¥ onec
(5w 0 Lusma G o] (ecEnnpc) £ e

Bui {1, fueupus wiee Bull o) MULIPUE pEY

ANOHOAISg

H9Ue6 d6IGEH

— . ' C34.40.48)
— L BIVOBONE
| CUCQUANLY pUGC (2vx 8v)
! LA PHE DUYET Box: 127 x 52 x 18 mm
' 23 -18- 2019 Blister: 122 x 47 mm
LR B Dl
£

RXx. Prescription only

T
BIVOBONE

Acid alendronic (as sodium alendronate) 70 mg
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COMPOSITION: Acid alendronic (as sodium alend 70 mg, Vitamin D3 {colecalciferal) e
{as vitamin D3 1MIU/g) 5600 IU and excipients sq. for 7 tablet, |
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION: WHO‘GMP l
Feferto package insert.

STORAGE: Temperature not exceeding 30°C, protected from light and humidity, Manufacturer: |
SPECIFICATION: In-house. BRV HEALTHCARE Co., Ltd o J
KEEP OUT OF REACH OF CHILDREN. Area A, No. 18, Street 09, Hamlet 24, Tt

Tay Village, Cu Chi District, HCMC. g

READ PACKAGE INSERT CAREFULLY BEFORE USE.
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THANH PHAN: Acid alendronic (dué dang natri alendronat) 70 mg, sitamin8
(dudi dang vitamin D3 TMIL/g 5600 I va cac t duor vt i Lates gére

CHI DINH, CACH DUNG, CHONG CHi BINH VA CAC THO
BAO QUAN: Nai nhiét 45 khdng qua 30°C, tranh dnh ganga
TIEU CHUAN: TCCS,
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(2v x 10v)

Box: 127 x 52 x 20 mm
Blister: 122 x 47 mm

Rx. Prescription only
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Acid alendronic (as sodium alendronate) 70 mg
Vitamin D3 (colecalciferol) (as vitamin D3 1MilVg)
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5600 1U 2
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He Box of 2 blister x 10 tablets 532 _
-
COMPOSITION: Acid alendronic (35 sodium alend } 70 ma, Vitamin D3 {colecalciferol) — — ‘

(as vitamin D3 TMIU/0) 5600 IU and excipients sq.for 1 tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION:

WHO-GMP

Reler to package insert.

STORAGE: Tempermture not exceeding 30°C, protected from light and humidity. Manufacturer:

SPECIFICATION: In-house. BRV HEALTHCARE Co., Ltd

KEEP OUT OF REACH OF CHILDREN. Area A, No. 18, Street 09, HamletZ&TanThn R
Tay Village, Cu Chi District, HCMC. e

READ PACKAGE INSERT CAREFULLY BEFORE USE.
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TO HUONG DAN SU DUNG

Vién nén

Ix
BIVOBONE

THUOC NAY CHI DUNG THEO DON THUOC.
DE XA TAM TAY IRE EM. ) .
ORNGPANSFDUNG TRUOC KHI DUNG.

. S RO
THANH PHAN: (Kh? 1 yién .'-‘2'1\"\
- Thanh phay E&N'&hﬁ‘{: ﬁ'ﬁﬁd alendronic (dudi dang natri alendronat) 70 mg, vitamin D3 (colecalciferol) (dudi dang vitamin
D3 1IMIU/g

et BOHEL R i o . silic d
han oc: Cellu yi tinh the 101, povidon K30, lactose monohydrat, croscarmellose natri, silic dioxyd dang
fiag Y1 hydroxytoluen vira du.

e (Vién nén hinh biu duc mau tring hoic tring nga, mét miit 6 vach ngang, mét mat tron).

CHI PINH DIEU TRY;, , ,
Thude duge dung dé diéu tri lodng xwong & phu nir man kinh ¢6 nguy co thieu vitamin D. Thude lam giam nguy co gy

xuong cdt sdng va xuong hong.

