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DONAXIB 35 R DONAXIB 35
EACH CAPLET CONTAINS: Risedronal natri hemipentahydrat
Risedronale sodium hemipentahydrate wong ng Risedronat natrl.. 35mg
equivalent o Risedronate sodium...35mg 3 5 T4 GugC Wi dd..............1 vien
Exciplent g.5...........cc.oo.oe....... PRI Caplel Chi Djoh, Liéu Ding, CAch Ding Vi Chdag Chi Dink:
dicalisa, Dosage, Instruclion And Conlrs -Indication: : : Xin doc 1 hutng din sif dung
See in the leaflet Risedronat natri...35mg Tidu Chuda Duse i My 34
. Epechication: USP 34 RO T Bio Qudn. Noi kn, nhiét do dudi 30C, tranh dnh sdng
Store in a dry place, below 30T, protect from light. ( ) Doc Kj Hudng D&n S Dyng Trude Khi Dilng
Read Leatlet Carefully Before Use /_ Bé Xa Tém Tay Tré Em
Keep Dut Of Reach Of Children DONG NAM SOK/ Reg No
f 55 L& SX / Batch No
./ Ngay SX /MFD
ch lso S m— Han Dung / EXP 4 '( —
a CONG TY CP 5 - TM DUCC PHAM DONG NAM
'T'-u--L GMP - WHO L8 24, Buing 14 - KGN Tin Tao, P Tan Tao A
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DONAXIB 35 R[ Thude Ban Theo B mO1 VIEN CHUA:
EACH CAPLET CONTAINS: Risedronat natri hemipentahydral
Risedronate sodium hemipentahydrate twong ung Risedronat natri..35mg
equivalent 10 Risedronate sodium...35mg T4 duge Wia ail................... 1 vign
Excipient q.s... .per caplel Chi Dink, Lidu Dilng, Cich Dilng VA Chdng Chi Dinh:
Indication, Dosage, |muunm MI -indication: " . Xin doc t hudng din sit dung
See in the leaflet Risedronat natri...35mg Tita Chudn Dusc Dién My 34
Specilication: USF 34 ) Bdo Quan Noi khd, nhiét d8 dudi :m'c, trdnh nh sdng
Store in a dry place, below 30T, protect from light. ( Boc K§ Hudng Ddn Sif Dyng Trdde Khi Ding
Read Leaflet Carefully Before Use 06 Xa Tdm Tay Trd Em
Keep Out Of Reach Of Children DONG NAM SDK / Beg No
. S& L6 SX / Batch No
Nghy SX / MFD
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.I.'N;kf: Nh&.;ﬂ mm‘avlcmﬁ:mr. Vién Nén Dai Bao Phim GMP - WHO L6 24, Buong 1A - KON Tin Tao, P Tan Tao A,
TRACING PHARMACEUTICAL CORP 0 Binh TAn - TP H5 Chi Minh - Vit Nam W
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EACH CAPLET CONTAINS: Risedronat natrl hemipentahydrat -
Risedronate sodium hemipentahydrate mng ing Risedronal natri...35mg
equivalen! 1o Risedronate sodum...35mg Td duge wira dl................... 1 vien
Exciplent g.5... ~per caplet Chi Binh, Liéu Ding, Cdch Diny Vd Chiig Chi Dioh:
indiallon, Dosage, Insirusion And Corra -inicalon: . : Xin doc t& hudng din s dung p
See in the lsaflet Risedronat natri...35mg Tigu Chudn Ouse Didn My 34 o
| Specification: USP 34 Béo Oudn Noi kh, nhigt d0 dudi 30°C, trénh dnh sdng
| Store in @ dry place, below 30T, nnlmlrum light. Boc Kf Hudng Din Sd Dyng Tride Khi Dilng
Read Leafiet Caretully Before Use D& Xa Tdm Tay Tré Em
Keep Out Of Reach OF Children DONG NAM SDK { Reg. No,
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_/ Ngiy SX /MFD
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TO HUGNG DAN SU DUNG THUOC

