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HOP 1 VI KEP x 4 VIEN NEN BAO PHIM

WHO-GMP

D€ xa tim tay tré em.

Poc ky hudng diin sit dyng trude khi ding.

Bdo quin & nhiét d9 dudi 30°C, ndi kho rdo, trdnh dinh sing.
CONG TY €6 PHAN DUGC PHAM OPV

L6 27, 3A, KCN Bién Hoa 11, TP. Bién Hoa, Déng Nai, Viét Nam

THANH PHAN: Mé&i vién nén bao phim chiia;
Risedronat natri (Dudi dang Risedronat natri hemi-pentahydrat)...35 mg
Td duge viva dd mot vién
Chi dinh, cich dung va liéu ding, chéng chi dinh, lou ¥, than trong va
cdc théng tin khic: Xin doc trong (3 hudng din s dung.

R( Prescription only

Ostovel 35

Risedronate sodium 35 mg
(As Risedronate sodium hemi-pentahydrate)
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BOX OF 1 BOOKLET x 4 FILM COATED TABLETS 3 z
s, v 4
0
COMPOSITION: Each film coated tablet contains: Keep out of reach of children.
Risedronate sodium (As Risedronate sodium hemi-pentahydrat)...35 mg Read carefully the enclosed insert before use.
Excipients g.s.... ...one tablet Store at temperature below 3(°C, in a dry place, protect from light.
Indications, administration and dosage, contraindications, warnings, OPV PHARMACEUTICAL JOINT STOCK CO.
precautions and other information: See the insert Lot 27, 3A, Bien Hoa Industrial Zone 11, Bien Hoa City, Dong Nai, Vietam
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Rx Thudc bén theo don

OSTOVEL® 35

Risedronat natri 35 mg
G/ luaoViBRnén bao phim

THANH PHAN: M3i vién chu’a COPRAN 1
Hoat chét: ]
Risedronat natri (Dugi dang {lsedronat natn hemi-pentahydrat)................. 35 mg
T4 dugc; Lactose dap thang, mtcrocrystalhne cellulose PH 102, crospovidon, silic oxyd dang keo
khan, magnesn stearat opadry Il white, oxid sat vang, oxid sat do.
MO TA SAN PHAM
Vién nén bao phim, hinh oval, mau cam, hai mat vién tron va 16i.
DUGC LUC HOC:
Risedronat natri 1a mgt pyridinyl bisphosphonat, 1a mot chdt Gc ché su tiéu xuong qua trung gian
clia hly cot bao. N6 dugc sl dung dé diéu tri va phong ngiia lodng xuong & phu nif trong giai
doan man kinh va lodng xudng do glucocorticoid. Risedronat con dudc dung dé diéu tri lam tdng
khéi lugng xuong 6 nam gidi bi lodng xuong, va diéu tri bénh Paget’s xuong.
DUGC BONG HOC: -
Risedronat dugc hdp thu rét it sau khi udng. Thiic &n lam giam sy hdp thu, dac biét la cac ché
phdm chia calci hodc cation da hoa tri khac. Sinh kha dung trung binh khodng 0,63% khi doi, gidm
30% khi udng 1 gid tru6c biia &n sdng, va giam 55% khi udng nifa gio trudc biia an sang. Lién két
trong huyét tuong khodng 24%. Risedronat khong bi chuyén hoa va 50% liéu h&p thu duoc bai tiét
dusi dang khong d6i qua nubc tiéu trong vong 24 gid. Phan con lai cla liéu hap thu thi tich Iy &
xuong mot thdi gian dai. Phan thudc khong hap thu dudc théi trir khong doi qua phan.
CHI DINH:
- Diéu tri va phong ngla lodng xuong & phu nii trong giai doan man kinh va lodng xuong do
glucocorticoid.
- Diéu tri lam tdng khoi lugng xuong & nam gidi bi lodng xuong.
- Diéu tri bénh Paget's xuong.
CACH DUNG - LIEU DUNG:
- Diéu tri va phong ngtia lodng xuong: Udng 1 vién 35mg, tuin 1 1an.
- Diéu trj 1am ting khdi luong xuong & nam gidi bi lodng xuong: U6ng 1 vién 35mg, tudn 1 lan.
- Diéu tri bénh Paget's xuong: Uong 35 mg/ngay trong 2 thang.
Luu ¥: Nudt nguyén vién thudc. Nén udng thudc sau khi thiic day vao budi séng véi 1 lugng nubc
khodng 180 — 240 ml (khong dung nu6c khodng) va it nhat 30 pht trusc khi dn sdng hodc cac
thuc khac trong ngay.
Nén diing hodc ngdi thing cho dén khi it nhat 30 phat sau khi usng OSTOVEL®. Khong udng
thudc véi tra, ca phé, nudc trdi cay hodc nhiing chit long khéc.
CHONG CHI DINH:
- Qua man v6i bat cl thanh phan nao cla thudc.
- Bénh nhan bi di dang thuc quan, gidm calci mau.
- Suy than tién trién (hé sB thanh théi creatinin <30ml/pht).
- B&nh nhan khang c6 kha ning ding hodc ngdi thdng trong it nhat 30 phit.
- Phu nii ¢6 thai va dang trong thai ky cho con ba.
LUU Y VA THAN TRONG:
- Phai diéu tri ching gidm calci mau da c6 trudc khi bat dau diéu tri bing OSTOVEL®.

