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COMPOSITION: Acid alendronic {as sodium alendronate) 70 mg, Vitamin D3 (colecalciferol)
{as vitamin D3 1MIU/g) 5600 IU and excipients sg. for 1 tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION: WHO-G MP
Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protected from light and humidity. Manufacturer:
SPECIFICATION: In-house. BRV HEALTHCARE Co., Ltd o
KEEP OUT OF REACH OF CHILDREN. Area A, No. 18, Street 09, Hamlet 2A, Tal{hahh
READ PACKAGE INSERT CAREFULLY BEFORE USE. Tay Village, Cu Chi District, HCMC. ’
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Vitamin D3 (colecalciferol) (as vitamin D3 1Mil/g)

5600 IU %
ORAL ROUTE 3 28 .
2 3¢
Box of 2 blister x 10 tablets 8 =50

BRV

Healthcare

I

0028
(BawL o0 unes Sy pp) (usgomoenc) £g uie,

B 07 (1evoipusie uien Gugp o) JpusR pay

COMPOSITION: Acid alendronic (as sodium alendrenate) 70 mg, Vitamin D3 (colecaiciferol)

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

Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protected from light and humidity.

SPECIFICATION: In-house.
KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.
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Vitamin D3 (colecalciferol) (dufi dang vitamin D3 1MIUKg)
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THANH PHAN: Acid alendronic (dudi dang natri alendron
(dudi dang vitamin D3 TMiU/g 5600 IU va cac ta dugc virgfiic) vién p
CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC
BAO QUAN: Nai nhiét do khong qua 30°C, tranh an
TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM.

DOC KV HUGNG DAN SUDUNG TRUGC KHI DUNG.

WHO-GMP

BRV HEAIJ'HCAHEC&. Ltd O\ |
Area A, No. 18, Street 09, Hamlet 2A, Tan Thanhj
Tay Village, Cu Chi District, HCMC.
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TO HUONG DAN SU DUNG

Vién nén

Rx
BIVOBONE

THUOC NAY CHI DUNG THEO PON THUOC,
DE XA TAM TAY ) \
DOC KY HUGRG-PAN-SE-DUNG TRUGC KHI DUNG.
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- Thanh phan i 'érfé\’.— MG a'Jén

dronic (dudi dang natri alendronat) 70 mg, vitamin D3 (colecalciferol) (dudi dang vitamin

D3 IMI gﬂ}ﬁ@q{&[ x| w
- Thanh oc: Cellulg e:_,Ji tinh thé 101, povidon K30, lactose monohydrat, croscarmellose natri, silic dioxyd dang
keo khan, esi stearat va hydroxytoluen vira du.

Aén (vién nén hinh bdu duc mau tring hoic tring nga, mét mit c6 vach ngang, mét mit trom).

CHI PINH PIEU TRI: , ,
Thudc duge ding dé diéu tri loding xuong & phu nit man kinh cé nguy co thiéu vitamin D. Thuéc lam giam nguy co giy
xuong ¢t song va xuong hong,

LIEU LUQONG VA CACH DUNG:
Liéu lirong: . .
Licu dé nghi Ia 1 vién, mot lan duy nhat mdi tuan.
- Cén hudng dan bénh nhan néu 15 quén ding mét lidu thudc, thi phai qéng bu 1 vién vao budi sang khi nho ra. Khong dugc
udng 2 vién trong cling ngay. Sau dé tro lai uéng 1 vién méi tudn mét ln, vao ngay da lua chon nhu thoi khéa biéu ban déu.
- Do tinh chit tién trinh caa bénh loang xwuong, can phai dung thudc lau dai.
-Thai gian diéu tri tdi uu chua duge thi@;t 18p. Sur cén thiét phai tiép tuc diéu tri cdn duoc danh gia lai theo dinh ky dua trén
cic loi ich va nguy co tiém tang cua thudce cho timg bénh nhan, dic biét 1a sau 5 nim sir dung hodc hon.

Mc xXem xét trén

- Bénh nhén can dugc bd sung calci néu ché d6 an udng chua déy di. Viéc bd sung thém vitamin D ¢
€O sO timg ¢4 nhan can tinh dén lugng vitamin D dua vao tir ché dd &n udng va thuc phiam bd sung.

-Su tuong duong giira lugng vitamin D3 5.600 [U dua vio hang tuin trong thudc nay véi liéu vitamin D 800 U hang ngay
chua duge nghién ciru.

Ngudi cao tudi

Trong cac nghién ciru 1am sang, khong c6 sy khac biét vé tudi tac giifa hi¢u qua va d¢ an toan cua alendronat. Vi véy khéng
cén diéu chinh liéu cho ngudi cao tudi,

Suy thdn

Do chua ¢6 kinh nghiém, khéng nén ding thudc cho bénh nhan suy than cé do thanh thai creatinin < 35 ml/phut. Khéng cén
diéu chinh liéu cho cac bénh nhan c6 d¢ thanh thai creatinin > 35 ml/phut.