LIEU LUQNG VA CACH DUNG:
Liéu lwong: . .
Liéu dé nghi 14 1 vién, maét 1an duy nhat méi tuan,
- Cén huéng dan bénh nhan néu 13 quén dung mét licu thude, thi phai ubng bir 1 vién vao budi sang khi nhé ra. Khong duoe
uong 2 vién trong cing ngay. Sau do triy lai ubng 1 vién mdi tuan mét 1an, vao ngay da lua chon nhu thoi khéa biéu ban dau.
- Do tinh chét tién trinh cta bénh loang xuong, can phai diing thudc 1au dai.
-Thoi gian diéu trj tdi wu chua dugc thiét 14p. Sy can thiét phai tip tuc didu trj can dugc danh gid lai theo dinh ky dya trén
cac lgi ich va nguy co tiém tang cla thude cho timg bénh nhan, ddc biét 1a sau 5 nidm sir dung hodc hon.,

MC xem xét trén

- Bénh nhén cén duoe bé sung calci néu ché do an udng chua diy du. Viée bé sung thém vitamin D ¢
€O sGtimg ca nhan cin tinh dén luong vitamin D dua vao tir ché d6 an udng va thue pham bé sung.

-Su trong duong giita luong vitamin D3 5.600 IU dua vio hang tuén trong thude nay véi lidu vitamin D 800 TU hang ngay
chua dugce nghién cuu.

Ngudi cao tudi

Trong céc nghién ciru lam sang, khdng cé su khac biét vé wéi tac gilia hi¢u qua va d6 an toan cua alendronat. Vi viy khong
can dicu chinh lieu cho nguoi cao tudi,

Suy than _

Do chua ¢é kinh nghiém, khéng nén diing thude cho bénh nhan suy thin c6 dé thanh thai creatinin < 335 ml/phit. Khong can
ditu chinh liéu cho cic bénh nhan c6 dé thanh thai creatinin > 35 ml/phut.

Tré em
Tinh an toan va hiéu qua cua thude khi sir dung cho tré em dudi 18 tudi chua duge thiél 1ap. Khéng nén ding thuée nay cho
tré em dudi 18 tudi vi chua cé dir liéu ve su phoi hop acid alendronic véi colecalciferol.

Cdch ding: Thube ding qua dudng ug‘rmg,

- Bé alendronat ¢6 thé duoc hép thu day du:

Chi nén uong thude véi nude thuong (khéng ding nuée khoang) it nhat 30 phiit truée khi an hodc udng bira dau tién hodc
ding thude khic trong ngay (bao gém cac antacid. thude bo sung calci va vitamin). Cac thire ubng khéc (bao gdm nudc
khoang). thuc pham va mét s6 thube khc c6 thé lam gidm sy hép thu thude.

- Dé_tao dicu ki¢n dua thube dén da day dé dang va nhor d6 lam giam sy kich tmg thuc quan va tac dung phu cin phai:

+ Udng thuée sau khi thirc day véi mot coe nude day (khéng dudi 200 ml)

+ Phai nuét tron vién thudc, khéng duge nghién nat hodc nhai vién thudc hoic ngdm cho tan trong miéng vi co tiém nang
£ay loét miéng - hong.

+ Khéng durge nam xudng it nhat 30 pht sau khi udng thude va cho dén khi an xong bita ddu tién trong ngay.

+ Khong uéng thuéc lic di ngt hogc trude khi thic diy trong ngay.

CHONG CHIi PINH:

- Ngudi qué man cam véi bit ky thanh phin nao cia thude,

- Dj dang thuc quan lam cham théo sach thue quan nhu hep hoiic khong gian tam vj thuc quan.
- Khong c6 khé ning dimg hodc ngdi thing trong it nhit 30 phit.

- Giam calei huyér.
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CANH BAO VA THAN TRONG KHI SU DUNG:

Déi v6i alendronat:

Tdc dung phy trén dwong tién héa trén

- Alendrenat c6 thé gay kich tmg tai chd niém mac dudmg tiéu héa trén. Do 6 tidm nang Iam nang thém cac bénh di c6, can
thin trong khi déig dwog eho bénh nhan c6 bénh Iy dang hoat dong vé& duong tiéu hoa trén, ching han nhu khé nudt, bénh
fé da day, viém-titrang, 1oét, hodc co tién sir (trong | nam qua) bi bénh dudng tiéu héa chi yéu nhur loét hoic

xudt huyé dutn ; tiéu hoa ti&n-trién, hogic philu thudt & duémg tiéu hoa trén ngoai trir tao hinh mén vi. O cac bénh nhan bi
bénh Bar; g'f..tﬁgréaqn:%‘fcﬁﬂ,"kélhﬁ vé lgi ich va tiém ning nguy co cua alendronat cho timg bénh nhan.

