J{ THUGC BAN THEO BON
X

TO HUONG DAN SU DUNG THUOC
AGOSTINI

(Vién nén dai Alendronic acid 70 mg, Cholecalciferol 140 mcg)

Doc ky hudng din sir dung trudc khi dung
Néu can thém thong tin xin héi y kién thay thuoc
Chi dung thuoc nay theo su ké don ciia thay thuoc

THANH PHAN:

Mbi vién nén dai chira:

Alendronic acid (duo¢i dang Alendronat natri) ......... 70 mg
Cholecalciferol (vitamin D3) .............c.ccevevenenn. 140 mcg

Ta dwoc: Povidon, BHA, mannitol, cellulose vi tinh thé, natri starch glycolat, silicon dioxyd,
magnesi stearat ... viea du 1 vien.

PAC TiNH DUQC LUC HOC:

Alendronat natri

Alendronat natri 12 mot bisphosphonat tac dung nhu mét chat e ché manh va tc ché dic hiéu su
tiéu xwong qua trung gian hay cbt bao. Bisphosphonat 1a nhiing chét tong hop tuong tu
pyrophosphat duoc lién két voi hydroxyapatit c6 trong xuwong.

Alendronat la mot bisphosphonat ma trong cac nghién ctru trén dong vat, co dac tinh dinh khu uu
tién vao cac vi tri co tiéu xwong, dic biét 1a bén dudi cac huy cbt bao va we ché duogc sy tiéu
xuong do hay cét bao, ma khdng c6 tac dung truc tiép trong tao xuong. Vi tao xwong va tiéu
xuong di doi vai nhau, nén su tao xuong ciing bi giam, nhung giam it hon sy tiéu xuong, dan téi
c6 su tang dan khéi lwong xwong. Trong thai gian dung thudc alendronat, xwong binh thuong
duoc tao thanh va gén alendronat vao khudn cua xuong va ¢ d6, thudc sé& khéng con hoat tinh
duoc ly.

Cholecalciferol (vitamin D3)

Cholecalciferol (vitamin D3) 1a mot secosterol, 1 tién chat tu nhién cua hormon calcitriol diéu
hoa calci (1,25-dihydroxyvitamin D3).

Vitamin D3 duoc tao ra ¢ da do chuyén hoa quang héa tir 7-dehydrocholesterol sang tién vitamin
D3 bang &nh sang cuc tim. Khi phoi nang khong du thi vitamin D3 s& la chét dinh dudng thiét
yéu. Vitamin D3 can cho su tao xuong binh thuang. Thiéu hut vitamin D s& gia tang khi khong
duoc tiép xdc anh sang mat troi va thiéu bo sung dinh dudng. Thiéu vitamin D lién quan dén can
bang am tinh vé calci, hao xuong va ting nguy co gay Xuong. Trong cac truong hop nghiém
trong, thiéu hyt vitamin D s& gy tang nang thir phat tuyén can giap, ha phosphat huyét, yeu co
gan diém bam va nhuyén xuong, hon nira con 1am ting nguy co nga va gay xuong ¢ nguoi lodng
Xuong.

PAC TiNH DUQC PONG HQC:

Alendronat natri: So v6i mot liéu chuan tiém tinh mach, kha dung sinh hoc dudng udng trung
binh ¢ phy ntt la 0,7% v&i nhiing lidu trong pham vi tir 5 - 40 mg, uéng sau 1 dém nhin an va 2
gio trudc mot bira an sang chuén.

Alendronat dugc phan bd nhét thoi & mé mém, sau d6 phan b lai vao xwong hodc bai xuat qua
nude tiéu. Lién két véi protein trong huyet tuong khoang 78%.

Sau khi tiém tinh mach liéu duy nhit 10 mg, d6 thanh thai ¢ than 13 71 mL/ phat. Nua doi két
thiic ciia thude trén 10 nam, c6 18 1a do sy giai phong alendronat tr xuong.

Cholecalciferol (vitamin D3): Vitamin D3 dugc hip thu ¢ niém mac rudt nhd mudi mat va lipid,
tich lily ¢ gan, mg, xwong, co va niém mac ruft. Thubdc lién két véi a-globulin huyét twong.
Trong co thé, vitamin D3 chuyén hoa & gan va thin tao ra chat chuyén hoa co hoat tinh la 1,25-
dihydroxycholecalciferol nho enzym hydroxylase. Vitamin D3 thai trir chii yéu qua phan, mot
phan nho thai qua nudc tiéu, thoi gian ban thai 19 - 48 gio.
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CHI PINH:

Thuéc duoc chi dinh trong:

- Bleu tri loang xwong ¢ phu nix loang xuwong sau man kinh dé phong ngua gay Xuong, bao
gom gay xuong hdng va xuong song (gay 0n cot sbng) va dé gilp dam bao du vitamin D.