Tré em
Tinh an toan va hiéu qua cia thude khi sir dung cho tré em dudi 18 tudi chua duoec thiét ap. Khéng nén dung thude nay cho
tré em dudi 18 tudi vi chua cé dir liéu vé su phéi hop acid alendronic véi colecalciferol.

Cdch ding: Thuée dung qua dudng uf)ng.

- D€ alendronat ¢6 thé dugc hip thu day du:

Chi nén uéng thuéc véi nuréc thuong (khéng ding nuéc khoang) it nhit 30 phat trude khi an hoiic ubng bira diu tién hoac
dung thude khac trong ngay (bao gom céc antacid, thudc bd sung calci va vitamin). Cac thire uéng khéc (bao gdém nudc
khodng), thirc pham va mét sé thube khac c6 thé Jam giam sy hip thu thudc.

- Dé tao diéu kién dua thudc dén da day dé dang va nho d6 lam giam sy kich (mg thuc quan va tac dung phu cin phai:

+ Ubng thuéc sau khi thirc ddy v&i mot cde nude day (khéng dudi 200 ml)

+ Phai nubt tron vién thudc, khéng duogc nghién nat hodc nhai vién thudc hoic ngam cho tan trong miéng vi ¢6 tiém ning
gy loét miéng - hong,

*+Khéng dugc ndm xudng it nhat 30 phut sau khi ubng thudc va cho dén khi an xong bita ddu tién trong ngay.

+ Khéng uéng thuéc lic di ngu hodc trude khi thire day trong ngay.

CHONG CHI PINH:
- Ngudi qua man cam véi bt ky thanh phin nio cia thude.
- Di dang thuc quan lam cham thdo sach thuc quan nhu hep hoic khéng gian tdm vi thuc quan.
- Khéng c6 kha nang dimg hoic ngdi thing trong it nhit 30 phit.
- Giam calci huyét. }
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CANH BAO VA THAN TRONG KHI SU DUNG:

Péi véi alendronat:

Tdc dung phy trén dudong tiéu héa trén

- Alendronat c6 thé gay kich (mg tai chd niém mac dudng tiéu hoa trén. Do ¢é tiém nang lam ning thém cic bénh di c6, cin
dungthuoe, eho bénh nhan ¢ bénh Iy dang hoat déng vé dudng tiéu hoa trén, ching han nhu khé nuét, bénh

thuc quan, v ﬂaﬂﬁyﬁn&n trang, loét, hodc ¢é tién sir (trong 1 nam qua) bi bénh duong tiéu hoa chi yéu nhur loét hojc

xut huyé ‘duding tiéu hoa ti\érl\; rfén, hodc phéu thudt & dudng ti€u hoa trén ngoai trir tao hinh mén vi. O cac bénh nhén bi
hba‘)g nxét vé loi ich va tiém nang nguy co cua alendronat cho timg bénh nhan.

wid /o éEaYcéHHdé%'

- Cac ph Iy arigth ﬁm i} ang va phai nhdp vi¢n) nhu viém thuc quan, 1oét va an mon thuc quan, déi khi sau do la
hep thuc'g f\] di duoc bao cao.0, nhiing bénh nhan dang dung alendronat. Do d6 cac bac si can canh gidc véi bat ky ddu
hiéu hoiic je&c\h@g bdo hiéépho vé phan img thuc quan va bénh nhan cin duoc huéng dan phai nging thude va tim dén

bac si néu houbivca chitpg kich tmg thuc quan nhu khé nuét, dau khi nuét hodc dau sau xuong tc, ¢ néng méi hodc o

néng cii ning thdms t
- Cac nguy co tac dung phu thuc quan ning 1a nhiéu hon & cac bénh nhan khéng thuc hién dung cach ubng thudc alendronat
va / hodc nhimg ngudi tiép tuc van dung thude sau khi c6 triéu chimg goi y kich tmg thuc quan. Huéng dan cach dung thuéc
ddy dii cho bénh nhan hiéu Ia rt cin thiét. Bénh nhan cn duge théng bao ring néu khong lam theo nhiing huréng din nay
¢6 thé 1am ting nguy co céc bénh thuc quan.

- Dd c6 mt vai trudng hop bi loét da day va ta trang duoc bdo céo sau khi luu hanh san pham trong d6 c6 mét sb truong
hop niing va co bién chimg trong khi cac thir nghiém lam sang réng réi khéng phat hién nhiing nguy co nay.