el T %Eﬂ ' W] kﬁif ang va phai nhap vién) nhu viém thuc quan, 10ét va in mon thuc quan, déi khi sau do la

hep thuc\gaan da uq% nhiig b¢nh nhan dang ding alendronat. Do d6 cic béc si can canh giac voi bat ky dau
:'éf‘rc_h&ng bao hl-é& Ao vé phan tmg thye quan va bénh nhin ¢in duge huéng din phai ngimg thude va tim dén

¢ Eméﬁﬂé%// tpg kich img thuc quan nhu khé nuét, dau khi nuét hoic dau sau xuong tre, ¢ néng méi hoic ¢

bac si néu ho:

- Cédc nguy co tac dung phu thue quan nang 13 nhidu hon & céc bénh nhan khéng thue hién ding cach uéng thuéc alendronat
va / hoc nhitng ngudi tiép tuc vin dung thudc sau khi cé tri¢u chimg goi y kich tmg thuc quan. Hudéng dan cach dting thuéc
déy du cho bénh nhan hiéu 12 rat can thiét. Bénh nhin cin duge thong béo ring néu khéng lam theo nhitng huéng din nay
¢6 thé 1am tang nguy co céc bénh thuc quan.

- D ¢6 mét vai truong hop bi loét da day va ta trang dugc bio cdo sau khi luu hanh san pham trong d6 c6 mét sé truong
hop niing va cé bién chimg trong khi cac thu nghi¢m lam sang réng rai khong phat hién nhiing nguy co nay.

Hoai tir xwong ham

- Hoai tir xwong ham, thudmg lién quan dén nh rang va/ hoac nhiém tring tai ché (bao gom ca viém tiy xwong) dd dugc
bdo cdo ¢ cac bénh nhan bj ung thu dang diéu tri theo cac phéc dd bao gdm cac thudc bisphosphonat tiém tinh mach. Nhiéu
ngudi trong s6 bénh nhan nay ciing dang dugc hoa tri va dung corticosteroid. Hoai tir xuong ham ciing dwoc bao cdo & cae
bénh nhén bj loang xuong ding cic bisphosphonat bing dudng ubng.

- Céc yéu td nguy co sau day can dugc xem xét khi danh gia nguy co bj hoai tir xwong ham ctia céc bénh nhan:

+ D0 manh cua cac thude bisphosphonat (manh nhét 1a acid zoledronic), dudng dung va lidu tich ldy.

+ Ung thu, héa trj, xa tri, ding cac corticosteroid, diing cc chét tic ché tan sinh, hit thuéc 14,

+ C6 tién sir vé bénh rang miéng, v¢ sinh ring miéng kém, bénh nha chu, 1am céc thy thudt nha khoa xim lin va rang gia
khéng khap.

- Can xem xét cho kiém tra nha khoa thich hop phong hor trude khi diéu tri bing céc thube bisphosphonat dutmg udng &
bénh nhin ¢6 tinh trang rang miéng kém.

- Trong khi didu tri cho cac bénh nhan cin tranh lam céc thu thudt nha khoa xam 14n néu ¢6 thé. {.‘géi v@i bénh nhan bj hoai
tir xwong ham trong khi diéu trj bing bisphosphonat, phau thuat ring ¢6 thé lam trim trong théﬁ;‘m/}f trang nay. Doi voi
bénh nhan cin phai lam tha thut nha khoa, chua c6 dir ligu cho thy viéc ngung diéu trj bang bisphosphonat ¢4 lam giam
nguy ¢o hoai tr xuong ham hay khong. Béc si diéu tri cin quyét dinh va huéng dan ké hoach xir Iy cho timg bénh nhan dua
trén sir danh gia vé cac mat loi ich /va nguy co cua tung ngudi.

- Trong khi diéu tri bing bisphosphonat, tt ca cic bénh nhan cin duoc khuyén khich duy tri vé sinh ring miéng tét, cin
kiém tra rang thuong xuyén, va bdo cio véi bac si bit ky triéu ching réing miéng nao nhur ring lung lay, dau, hofc sung
rang.