- Diéu trj lodng xwong & nam gidi dé ngan ngira gy xwong va dé gilp dam bao du vitamin D.

CHONG CHI PINH:

- Céc di thuong nhu hep hodc mat tinh dan hoi ctia thue quan dan dén chdm lam rdng thyc quan.
- Khong co6 kha nang dimg hoac ngoi thang it nhat 30 phit.

- Man cam véi bat ky thanh phan nao cua thude.

- Giam calci huyét (xem phan Luu ¥ dic biét va than trong khi sir dung).

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Puong tieu hoa trén

Giéng nhu cac thudc chira bisphosphonat khac, AGOSTINI c6 thé giy kich ung tai chd niém
mac du’(‘mg tiéu hoa trén.

Pi c6 bao cao vé nhitng phan ng ¢6 hai ¢ thuc quan nhu viém thye quan, loét thyc quan va bao
mon thue quan, hiém khi dén t6i hep hodc thung thuc quan ¢ ngum bénh diéu trj bang alendronat.
Mot s6 trudong hop niang phai nam vién. Vi vay, thdy thudc can canh giac voi bat ky dau hiéu
hodc triu chung nao bao hiéu vé phan u’ng thuc quéan va ngudi bénh can duoc chi dan dé ngu’ng
uong thuoc va bao cho thay thuoc ngay néu thay khé nudt, nuét dau, dau sau xwong tic, ¢ nong
moi xuat hién hodc ngay mot x4u di.

Nguy co phan tmg c6 hai nghi€ém trong d01 voi thue quéan cang 16n néu ngudi bénh di nam sau
khi u6ng AGOSTINI, va/ hodc khong ubng thudce véi mot coe day nudce, va/ hodc tiép tuc diung
thube khi co nhimg triéu chimg nghi 1a kich tmg thuc quan. Vi vay, cung cap day du thong tin
cho ngudi bénh dé ho hiéu 18 cac chi dan vé lidu lugng, cach dung 1a rit quan trong (xem phan
Liéu lwong va cach dung).

Mic du khong thiy ting nguy co trong nhitng thur nghiém 1am sang mé rong, da c6 mot s6 bao
c4o hiém gap (sau khi dua thude ra thi truong) vé loét da day va ta trang, mot sb trudng hop ning
c6 bién chimg.

Vi alendronat c6 thé 6 nhimng tac dung kich ung niém mac duong ti€u hoa trén va co tiém nang
lam bénh san ¢6 x4u di nén can than trong khi cho ngudi bénh c6 van dé vé duong tiéu hoa trén
nhu kho nuét, c6 cac bénh thuc quan, viém hodc loét da day, ta trang khi ding AGOSTINI

Hoai tir xwong ham khu tru

Hoai tir xwong ham khu trd (ONJ), thuong lién quan dén nho ring va/ hodc nhidém khuan tai chd
1au khoi d gap (tuy hiém) khi dung bisphosphonat duong uéng. Phan 16n  nhing truong hop hoai
tu xuong ham do dung blsphosphonat la & bénh nhan ung thu diéu tri bang bisphosphonat tiém
tinh mach. Nhiing yéu t6 nguy co vé ONJ d3 biét bao gdbm chin doan ung thu, tri lidu ph01 hop
(vi du: Hoa tri li¢u, xa tri, dung corticosteroid), kém v¢ sinh rang mi¢ng, cac bénh mic dong thoi
(bénh vé rang tir trude, thiéu mau, bénh déng mau, nhiém khuan). Nguoi bénh bi hoai tr xwong
ham khu trii (ONJ) can duoc sy chim soc phu hop ctia mot bac sy phau thuat miéng va can nhac
ngung sir dung blphosphonat tiy theo két qua danh gia nguy co/ loi ich trén timg ngudi bénh cu
thé. Cac thu thut rang c6 thé 1am bénh nang hon.

Pau co, xwong, khop

Nguoi bénh dung bisphosphonat ¢6 khi gap dau Xuong, khép va/ hodc dau co. Theo kinh nghiém
sau khi dua thudc ra thi truong, nhung triéu chimg nay hiém khi & mirc d6 nghiém trong va/ hoic
lam mat kha ning van dong. Thoi gian bat dau xuét hién triéu ching dao dong tir mot ngay téi
nhiéu thang sau khi bat dau diéu tri. Hau hét nguoi bénh giam triéu chu‘ng sau khi ngtng thudc.
Mot so nguo’l bénh bj tai phat khi dung lai véi cing thude d6 hodc v6i mot bisphosphonat khac.
Khong nén dung AGOSTINI cho nguoi bénh c6 d6 thanh théi creatinin < 35 mL/ phut.