Hoai tir xwwong ham

- Hoai tir xuong ham, thudng lién quan dén‘nh{‘) ring va / hoic n‘hiém trung tai chd (bao gdm ca viém tuy xwong) di duge
bao cdo & cac bénh nhan bj ung thu dang diéu tri theo cac phéc d6 bao gom céc thuoe bisphosphonat tiém tinh mach. Nhiéu
ngudi trong s6 bénh nhan nay ciing dang duoc héa tri va ding corticosteroid. Hoai tir xwong ham ciing duoc béo céo & cic
bénh nhén bj lodng xuong ding cac bisphosphonat bang duong udng,

- Céc yéu td nguy co sau day can duoc xem xét khi danh gid nguy co bi hoai tir xuong ham ctia cac bénh nhan:

+ B§ manh cua cic thude bisphosphonat (manh nhit 1a acid zoledronic), dudng ding va liéu tich Ity.

*+ Ung thu, héa tri, xa tri, ding cac corticosteroid, ding cac chat irc ché tan sinh, hut thudc 14.

+ C6 tién sir vé bénh rang migng, v¢ sinh ring miéng kém, bénh nha chu, 1am cac thu thuat nha khoa xam lan va rang gia
khéng khép.

- Can xem xét cho kiém tra nha khoa thich hop phong ho truée khi diéu tri bing cac thude bisphosphonat dudng ubng &
bénh nhan ¢6 tinh trang ring miéng kém.

- Trong khi diéu tri cho cac bénh nhén can tranh lam céc thi thudt nha khoa xam lén‘néu c6 thé. Déi v@i bénh nhéan bi hoai
tr xuong ham trong khi dicu tri bang bisphosphonat, phau thugt ring cé thé lam trdm trong thépy tjah trang nay. Do6i véi
bénh nhén cén phai Iam tha thudt nha khoa, chua c6 dir ligu cho thay vi¢c ngung diéu tri bang bisphosphonat ¢4 lam giam
nguy co hoai tu xuong ham hay khong. Béc st diéu trj cdn quyét dinh va huéng din ké hoach xur 1y cho timg bénh nhan dua
trén su danh gia vé cic mit loi ich /va nguy co cua timg nguoi.

- Trong khi diéu tri bing bisphosphonat, tit ca céc bénh nhén cén duge khuyén khich duy tri vé sinh rang miéng tét, cin
kiém tra rang thudng xuyén, va bdo cdo vdi bac si bét ky tri¢u chimg rang miéng nao nhu ring lung lay, dau, hodc sung
rang.

Hogi tir éng tai ngodi

- Hoai tur éng tai ngoai di duoc bao cdo khi dung céc bisphosphonat, thudng 1 do diéu trj lau dai. Céc yéutd nguy co cb thé
gdy hoai tir 6ng tai ngoai bao gdm viéc sir dung thude steroid va hoa tri va / hodc cac yéu t6 nguy co tai chd nhu phiém
tring hodc chan thuong. Kha ndng bj hoai tir 6ng tai ngoai cin duge xem xét & cac bénh nhin ding bisphosphonat xuit hién
céc triéu chimg & tai bao gdbm viém tai mén tinh.

Dau co— xuwong

- Pau xuong, dau khép va/hogc dau co da duge bao cao & nhig bénh nhin dung céc thpéc bisphosphonat. Theo kinh
nghi¢ém sau khi luu hanh thuoc cho thdy cac triéu ching nay hiém khi ning va / hodc gdy mat strc. Thai gian khéi phat cac
triéu chimg thay doi tir mét ngay dén vai thang sau khi bit diu diéu tri. Hau hét bénh nhan déu giam tri¢u chimg sau khi
ngung thude. Cic triéu chimg thudng tai phat khi dung lai thude d6 hodc dung mét bisphosphonat khac.

Gy dwdi miu chuyén khong dién hinh

- Giy dudi miu chuyé‘n khéng dién hinh va gdy than xuong dii di duoc bao cdo khi dung liéu phap Qisphosphqnat, cha yéu
& nhirg bénh nhan dicu trj lodng xuong ldu dai. Nhiing su gdy xuong xién hogc chéo ngan nay c6 thé xay ra bit cir noi nao
doc theo xuong dui ngay tir dudi mau chuyén nhé dén phia trén khop 16i. Cac truong hop giy Xwong nay xay ra sau khi bj
chén thuong nhe hoac khong chan thuong va mat s6 bénh nhan ¢6 cam giac dau & dui hodc hang, thuong lién quan dén voi
tinh chdt gdy xuong do qua céng thing, nhiédu tudn dén nhicu thang trudce khi xuat hién gay xwong di hoan toan. Gay
xuong thudng 1a & 2 bén; do dé xuong dui bén doi dién can dugce kiém tra & cac bénh nhin dicu trj bang bisphosphonat da
kéo dai gdy xuong truc dui. Cic vét gy xuong nay kho lanh cling da dugc bao cdo. Can xem xét cho ngung thude
bisphosphonat & bénh nhan nghi ngor c6 giy xuong dui khéng dién hinh trong khi che danh gi4, dua trén tiém ndng nguy co
va loi ich cua tirmg ca nhan.
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-Trong thoi gian diéu tri bang’ bisphosphonat bénh nhan cin duoc khuyén cao phai bdo cdo ngay néu c6 dau & dui, héng
hodc hang va bat kv bénh nhén nao cé cac triéu chimg nhu viy phai duoc danh gid vé gdy xuong dui chua hoan toan.,