Hogi tir dng tai ngodai

- Hoai tir dng tai ngodi da duge bao cdo khi dung cc bisphosphonat, thudng la do diéu trj lau dai. Cc yéu té nguy co cé thé
gdy hoai tir Ong tai ngoai bao gdm viée sir dung thudc steroid va hoa tri va / hodc cdc yéu tb nguy co tai chd nhu nhidm
tring hoic chén thuong. Kha ning bj hoai tir éng tai ngoai cin duge xem xét ¢ cac bénh nhan ding bisphosphonat xuat hién
céc trigu chimg & tai bao gdm viém tai min tinh.

Dau co— xwong

- Dau xuong, dau khép varhoic dau co d@ duoe bao cio & nhimg bénh nhin ding cac thudc bisphosphonat. Theo kinh
nghiém sau khi luu hanh thudc cho thy céc tridu chimg nay hiém khi nang va / hodc gay mét sic. Thai gian khoi phat cac
tri¢u chimg thay dbi tir mdt ngay dén vai thang sau khi bét d:éu diéu trj. Hiu hét bénh nhan déu giam trigu chimg sau khi
ngung thude. Cac trigu chimg thudng tai phét khi dung lai thuoe dé hode diing mot bisphosphonat khéc.

Giy dwdi miiu chuyén khéng dién hinh

- Gay dudi miu chuyén khéng dién hinh va gy than xuong dui da dwoc bao céo khi ding liéu phap bisphosphonat, chii yéu
@ nhitng bénh nhén diéu tri lodng xuong lau dai. Nhitng sy gdy xuong xién hodc chéo ngan nay 6 thé xdy ra bt cir noi nao
doc theo xuong dui ngay tir duéi mau chuyén nho dén phia trén khop 16i. Cac truomg hop gy xwong nay xay ra sau khi bj
chin thuong nhe hogc khong chén throng va mot sé bénh nhan cé cam gidc dau & dui hodic hang, thuong lién quan dén véi
tinh chat gdy xuong do qué cing thing, nhiéu tudn dén nhidu thang trudce khi xudt hién gdy xuong dui hoan toan. Gay
xuong thudng I3 & 2 bén; do dé xuong dui bén déi dién cin dugc kitm tra & cac bénh nhin diéu trj bing bisphosphonat da
kéo dai gdy xwong truc dui. Céc vét gay xuong nay kho lanh ciing dd dugc bdo cdo. Cin xem xét cho ngung thuoc
bisphosphonat & bénh nhén nghi ngdr c6 gay xuong dui khéng dién hinh trong khi chd danh gid, dya trén tiém nang nguy co
va lgi ich cua timg ¢4 nhan.
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-Trong thoi gian diéu tri bing bisphosphonat bénh nhin cin duoc khuyén cdo phai béo co ngay néu c6 dau & dui, héng

hofc hang va bat ky bénh nhan nao c6 cic tri¢u chimg nhu viy phai duoe danh gia vé gdy xuong dui chua hoan toan.,

Suy thin

Khéng khuyén cao diing thude cho cic bénh nhén suy than ¢é hé s6 than thai creatinin < 35 ml/phit,

Chuyén héa A0 dgv_ﬁ_éﬁqi khodng

- Cée nguygnanhdn lodng xiretrg khong phai do thiéu hut estrogen va ldo héa nén dugc xem xét.

hﬁtyego;{w*‘%”ﬁ"&mé‘;* i trurde khi bt dzfau didu trj bang alendronat. Cac roi loan khac anh hudng dén sur f_:huyén

ok \,f};u m{}a@ D va suy tuyén can gidp) ciing can duoc didu tri hiéu qua trude khi ding thude nay.
1o

AgeV] g/nay khéng thich hop dé diéu chinh sy thiéu vitamin D, & nhimg bénh nhan ¢6 cac tinh
¥ theo dai calci trog } uyét thanh va c4c tri¢u chimg ha calci huyét trong thoi gian dung thude nay.

- Do tac dungfieh-cyc cuaafendfonat trong lam ting chét khoang cua xuwong, giam calci va phosphat huyét co thé xay ra diic

biét 1a & nhimgseénly ihan. difng cic thude glucocorticoid, & nhiing ngudi ndy sir hip thu calci ¢6 thé bj giam. Céc trudmg

hop nay thudmg la nhe va khéng cé triéu ching. Tuy nhién, di c6 vai truomg hop giam calci huyét c6 triéu chimg dugc bio

cdo, ma doi khi ciing nang va thuong xay ra & nhimg bénh nhan c6 cic bénh tir trude (nhu suy tuyén can gip, thiéu vitamin

D va kém hiép thu calci).