DONAXIB

Vién nén dai bao phim

/CONG TY

Céng thiic : / chH 3r1f N
M6i vién DONAXIB 5 mg chia : * AN XUAT - THUONG MAT) 3
RESERITORBE I omssanmimssarssansmi B T O\ puce "‘ }:‘, / f/
T4 dugc Ludlpress Avicel, Lactose, DST, Aerosil, Magnesi stearat, HPMG, PEG, 'I*/@n EQWQ ﬁﬂ‘é g 'sét dd, Oxyd sit vang.
Méi vién DONAXIB 35 mg chia : AN To s
Risedronat natri.. .35 mg e

Ta dugc : Ludlpress Avicel, Lactose, DST, Aerosil, Magnesi stearat, HPMG, PEG, Titan dioxyd, Talc, Oxyd sét vang
Trinh bay :
VI 4 vién, hép 1 viva hdp 2 vi (DONAXIB 35 mg)
VI 7 vién, hop 2 viva hop 4 vi (DONAXIB 5 mg)
Chai 30 vién, Chai 60 vién va Chai 100 vién
Dugc dgng hoc :
Hap thu : Thudc duge hdp thu tuong déi nhanh sau khi uéng (tmax khodng 1 gid) va déc Iap vdi liéu ding trong khoang liéu dugc

nghién cttu (2,5 dén 30 mg). Sinh kha dung trung binh khi uéng thudc vién 1a 0,63% va gidm khi dung Risedronat dugc ung trong khi
&n. Sinh kha dung & nam va ni tudng ty nhau.

Phan b3 : Thé tich phan bé trung binh & trang thai én dinh néng do la 6,3 I/kg trén ngudi. Khodng 24% thudc gén két véi prtein huyét
tuong.

Chuyén hod : Khéng cé béng chiing vé chuyén héa toan than clia Risedronat natri
Thai tr : Khodng mét nira liéu thude da hap thu dugc bai tiét trong nudc tiéu trong vong 24 gid. Téc db thanh thai trung binh & than 1a
105 ml/phut va t8ng thanh thai trung binh 1& 122 mi/phut, sy khdc biét ¢6 thé qui cho sy hap thu vao xudng. Sy thanh thai & than khéng

phu thude néng dg, va cé sy tuong quan tuyén tinh gida thanh thai qua than va thanh thai qua creatinin. Thudc khéng hdp thu dugc thai
trir khéng thay déi trong phén.

Dugc lyc hoc :
Risedronat natri thuéc nhém thudc khéng hormone dudc goi 1a bisphosphonat, duge diing diéu tri cac bénh vé xudng. Risedronat natri
tac déng tryc tiép trén bd xuong va do do lam xuong khé bi gay.
Risedronat natri ¢6 &i tinh véi céc tinh thé hydroxyapatite trong xudng va téc dong nhu mét tac nhan chdng huy xuong. O cdp dé té bao,
Risedronat tic ché cac huy cét bao. Huy c6t bao van dinh binh thudng trén bé mat xudng, nhung cé béing chung cho thay gidm hoat
déng huy xuong (tifc bé xudng khang bi gé ghé). Do dac hinh thai mé hoc trén chuét, ché va Ign nhé cho thdy diéu tri Risedronat lam
giam chu chuyén xuong (tdn sé kich hoat, tifc t8c d hoat hod céc vi trf tdi cdu tric xuong) va huy xudng & nai téi cdu tric. Trong cac
nghién ctiu dugc Iy hoe va 1am sang, ngudi ta thay cac d4u &n sinh héa clia chu chuyén xudng gidm di trong vong 1 thang va dat mic
t6i da trong vong 3 thang.

