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NHAN HOP DROSERID

Kich thuac:

Dai : 75mm
Réng: 20 mm
Cao : 60 mm

Risedronate Sodium
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Manutactured by GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong

THANH PHAN/ COMPOSITION;

@i vign bao phim chifa Risedronat Natri 35 mg

Each film coated tabiet contains Risedronate Sodium 35 mg.

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHi BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc to huéing dén sif dung.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Piease refer to the package insert,

BAD QUAN: B noi kh rdo. tranh dnh sdng, nhiét d5 khong qué 30°C.
STORAGE: Store at the temperature not more than 30°C, in a dry

. place, protect from light.

Sa 16 SX / Batch No.:
NSX / Mig. Date
HD / Exp. Date

San xudt bai' CONG TY CO PHAN DUGC PHAM GLOMED
35 Bal LG Tu Do, KCN Vigt Nam-Singapore, Thudn An, Binh Dudng
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HUGONG DAN SU DUNG THUOC
DROSERID

Risedronat natri
Vién bao phim

1- Thanh phin
Mdi vién bao phim chira:
Hoat cht: Risedronat natri 35 mg.

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, crospovidon, magnesi stearat, hypromellose, hydroxypropyl cellulose, macrogol
6000, talc, titan dioxyd, tartrazin yellow lake, ponceau 4R. |

| 2- Mé ti sin phdm
DROSERID dugc bao ché dudi dang vién bao phim ding dé udng chira risedronat natri.

Risedronat natri 1a mt pyridinyl bisphosphonat ¢6 tic dyng trc ché hily xuong qua trung gian hiiy ¢t bao va diéu chinh chuyén héa |
xuong. V& héa hoc dédy 14 natri trihydrogen [1-hydroxy-2-(3-pyridyl)ethyliden]diphosphonat. Cong thirc céu tao nhu sau:
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Cong thirc phén tir 12 C;H (NNaO,P, va Kkhdi lugng phén tir 14 305,1. [

M3i vién bao phim DROSERID chira 35 mg risedronat natri. c}‘
3- Duge lyc hoe va duge dfng hoc i '
Durge lue hoc

Droserid (risedronat natri) 1a mot pyridinyl bisphosphonat ¢6 téc dung trc ché hily xwong qua trung gian hiy cbt bao va didu chinh
chuyén héa xuong.

H
Risedronat natri ¢6 4i lyc v6i céc tinh thé hydroxyapatit trong xwong va téc ddng nhu mot tac nhan chdng hiy xwong. O cép d9 té bao, -
risedronat natri trc ché cac hiiy ¢6t bao. Binh thuémg, hiy c¢dt bao dinh vao bé mat xuong, nhung cho thdy bing chimg giam hoat dong “
hity xwong (vi dy khong c6 bdr gon séng). Xét nghiém hinh théi mé hoc trén chudt, ché va chudt lang cho théy diéu trj risedronat natri /
lam giam chu chuyén xuong (tn suét hoat dong, tirc ti I¢ tai cac vj tri tai cAu tric xwong duge kich hoat) va sy hiy xuong & cdc vj tri
téi cau tric.

Dugce djpng hoc

Gibng nhur céc bisphosphonat khéc, risedronat duge hip thu kém khi ubng. Su hdp thu bj giam bai thire &n, dic biét la nhimg san phim
c6 chira calci hay céc cation da héa trj khéc. Sinh kha dung trung binh 12 0,63% khi uéng thudc lic bung doi, va giam dén 30% khi
diing thudc 1 gidr trudc bira &n sing, giam dén 55% khi dung thudc nira gits trude bira an sang. Ti 1é gin két voi protein huyét trong 1
khoang 24%. Risedronat khong bj chuyén héa. Khoang mdt nira ti 1¢ thuoc hap thu dugce bai tict trong nurée ticu trong vong 24 gid,
phin con lai dugc giir lai trong xwong trong mot thoi gian dai. Phin thude khong hdp thu bj thai trir trong phén dudi dang khong ddi.

. 4- Chi djnh

DROSERID dugc ding riéng 1¢ hay phéi hop véi calci dé diéu trj va ngén ngira bénh loang xwong & phy nir sau man kinh. O nhirng
phuy nir sau man kinh bj lodng xwong, Droserid 1am giam nguy co gdy ddt sbng va nguy co gay Xurong ngoai dét séng do bénh lodng
Xuong.

5- Liéu diing va cdch diing
% Liéu diing

Mdi tuan 1 vién (35 mg).
Ding thudc & ngudi suy thin

Risedronat natri khong dirgc khuyén ding cho ngudi suy thin niing (d6 thanh thai creatinin duéi 30 ml/phut). Khong cin diéu chinh i
litu & bénh nhén c6 dd thanh thai creatinin >30 ml/pht. |

*+ Cich ding
Nén uéng it nhét 30 phat trude khi &n hogic ubng lin ddu trong ngay (ngoai trir nudc).