Déi véi colecalciferol

Vitamin D3 ¢6 thé 1am tang bién do tang calci huyét va / hodic tang calci nigu khi diing cho bénh nhén cé bénh lién quan dén

san xuat qua nhiéu calcitriol khéng duge kiém soat (vi du nhu bénh bach ciu, u lympho, bénh sarcoid). Can theo di calci

trong nudc tiéu va calci trong huyét thanh & nhimg bénh nhén nay.

Bénh nhan bi kém kha nang hp thu cé thé khéng hap thu da vitamin D3.

Lactose

Do san phdm c6 chira ta duge lactose. Cdc bénh nhan 6 vén dé di truyén hiém gap vé khéng dung nap galactose, thiéu
lactase hodc kém hip thu glucose-galactose khong nén ding thube nay.

TRUONG HQP CO THAI VA CHO CON B
Phu nit mang thai:

Chua ¢ hofic chua du di liéu vé sir dung alendronat cho phu nir mang thai. Cac nghién ciru trén dong vit cho thiy thuée
gy dgc tinh trén hé sinh san. Ding alendronat trong thoi ky mang thai & chudt gy sinh kho lién quan dén ha kali huyét.
Cac nghién ctru trén dong vt cho thiy tang calci va dée tinh sinh san khi dung liéu cao vitamin D . Do dé khéng nén ding
thude nay cho phu nir trong thai ky mang thai.

Kha néng sinh san:

Cac bisphosphonat xap nhép vao nén xuong, tir d6 dan dan dugc phong thich tro ra trong nhiéu nam. Do.dé lugng thude
x4p nhédp vio xuong ngudi me va luomg thude ¢6 sin dé phoéng thich tre lai vao hé tudn hoan la cé\;?,ﬁuan tryc tiép dén
licu lugng va thoi gian str dung thude. Chua c6 dit liéu vé tic hai cia thudc trén thai nhi. Tuy nhi n ly thuyét thudc cé
thé gay nguy hiém cho thai nhi, chu véu 1a trén bd xuong, néu ngudi me mang thai sau khi hoan tat mét liéu trinh b?mg
bisphosphonat. Sy téc dong cua thuée trén nguy co thay déi tiy theo thi gian tir lic ngung thude dén luc thy thai, dic diém
loai thuée ding va dirng diing (tiém tinh mach hay dueng uéng) cén chua dirge nghién cimu,

Phu nir cho con ba:

Chua biét alendronat / chit chuyén héa cé bai tiét trong stta me hay khéng. Khéng thé loai trir nguy co ddi vai tré so sinh /
tré em. Colecalciferol va mét s6 chat chuyén héa co hoat tinh cta né di qua sira me. Khong nén str dung thude nay trong
thoi gian cho con b,

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: .
Thuée khéng hodc it gay anh huéng 18n kha ning l4i tau xe, van hanh may méc. Tuy nhién phai sir dung than trong vi o thé
c6 mot 86 tic dung phu nhur mer mat, chodng véng, dau xuong hofic khap ning.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Do alendronat

Néu uong ciing ltic vdi céc thire an, thire ubng (bao gom nute khoang), cic san phiam bo sung calci, thude khang acid va
mét 56 thude ubng khdc c6 thé gy anh huong dén sy hap thu alendronat. Do d6, bénh nhan phai ch& it nhét 30 phat sau khi
udng alendronat truée khi ding bat ky thude udng nao khac.

Do ding cic thude chéng viém khéng steroid (NSAID) ¢é thé kich tmg dudmg tiu héa, can than trong khi sir dung déng
thoi voi alendronat.