Chi dinh :
Diéu tri va ngan nglfa bénh lodng xuang & phy nif sau man kinh.
Pé phdng loang xudng & phy ni sau man kinh bi tang nguy cd lodng xudng.
Duy tri hodc lam tang khéi lugng xudng & phu nif sau man kinh phdi diéu tri lau dai (trén 3 thang) béng corticosteroid dudng toan than
vdi liéu tuang duong prednisone > 7,5 mg/ngay.
Diéu tri bénh Paget vé xudng (viém xudng bién dang)

Chéng chi dinh :
Bé&nh nhan man cam vdi cac thanh phan cla thude.
Giam calci mau.
Suy thdn ndng (d¢ thanh thai creatinin < 30 ml/phdt).
Phu ni ¢6 thai va cho con bu.

Liéu lugng va cach ding :
Liéu lugng :
USng 1 vién 5 mg/ngdy hodc 1 vién 35 mg/tuan,
Dé&i véi bénh Paget vé xuong : liéu khuyén cdo la 30 mg/ngay, ding trong 2 thang.
Cach dung :
Nén udng it nhat 30 phit trudce khi &n 1an ddu trong ngay hodc cach cdc 1dn &n trong ngay it nhat 2 gid va it nhét 30 phdt trude khi di
ngdl.
DE gitip vién thudc dé dén véi da day, nén nudt tron vién thudc vdi nhiéu nude § tu thé thing ddng. Bénh nhan khdng nén ném trong
vong 30 phit sau khi udng.
Nén bé sung calci va Vitamin D n8u ché dé &n khong dugc ddy du.
Luu y : Néu quén udng thude
D&i véi vién Risedronat natri 35 : nén udng ngay 1 vién vao budi séng sau khi nhd ra va sau dé van uéng méi tudn 1 vién vao mét ngay
nh&t dinh da chon tif dau.
Khéng dugc udng hai vién ciing mot ngay dé bi cho vién thudc quén uéng.
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Tédc dung phuy : .
Da s6 cac tac dung phy déu nhe dén trung binh. Tac dung phu cé thé gap nhu dau cd, dau da day, khé tiéu, budn nén, nhifc ddu.
Théng bao cho bac si nhing tde dung khéng mong mudén gdp phai khi sit dung thude.

Thén trong khi ding :
Thic &n, d6 udng (trt cdc nudc thudng) va cac ché phdm cd chifa calci, magnesi, nhém cd thé cén trd sy hdp thu cla thudc. Do dé
khéng dudc ding cung lic khi dang uéng thuédc.
Nén diéu tri chiing ha calci mau trudc khi bat dau diéu tr bing thudc. Céc réi loan chuyén hod khdc vé chuyén hod xuong va chét
khoang (vi dy r&i loan chifc nang cén gidp, thi€u Vitamin D) cén dyoc diéu tri ddng théi v8i thudc nay.

Tudng tdc thudc :
Dung déng thai véi cac san phdm cé chira calci, magnesi, nhém, sét ¢é thé can trd sy hdp thu cla thudc.
Téac dung khi vdn hanh may méc tau xe : Chua co bao cédo

Phu nif c6 thai va cho con b : l/
Khéng ding cho phy nif ¢ thai va cho con bu.

Quad liéu va xditri :
Hién khéng 6 théng tin dac biét gi vé diéu tri qua liéu cép tinh véi Risedronat natri.
Sau khi uéng qua liéu trdm trong c6 thé thay gidm calci huyét thanh. Cdc d&u hidu va triéu ching cla ha calci mau ciing cé thé xdy ra
trén mét s6 bénh nhan nay.

Nén uéng sifa hodc céc thuée khang acid cé chifa magnesi, calci hodc nhém dé két gén véi Risedronat natri va gidm sy hép thu
thudc. Trong trudng hgp qua liéu trdm trong, cé thé phai rira da day dé loai bé thudc chua dugc hép thu

Béo quan : Ndi khd, nhiét d§ dudi 30°C, tranh dnh sing
Thuéc sén xuat theo USP 34 X<TM DP DONG NAM
Han diing : 36 thang ké tif ngay san xuét

Thuéc nay chi dung theo don cla thay thuéc

DE XA TAM TAY TRE EM
DQC KY HUGNG DAN SU SUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOIY KIEN BAC Si
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