Can cén nhic cic nguyén nhan giy lodng xwong khac ngoai thiéu hut estrogen, tudi cao va sir
dung glucocortlcmd

Chuyén h6a muoi khoang
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Natri alendronat: Phai diéu chinh hién tugng ha calci huyét trude khi bt dau dung AGOSTINI
(xem phan Chédng chi dinh). Ciing can diéu tri tich cuc nhung roi loan khac tac dong toi chuyén
hoa chat khoang (nhu thleu hyt vitamin D). Vi nguoi bénh c6 cac roi loan nay, can theo doi
nong do calci trong huyét thanh va cic triéu ching ha calci huyét trong qua trinh diéu tri véi
AGOSTINI.

Do céc tac dung tich cuc cua alendronat 1am tang khoang xuong, c6 thé xay ra hién tuong giam
nhe va khong c¢6 triéu chung nong d6 calci va phosphat trong huyét thanh.

Cholecalciferol: Vitamin D3 c6 thé 1am gia tang murc do tang calci huyét va/ hoic tang calci nidu
khi duing cho nguoi mac cac bénh c6 lién quan t6i sy tang qua mire calcitriol ma khong dleu hoa
dugc (vi du: Bénh bach cau, u lympho bao, bénh sarcoid). V6i nhitng nguoi bénh nay can theo
ddi ndng d9 calei trong nude tiéu va huyét thanh.

Nguoi bénh kém hap thu s& c6 thé khong hip thu ddy du vitamin Ds.

Dé xa tam tay tré em.

SU'DUNG CHO PHU NU' CO THAI VA CHO CON BU:
Thuoc chua dugce nghién ctru trén phu nit mang thai hodc cho con bu, vi vay khong dugc dung
cho cac truong hop nay.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Dung thén trong cho nguoi lai xe va van hanh may moc vi thubc c6 thé gy tac dung khong
mong mudn chong mit, hoa mit cho ngudi sir dung.

TAC DUNG KHONG MONG MUON:

- Toan than: Cac phan tng qua man cam bao gom may day, hiém gap pht mach. Ciing nhu véi
cac biphosphonat khac, d6i véi alendronat co gap nhiing tri¢u chuang thoang qua nhu dap tng
¢ pha cap tinh (dau co, kho &, suy nhugc va hiém gap sot), dién hinh lién quan dén khi bat
dau diéu tri. Hiém gap ha calci huyét triéu ching, nhin chung c6 lién quan dén cac diéu kién
thuan loi caa bénh. Hiém gap phu ngoai vi.

- Tiéu héa: Budn nén, non, viém thuc quan, trot thuc quan, loét thyc quan, hiém gap hep hoac
thung thuc quan va loét miéng - hau; Hiém gap loét da day hoic ta trang, mot sb loét nghiém
trong c6 kém bién chang. Hiém gap hoai tir xwong khu tr & ham, thuong lién quan dén nho
rang va/ hoac nhidm khuan tai chd va lau khoi.

- Co - xuong: Dau xuong, khép va/ hodc co, hiém khi nghiém trong v&/ hoac lam mat kha
nang van dong; Sung khop; Gay dau trén xwong dui do luc tac dong nhe.

- Hé than kinh: Hoa mat, chdng mat, réi loan vi gidc.

- Da: Phat ban (thinh thoang kem nhay cam véi anh sang), ngua, hiém gap cac phan ung
nghlem trong ¢ da nhu hdi ching Stevens-Johnson va hoai tir biéu bi nhiém doc.

- Céc gi4c quan dac biét: Hiém gap viém mang mach nho, viém cang mac hoac viém trén cung
mac.

Théng bdo cho thay thuéc cdc téc dung khéng mong muén gdp phdi khi sir dung thuéc.

LIEU DUNG - CACH DUNG:

Liéu luong khuyén c4o 1a mdi tuan udng mot vién duy nhat.

Phai udng thudc it nhat la 30 phut trude khi an, uong hodac dung thuoc lan dau trong ngay voi
nudc thuong Céc d6 udng khac (ké ca nude khoang), thirc an va mot sd thude co thé lam giam
su hap thu cua alendronat.