Do colecalciferol

Olestra, dau khodng, orlistat, cc chét bai tiét mat (nhu cholestyramin, colestipol) ¢¢ thé lam giam hp thu vitamin D, Céc
thude chéng co gidt, cimetidin va céc thiazid ¢6 thé lam tang su thodi héa vitamin D. Can xem xét bd sung thém vitamin D
trén co 5o timg c4 nhan,

’1 AA A/
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TAC DUNG KHONG MONG MUON:
Céc tac dung phu sip xép theo phan loai va tin suit duge liét ké trong bang sau:

Phin logi rbi loan Thudng gip it gap Hiém giip Rit hiém giip
4%‘00 - < 1/10) (= 1/1000 - < 1/100) (= 1710000 - < 1/1000) (< 1/10000)
S AV I 0. \ Phan ing qud mén (bao

Hé mién dich 5
: )
.r" '!/ a

gbém may day, phit mach).

Chuyén héa yasi i

Ha calci huyét cé tridu

duding chimg, thubng lién quan
dén cac truong hop b
bénh san.

Hé thén kinh R&i loan vi gidc.

Mt Viém  mit (viém

mang bd dao, viém
cung  maec, viém
quanh cung mac).

Tai va mé dao

Chéng mit,

Hoai tir éng tai

ngoai.

Duong tiéu héa

Pau bung, khé tiéu,
tdo bon, tiéu chay,
diy hoi, viém loét
thue quan, khé nubt,
truémg bung, ¢ hoi.

Budn nén, noén mua,
viém da day, viém
thyc quan, dn mon
thue quan, tiéu phan
den.

Hep thue quan, loét mién,g,
hong. Thing, loét hay xuét
huyét dutmg tiéu hoéa trén.

Da va mé dudi da Rung tdc, ngira ngdy. | Phat ban, ban do. Phat ban va nhay cam anh
sang, phan img ning & da
bao gém héi chimg
Steven- Johnson va nhiém
ddce da hoai tir.

Co xuong va mé lién | Pau  co xuong | Sung khdp. Hoai tir xwong ham, giy

két (xuong, co hoic dudi méu chuyén ong /

khop), c¢6 khi dau dién hinh va gﬁykﬁﬂﬁ/
ning, xuong dui.

Tong quat Suy nhuge, phiu | Cic tricu chimg

ngoai bién. thodng qua giéng

phan (mg giai doan
cap (dau co, khé & va
ddi khi s6t) dién hinh
khi méi diéu trj.

THONG BAO NGAY CHO BAC ST HOAC DUOC SINHUNG PHAN UNG O HAI GAP PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi:

- Céc trigu chimg qua liéu alendronat: Gém giam calci huy
dudmg tiéu hoa trén nhu rdi loan tiéu hod & da day, ¢ néng,
Xir tri: Chua co tai liéu hudng dan cu thé. Nén dun
thue quan, khéng ducc gay nén va ngudi bénh pha

ét, giam phosphat huyét va cac phan tmg khéng mong muén &
viém thue quan, viem hodc loét da day.
g stra va céc chat khang acid dé lién két alendronat. Do nguy co kich img
i dugc cho ngdi thing dimg.

- Chua c6 tai liéu ghi nhin vé qua liéu vitamin D khi diing dai han & ngudi trusmg thanh khée manh véi liéu dudi 10.000 1U
/ ngay. Trong mét nghién ciru 1dm sang & nguoi 16n khoe manh, diing vitamin D3 véi lidu 4.000 1U mai

khéng gay tang calci niéu hojc tang calci huyét,

DAC TINH DUQC LUC HQC: Mi ATC: M05BBO03. Nh
Thude do su két hgp clia alendronat natri va colecalcifero

Alendronat

Alendronat natri 1a mat bisphosphonat ¢6 tac dung (rc ché su tiéu xuon
Cac nghién ctu tién lim sang cho thay thuée tich tu chon loe & cac v
huy c¢dt bao bj trc ché, nhung khéng anh huong dén su huy dong hoa

trong qua trinh diéu tr| v&i alendronat e6 chit lugng binh thuemg.
Colecalciferol (vitamin D3)

Vitamin D3 duge san xuét & da nho sy bién déi 7-dehy
khéng c6 anh sang mat trévi tiép xie, vitamin D3 la m

ngay trong 5 thang

6m thude: Thube tri bénh xuong, nhém bisphosphonat két hop.
I (vitamin D) c6 co ché tac dung nhu sau:

g khong gy anh hudng tryc tiép dén su tao xuong.
i tri tiéu xuong dang hoat dong. Su hoat d6ng ciia cac
¢ gan ket cua cac huy cot bao. Xuong duge tao thanh

drocholesterol thanh vitamin D3 bai tia cyc tim. Trong truong hop
6t chat dinh dudng thi¢t yéu. Vitamin D3 dugc chuyén thanh 25-

