24 gid. Téc dé thanh thdi trung binh & than la
105 ml/phut va téng thanh thai trung binh 1a 122 mi/phut, sy khac biét cé thé qui cho sy hdp thu vao xudng. Sy thanh thai § than khéng

phu thuge néng do, va c6 sy tuong quan tuyén tinh gida thanh thai qua than va thanh thai qua creatinin. Thuéc khéng hap thu dugc thai
trir khéng thay déi trong phan.

Dugc lyc hoc :
Risedronat natri thude nhém thude khéng hormone duge goi 1a bisphosphonat, duge diing diéu tri cac bénh vé xudng. Risedronat natri
tac ddng tryc tiép trén b xuong va do dé lam xuong khé bi gay.
Risedronat natri cé &i tinh vdi cdc tinh thé hydroxyapatite trong xudng va tac déng nhu mét tac nhan chéng huy xudng. o] cép db té bao,
Risedronat tc ché cac huy c6t bao. Huy cét bao van dinh binh thudng trén bé mét xudng, nhung cé bang chiing cho thdy gidm hoat
déng huy xudng (tre bd xudng khdng bj gé ghé). Do dac hinh thai mé hoc trén chudt, ché va Ign nhd cho thay diéu tr Risedronat lam
gidm chu chuyén xuang (tdn s kich hoat, tiic téc dé hoat hod cac vi tri tai cdu tric xuong) va huy xudng & ndi téi cdu tric. Trong cac
nghién cttu duge lyc hoc va Iam sang, ngudi ta thdy céc ddu &n sinh héa clia chu chuyén xudng gidm di trong véng 1 thdng va dat mic
téi da trong vong 3 thang.
Chi dinh :
Diéu tri va ngan nglrta bénh lodang xudng & phy ni sau man kinh.
Dé phdng lodng xuong d phuy ni sau man kinh bi tAng nguy cd lodng xudng.
Duy tri hodc lam tang khéi lugng xudng & phy nif sau man kinh phai diéu trj lau dai (trén 3 thang) béng corticostergid dudng toan than -
vdi liéu tuong dudng prednisone > 7,5 mg/ngay.
Diéu tri bénh Paget vé xuong (viém xudng bién dang) :
- Chéng chi dinh : ’
Bénh nhan man cam vdi cac thanh phén cla thude.

'57

Giadm calci mau.
Suy than nang (d6 thanh thai creatinin < 30 ml/phut).
Phy nii co thai va cho con bu.
Liéu lugng va cdch dung :
Liéu lugng :
Uéng 1 vién 5 mg/ngay hodc 1 vién 35 mg/tudn.
Ba&i vdi bénh Paget vé xuang : liéu khuyén céo la 30 mg/ngay, ding trong 2 thang.
Cdch dung :
Nén uéng it nhat 30 phut trude khi &n 1dn ddu trong ngay hodc céch cdc I&n &n trong ngay it nhat 2 gid va it nhat 30 phut trude khi di
ngt.
P& gitip vién thudc d& dén vai da day, nén nuét tron vién thudc vdi nhiéu nudc & tu thé thdng ding. Bénh nhan khéng nén nim trong
vong 30 phit sau khi uéng.
Nén bé sung calci va Vitamin D néu ché dé an khéng duge ddy dd.

\.
‘.h\_(r.'

Luu y : NEu quén udng thudc

Péi vdi vién Risedronat natri 36 : nén udng ngay 1 vién vao budi sang sau khi nhé ra va sau dé van udng mdi tudn 1 vién vao mét ngay
nhét dinh da chon t dau.

Khéng dugc udng hai vién cing mét ngay dé bu cho vién thude quén udng.
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Téc dung phuy :
Pa s6 cac tac dyng phy déu nhe dén trung binh. Tac dung phu cé thé gap nhu dau cd, dau da day, khé tiéu, budn nén, nhiic dau.
Théng bdo cho bac si nhing tac dung khéng mong muén gap phai khi st dung thudc.

Thén trong khi ding :
Thic &n, d6 udng (tr cdc nudc thudng) va céc ché phdm cé chita calci, magnesi, nhém c6 thé can trd sy hap thu cla thude. Do dé
khéng dudc ding cung lic khi dang uéng thude.
Nén diéu tr chiing ha calci mau truéc khi bit ddu diéu tri bAng thudc. Cac ri loan chuyén hod khdc vé chuyén hoa xudng va chét
khodng (vi dy réi loan chiic nang cén gidp, thi€u Vitamin D) cdn dudc diéu tri déng thdi vdi thuéc nay.

Tuong tac thuéc :
Dung déng théi vdi cac san phdm cé chura calci, magnesi, nhém, sét cé thé can trd sy hap thu clia thude,

Tac dung khi van hanh mdy méc tau xe : Chua cé bédo cao

Phu nif c6 thai va cho con bui :
Khéng ding cho phy nif ¢é thai va cho con bl.

Qua liéu va xif tri :
Hién khéng ¢é théng tin déc biét gi v& diéu tri qua liéu cap tinh véi Risedronat natri.
Sau khi udng qua liéu trdm trong c6 thé thay gidm calci huyét thanh. Céc ddu hiéu va triéu ching clia ha calci mau ciing c6 thé xay ra
trén mot s6 bénh nhan nay.
Nén ubng sita hodc cac thude khang acid c6 chifa magnesi, calci hodc nhém dé k&t gén vdi Risedronat natri va gidm sy hép thu
thudc. Trong trudng hgp qua liéu trdm trong, cé thé phai rita da day dé loai bd thudc chua dugc hap thu

Bao quan : Ndi khd, nhiét dd dudi 30°C, trdnh dnh sdng
Thudc san xuat theo USP 34 CTY 06 PHA

(SX - TM DP BPONG NAM

o
Han diing : 36 thang k& tif ngay san xuét Téng Giam déc
Thudc nay chi diing theo don cia thdy thudc \
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