Dé dua thude xuong da day dé dang nham giam tiém nang kich tmg/ cac tac dung ngoal y o thuc
quan, phai uong thudc v6i mot cde nude day vao lac mdi ngu ddy trong ngay va nguoi bénh
khong dugc nam trong vong it nhat 30 phat sau khi ubng thudc va cho t6i sau khi an lan dau
trong ngay. Khong dugc uong thude trude khi di ngu hodc con dang nam trén glu’ong khi méi
thire déy trong ngay. Néu khong tuan thu nhirg chi dan nay, nguy co tac dung co hai cho thuc
quan c6 thé tang lén.
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Nguoi bénh can bd sung calci va/ hodc vitamin D, néu lwong nhap trong ché do an khong du.
Thay thudc can quan tdm dén luong vitamin D trong cac vitamin va luong dinh dudng bd sung.
AGOSTINI cung cép lugng vitamin D cho moi tuan can ctr vao lidu hang ngay 1a 800 don vi.
Khong can phai diéu chinh lidu cho ngudi cao tudi hodc nguoi bénh suy than tir nhe dén vira pha1
(d6 thanh thai creatinin tir 35 den 60 mL/ phuat). Khong khuyén cédo ding AGOSTINI cho nguoi
bénh suy than nang hon (h¢ s6 thanh thai creatinin < 35 mL/ phut) do chua c6 kinh nghiém 1am
sang d6i véi cac doi tugng nay.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Alendronat natri: Neu dung cung lac, co thé cac san pham bd sung calci, thudc khang acid va cac
thudc dung duong uong khac s& anh hudng dén sy hap thu cua alendronat. Vi vay, nguoi bénh
phai cho it nhat nira gio sau khi udng AGOSTINI r6i méi udng thude khac.

Dung dong thoi thude thay thé hormon (HRT) (estrogen + progestin) va alendronat natri da duoc
danh gid trong hai nghién ctru 1am sang trong thoi gian mét va hai ndm & phu nit lodng xuong
sau man kinh. Str dung két hop (HRT+ alendronat natri) da 1am ting khoi luong Xuong nhiéu hon,
dong thoi glam thleu nhleu hon sy thodi héa xuong, so voi khi dung ting thuoc riéng. Trong cac
nghlen ctru ndy, hd so vé tinh an toan va dung nap cua tri liéu phdi hop thong nhit véi tinh an
toan va do dung nap cua riéng timg thudc.

Céac nghién clru tuong tac déc biét chua duogc thyc higén. Alendronat natri/ Cholecalciferol da
duogc st dung trong nhirng nghién ciru vé lodng xuong 0 nam gioi va phy nit sau mén kinh voi
mdt loat cac thudc ké don thong thuong, khong thiy co bang chimng vé tuong tic c¢6 hai trén 1am
sang.

Cholecalciferol: Olestra, cac dau khoang vat, orlistat, cic chat lién két acid mat (vi du:
Cholestyramin, colestlpol) c6 thé can trd su hip thu cua vitamin D. Thudc chéng co giat,
cimetidin va thudc loi niéu nhom thiazid c6 thé lam tang di hoa vitamin D.

QUA LIEU VA XU TRI:

Alendronat natri: Khong c6 thong tin dac biét vé dieu tri qua liéu véi alendronat. Uéng qua liéu
co thé gay giam calci huyét, giam phosphat huyét, xuét hién céc tac dung ngoai y ¢ duong tiéu
hoéa trén nhu ri loan tiéu héa, ¢ nong, viém thuc quan, viém hoic loét da day. Can cho udng sita
hoac thubc khang acid dé két hop véi alendonat. Do nguy co kich wng thuc quan, khéng dugc
gay nén va ngudi bénh can ¢ tu thé hoan toan thang dung.

Cholecalciferol: Chua c6 dit liéu ghi nhan doc tinh cua vitamin D khi cho udng kéo dai & nguoi
I6n khoe manh véi lidu dugi 10000 1U/ ngdy. Trong nghién cau 1am sang trén nguoi 16n khoe
manh, liéu hang ngay 1a 4000 IU vitamin Ds trong thoi gian t6i 5 thang khéng thay tang calci
niéu hosc tang calci huyét.

PONG GOI: Hop 1 vi x 4 vién.

BAO QUAN: Noi khé rdo, tranh 4nh séng, nhiét 4o khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuét.

San xuét tai: ) )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

Tén san pham: AGOSTINI
M4 sb toa: TOA296CBB
Kiém soét sira doi: - Chuyén file in theo Ho so ding ky
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- Stra 16i chinh ta “colecalciferol” thanh “cholecalciferol”

Nhan vién thiét ké:
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