4/6

el



hydroxyvitamin D3 ¢ trong gan, va dugc dy trir d¢ st dung khi cin thiét. Sy chuyén déi thanh hormon 1.25-
dihydroxyvitamin D3 (calcitriol) ¢6 hoat tinh huy ddng calci & thin duoc diéu hoa chat ché. Tac dung chinh cia 1,25-
dihydroxyvitamin D3 la lam tang kha nang hap thu calci va phosphat ¢ ruét cing nhu diéu hoa nong d calei trong huyét
thanh, su dao thai calci va phosphat ¢ than, su tao Xuong va su tiéu xuong,

Vitamin D3 can thiég cho sy tao xuong binh thuéng. Thiéu vitamin D s& ting khi sy tiép xtc v6i dnh sing mat troi va ché
d$ an ubng khong-da ;‘;Thiéu vitamin D c6 lién quan dén sy mat can bang calci, sy mal xuong va ting nguy co gy
xuong, TrongAhan 2 hgp ning, ¢6 thé din dén chimg curong tuyen cin gidp thir phat, giam phosphat huyet, nhuge co
ém bAmva g‘b lam tang thém nguy co té ngi va gy xuong & nhimg ngudi lodng xwong. BG sung vitamin
: C"}gr”ﬁ?jﬁﬁﬁﬁ*m a cia cac bénh nay.

Lodng x d'tjrdé inh nghia 4t d§ khodng cla xwong cgt séng hodc xuong hong c6 2,5 d§ Igch chuan dudi gié tri
trung bi B(ﬁi %‘; (riftig birh thudng hojce bi gay xuong do té ng trude day, bat chap mat d6 xuong.

PACTI 1 ; OC:

Alendronat ™ g

Hdp thu

So v6i mdt liéu chudn tiém finh mach, kha dung sinh hoc duong uong trung binh & phu nir 13 0,64% véi nhimg lidu trong
pham vi tr 5 — 70 mg uéng sau mot dém nhin an va 2 gié trude mét bira dn sang chgén. Sinh kha dung giam khoang 0,46%
va 0.39% khi alendronat duge udng mét gi& hoic nira gidr trude bira sing chuéin.Trong cac nghién ctu loang xuong
alendronat cé hiéu qua khi dugc dung it nhit 30 phit trude bira dn hoac udng dau tién trong ngay.

Thanh phén alendronat trong vién thude két hop la tuong duong véi vién alendronat 70 mg don chét.

Kha dung sinh hoc |4 khéng dang ké cho dii alendronat duge dang cung voi hodce hai gio sau khi an sang chuan. Ding dong
thi alendronat vai ca phé hay nude cam lam giam sinh kha dung khoang 60%.

O nguoi khoe manh, uéng prednisolon (20 mg, 3 1in mai ngay trong 5 ngay) khong lam bét ky sur thay ddi c6 y nghia lam
sang nio vé sinh kha dung duéng ubng ciia alendronat (tdng trung binh tir 20% dén 44%).

Phén bo

Céc nghién ciru & chudt cho thiy sau khi tiém tinh mach 1 mg / kg, alendronat dugc phéan phéi trude tién dén cac md mém
nhung sau d6 nhanh chéng duge tai phéin phéi vio b xuong hodc bai tiét qua nudc ticu. U ngudi thé tich phan phdi 6n dinh
trung binh trong xuong it nhit 1a 28 lit. Néng o thude trong huyét tuong sau liéu diéu trj 12 qua thdp dé phat hién bing
phén tich (<5 ng / ml). Lién két v&i protein trong huyét tuong ngudi la khoang 78%.

Chuyén héa

Khéng c6 bing chimg cho théy alendronat duge chuyén héa & déng vat hoac nguoi.