W



https://nhathuocngocanh.com/

- Mot s6 thubc bisphosphonat c6 thé gy r6i loan dudng tiéu hoéa trén. Vi vdy, nén ding
risedronat natri theo huéng din dé gidm d&n mic t6i thi€u cdc nguy co ndy. B&énh nhan nén
ngung thudc néu xay ra cdc trigu chiing méi hodc toi t& hon.

- B8 sung calci va vitamin D, néu khdu phan 4n hang ngay khong di.

- Phu nif ¢d thai va cho con hii: Chong chi dinh.

- Tac dong cha thudc khi 14i xe va van hanh may mdc: Khong anh hubng.

TAC DUNG KHONG MONG MUON:

Thuong gap, 1/100 < ADR < 1/10

H& than kinh trung uong: Nhiic dau

Tigu hoa: Tao bon, kho tiéu, budn ndn, dau bung, tiéu chay

Ca xuong va mo lién két: Pau cd xuong

t gdp, 1/1000 < ADR < 1/100

M3t: Viém méng mat

Tiéu hoa: Viem da day, viém thuc quan, kho nudt, viém ta trang, viém loét thuc quan

Higém gdp, 1/10000 < ADR < 1/1000

Tiéu hoa: Viém IuGi, hep thuc quan

Khac: Xét nghiém chiic ning gan bat thudng

Mét s¢ tac dung khdng mong muén b6 sung sau ddy da dugc bdo cdo trong khi luu hanh trén v

thi trudgng:

Higm gdp, 1/10000 < ADR < 1/1000

Co xuong va md lign két: Gy than xuong dui va du6i mé&u chuyén khong dién hinh (phan (ng
khong mong mudn clia nhém bisphosphonat).

Chua biét ty Ié

Mat: Viem mong mat, viem mang bd dao

Co xuong va mo lién k&t Hoai ti xuong ham

Da va md dudi da: Qua mén va cac phan (Gng da bao gdm phlu mach, phat ban toan than, néi
may day, béng nudc da, nhiing phan @ng nghiém trong bao gdm hoi chiing Stevens-Johnson,
hoai tli bi€u bi nhiém doc, viem mach qud man. Rung toc

Hé mién dich: Phan Gng phan vé.

Gan mat: Roi loan gan nghiém trong.

Thdng bao cho bac s nhifng tic dung phu khéng mong mudén gap phai khi sir dung thudc.
TUGNG TAC THUOC:

Trong nghién ciu lodng xuong giai doan IIl cla risedronat natri v6i liéu dung hang ngay, nhiing
b&nh nhan st dung acid acetylsalicylic hodc NSAID di dudc bdo cdo lan ludt 1a 33% va 45%.
Trong nghién ciu giai doan IIl mot tudn mot 1an & phu nit sau man kinh, nhiing bénh nhan st
dung acid acetylsalicylic hodc NSAID di dugc bdo cdo Ian lugt 1a 57% va 40%. Trong s& nhiing
ngudi st dung acid acetylsalicylic hoic NSAID thutng xuyén (3 ngay hoic hon mdi tuin) ty 1&
mac cac tdc dung phu dudng tiéu hoa trén & nhiing bénh nhan dugc diéu tri véi risedronat natri
tuong tu nhu & nhiing bénh nhan co kiém soat.

C6 thé sif dung dong thoi risedronat natri v6i ché pham b sung estrogen néu dugc xem xét thich
hap.

Risedronat natri khong dugc chuyén hoa mot cch co hé théng, khéng c&m (ng enzym cytochrom
Psso va ¢ su gan k&t thap vai protein.

Dung dong thoi risedronat natri va calci, cac thudc trung hoa acid, hodc céc thudc dudng udbng co
chiia cation hoa tri 2 s& ngin can hdp thu cla risedronat natri.
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QUA LIEU VA XU TRi:

Hién khong c6 thdng tin didc biét gi vé viéc qua liéu risedronat sodium.

Sau khi udng qua liéu trdm trong c6 thé xay ra gidm calci huy8t thanh. Cac ddu hidu va triéu
chling clia ha calci huy8t cling c6 thé xay ra trén mot s6 bénh nhan nay.

Nén ubng siia hodc céc chdt khdng acid c6 chiia magnesi, calci hodc nhom dé gin k&t voi
risedronat natri va giam hép thu risedronat natri. Trong trudng hop qua liéu trdm trong, c6 thé rla
da day dé loai bd thudc chua dugc hap thu.

TRINH BAY: Hop 1 vi kep x 4 vién nén bao phim.

BAO QUAN: § nhiét do dugi 30°C, nai kho rdo, tranh anh sdng.

HAN DUNG: 36 thang ké tu ngay sén xuat. Khong ding thudc qud han sir dung.

NGAY XET LAI TG HUGNG DAN SU DUNG:...

BE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
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CONG TY CO PHAN DUGC PHAM OPV
Lo 27, budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh pho Bién Hoa, Tinh Dong Nai.
BT: (061) 3992999  Fax: (061) 3835088
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