Dé gitip vién thudc d& dén da day, nén nudt tron vién thubc véi mot ly nude diy khi bénh nhan & tu thé dimg thing. Khong nén nim
trong vong 30 phut sau khi uéng thudc.

Nén b sung calci va vitamin D néu ché d¢ an khong dugc déy du.

Céc thudc chira calci c6 thé can tré hip thu risedronat natri va nén udng vao thdi diém khéc trong ngay.

Néu quén ubng mot liéu Droserid 35 mg, ubng mot vién vao budi sang ngay sau khi nhé ra va sau d6 vin udng mdi tuin mot vién vao
m{t ngay nhit dinh nhu da chon tir diu. Khong duoc udng 2 vién trong cling mdt ngay.

6- Chéng chi djnh
Tién sir qua min véi risedronat natri hay bt ky ta dugc nao cua Droserid.
Suy thén ning (d§ thanh thai creatinin dudi 30 ml/phat).
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Ha calci huyét.

C6 thai va cho con bi.

7- Luu ¥ va thiin trong

Nén diéu trj tinh trang ha calci huyét trude khi bit ddu didu trj véi risedronat.

Risedronat natri, gibng v&i cac bisphosphonat dudng udng khéc, co thé gy kich (mg tai chd trén niém mac da day-rudt trén. Do vy,
nén thin trong khi diing risedronat natri cho bénh nhan ¢6 bénh dudmg tiéu hoa trén.

Nén ding thudc than trong trong cac trudmg hop sau:
- Réi loan thyc quan.
- Khong thé giir tr thé thing dimg dugc trong it nhat 30 phut sau khi udng thudc. e /
Sir dyng trén tré em: Chua xéc dinh dugc dy di hiéu qua va do an toan cua thudc.
Sir dyng trén ngudi gia: Khong cin diéu chinh liéu ding trén ngudi gia.
Sir dung trén phy ni¥ c6 thai hofic dang cho con bii: Khong khuyén duing thudc nay cho phy nir ¢6 thai hodc dang nudi con béng sira
me.

Anh huéng ciia thube 18n khi niing didu khién thu xe va vin hanh mdy méc: Risedronat natri khong anh huéng dén kha nang lai
xe va v@n hanh may moéc.

8- Twong tic cua thudc véi cdc thube khdc va cic dang tuong tic khac

Chua c6 nghién ciru trong téc chuyén bigt ndo dugc thyc hign. Tuy nhién, trong cdc thir nghi¢m Idm sang, khong thiy mot tuong tac
coy ngma 1Am sang nao risedronat natri v&i cac duge phim khac.

Diing déng thdi véi nhimg thude c6 chira cac cation da hoa trj (thi dy: calci, magnesi, sat, nhom, va thude khang acid) c6 thé can tro
hép thu risedronat natri.

9- Téc dyng khdng mong mubn

Pa sb céc tic dung khdng mong mudn trong céc nghién ctru 1am sang déu tir nhe dén trung binh va thong thudng khong cén phai
ngung diéu trj.

Céc tic dung khong mong muén thudng gip nhét 1a dau trong xuong, co va khép, khé tidu, budn ndn va nhirc diu.

Trén mot s6 it bénh nhén, céc tic dung khong mong muén it gip sau day da dugc béo céo: viém da day, viém té trang, viém ludi, nudt
khé, Viém méng mit da duge bao céo 13 it gip trong céc thir nghiém 1am sang.

Nong d¢ calci va phosphat huyét thanh trén mot sé bénh nhan dugc nhan théy hoi giam, xay ra sém, thoang qua va khdng c6 tri¢u
chimng.

Ngung sir dung va hoi y kién bde st néu xuét hién céc triéu chimg méi hogc tré nén nang hon.
Théng bao cho béc sT nhirng tdc dyng khéng mong mudn gip phii khi sir dung thubc.
10- Qui liéu va xir tri

Tri¢u chimg: Giam calci huyét thanh sau khi ubng qué liu trdm trong c6 thé xay ra & mdt vai bénh nhén. Céc d4u higu va trigu chung
cua giam calci huyét ciing c6 thé xay ra trén mot s bénh nhan nay. :

Xk tri: Khong c6 thong tin déc bigt vé diéu trj qua liéu cdp tinh risedronat natri. Ugng sita hodc céc thude khang acid (c6 chira calci,
magnesi hofic nhdm) c6 thé ¢ ich. Dung calci tiém tinh mach c6 thé duge dung dé khoi phuc luong calci da bj ion héa va lam giam
cac déu higu va tridu chimg cta tinh trang ha calci huyét.

11- Dang bao ché va déng goi
Hp 1 vi x 4 vién bao phim.
12- Bio quén:
Bdo quan noi khé réo, tranh dnh sang, nhiét d§ khong qué 30°C.
13- Tiéu chuén chét lugng: USP 34.
14- Han dung: 48 thang ké tir ngay san xudt.
THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
San xudt bai: CONG TY CO PHAN DUQC PHAM GLOMED
i: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, thj xa Thuén An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769094
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