Thai trir

Sau khi tiém tinh mach li¢u don ('C) alendronat, khoang 50% chit phéng xa dugc bai tiét trong nudcidu trong veng 72
gi0 va rét it hogc khong tim thdy trong phan. Sau tiém tinh mach mét liéu duy nhit 10 mgn g6 tHanh thai & than cua
alendronat la 71 ml / phut, va dg thanh thai toan than khéng qué 200 ml / phut, Nong do trong hiyyét trong giam hon 95%
trong vong 6 gio sau khi tiém tinh mach. Théi gian ban thai cudi ciing cia thude & ngudi woe tinh 1a hon 10 nam, phan énh
srr phong thich alendronat tir b xuong. Alendronat khéng bai tiét qua cac hé van chuyén ¢6 tinh acid hoic kiém cia than &
chudt, va do dé ngudi ta nghi ring né khong bj anh huong bai sur bai tiét clia céc thude khac qua céc h¢ thong doé trong co
thé ngudi.

Colecalciferol

Hdp thu

Dbéi v6i ngudi 16m khée manh (nam va ni), sau khi diing vién thude két hop 70 mg / 5600 1U sau khi nhjn dn qua dém va hai
gidr trude bira an, AUC o. 150 4i d6i v6i vitamin D3 (khéng diu chinh déi véi néng do vitamin D3 néi sinh) 13 490,2 ng - gis
/ ml. Néng dé huyét thanh t6i da trung binh (Cmax) cta vitamin D3 la 12,2 ng / ml, vé thoi gian trung binh dé dat nong do
huyét thanh téi da (Tmax) la 106 gi». Kha dung sinh hoc eta vitamin D3 5600 [U trong thubc tuong (u nhu 5600 1U
vitamin D3 khi sir dung m6t minh.

Phan b6

Sau khi hap thu, vitamin D3 di vao mau nhu la mét phin cla cac chylomicron. Vitamin D3 dugc phan bé nhanh chéng chu
yéu & gan, noi n6 chuyén hoéa thanh 25-hydroxyvitamin D3, 14 dang du trit chinh. M6t luong nhé hon duoc phan b dén mo
m& va md co va duge luu trir dudi dang vitamin D3 tai céc vi trf nay dé sau nay phong thich thanh dang lvu thong. Vitamin
D3 dang luu théng dugc gn két vai protein gén két vitamin D.

Chuyén héa

Vitamin D3 dugc chuyén héa nhanh chéng & gan bing su hydroxyl héa thanh 25-hydroxyvitamin D3, va sau d6 dugce
chuyén héa trong thin thanh 1.25-dihydroxyvitamin D3, dai dién cho dang c6 hoat tinh sinh hoc. Thube duoc hydroxy hoéa
tiép trude khi dugc thai trir. Mt ty 1€ nho vitamin D3 bj glucuronid héa trude khi dio thai.

Thai trir

Khi vitamin D3 cé danh diu phong xa dwoc sir dung cho nhifng nguti khoe manh, sy bai tiét chat phong xa qua than sau 48
gid trung binh 1a 2,4%, va sy bai tiét chat phéng xa qua phan sau 4 ngay trung binh la 4,9%. Trong cé hai truong hgp, chit
phéng xa thai ra chi yéu 12 chit chuyén héa cua thude me. Thoi gian ban thai cua vitamin D3 trong huyét thanh sau khi
dung vién két hop 70 mg/28001U 14 khodng 24 gid.
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https://trungtamthuoc.com/

Suy thgn

Céc nghién ctru tién 1am sang cho thdy thude khong tich Ity & xuong ma nhanh chong duoc bai tiét qua nuée tiéu. Khong
¢6 bang ching vé su hap thu bio hoa & xuong sau khi dung thudc dai han véi liéu tiém tinh mach 18n dén 35 my/kg ¢-dong
vat. Méc di chua c6 thong tin 1am sang, c6 kha nang 1a ciing nhu & dong vat, su thai trir alendronat qua thi giam & cic

bénh nhan suy thj

an, dy, & bénh nhan suy than du kién s& co sir tich tu alendronat & xuong hoi nhiéu hon.

Q D2 vix 8 vién hodc hdp 2 vi x 10 vién (vi nhom — nhém).
LIS
* | BRY E‘Iﬁ .
HAND & :R30 g’.IF;]g.HEétB;

NHA SAN XUAT: CONG TY TNHH BRY HEALTHCARE
Dija chi: Khu A, s0 18, duémg s6 09, Ap 2A, x4 Tan Thanh Tay, huyén Ci Chi, TP.HCM.
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