Suy thiin

Khéng khuyén cdo ding thude cho cic bénh nhan suy than cé hé sb than thai creatinin < 35 ml/phut,

khong phai do thiéu hut estrogen va lao hda nén dugc xem xét.

) trudc khi bit diu didu tri bé’mg alendronat. Cac rdi loan khac anh huéng dén su chuyén
héa chét klioan (nhu ﬁ t D va suy tuyén cén gidp) ciing can duoc didu tri hiéu qua trude khi ding thuée nay.
Ham luo !gw,jﬁﬁkim m nay khong thich hop dé dieu chinh sy thiéu vitamin D, & nhimg bénh nhén c6 cac tinh
trang nay -5;1_;15}\160 doi calci tr :7 uyét thanh va cac tri¢u chimg ha calci huyét trong thoi gian dung thudc nay.

) gti endfonat trong lam ting chit khoang cua xuong, giam calci va phosphat huyét c6 thé xay ra dic
biét 1a & nhimghe h*‘rihﬂ,g cac thude glucocorticoid, ¢ nhitng ngudi nay su hap thu calci 6 thé bj giam. Cac truong
hop nay thuong la nhe va khéng c6 triéu chimg. Tuy nhién, d3 c6 vai treong hop giam calci huyét c6 triéu chimg duoce bao
cdo, ma doi khi cling ning va thudng xay ra & nhiing bénh nhan c6 cac bénh tir trude (nhu suy tuyén cén giap, thiéu vitamin
D va kém hip thu calci).

' hﬁgf%t@;(;miqu?gmg 2

Déi véi colecalciferol

Vitamin D3 ¢6 th‘é lam tiang bién do tang calei huyét va / hodc tang calci ni¢u khi ding cho bénh nhén cé bénh lién quan dén
sdn xudt qua nhiéu calcitriol kh(“)ng dugc kiém soat (vi dy nhur bénh bach cau, u lympho, bénh sarcoid). Cén theo d&i calci
trong nude tiéu va calei trong huyét thanh & nhitng bénh nhan nay.

Bénh nhén bj kém kha ning hap thu ¢6 thé khéng hép thu di vitamin D3,

Lactose

Do san phim c6 chia t4 duoc lactose. Cac bénh nhan c6 vin dé di truyén hiém gap vé khong dung nap galactose, thiéu
lactase hojic kém hap thu glucose-galactose khong nén dung thudc nay.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nit mang thai:

Chua c6 hodc chua du dir lidu vé sir dung alendronat cho phu nix mang thai. Cac nghién ctiu trén ddng vat cho thiy thudc
gdy ddc tinh trén hé sinh san. Dung alendronat trong thoi ky mang thai & chudt gdy sinh khé lién quan dén ha kali huyét.
Céc nghién ciru trén dong vat cho thdy ting calci va déc tinh sinh san khi dung liéu cao vitamin D . Do dé khong nén diing
thude nay cho phu nit trong thoi ky mang thai.

Kha nang sinh san:

Céc bisphosphonat xap nhép vao nén xuong, tir d6 dan din duoc phéng thich tro ra trong nhiéu nam. Do dé lugng thude
xap nhip vao xuong ngudi me va lugng thudc c6 sin dé phong thich tré lai vao hé tudn hoan 13 cé‘i’i:?/tﬁan truc tiép dén
liéu Iwvong va thoi gian str dung thudc. Chua cé dir liéu vé tac hai cua thuéc trén thai nhi. Tuy nhiéﬂt n Iy thuyét thude c6
thé gay nguy hiém cho thai nhi, chy yéu la trén b xuong, néu nguoi me mang thai sau khi hoan tat mét liéu trinh bing
bisphosphonat. Sy tac ddng coa thuée trén nguy co thay ddi tiy theo thoi gian tir [d¢c ngung thudc dén lic thu thai, dic diém
loai thude ding va dudng dung (tiém tinh mach hay duong uéng) con chua dugc nghién ciiu.

Phu nit cho con bii:

Chua biét alendronat / chét chuyén hoa cé bai tiét trong sita me hay khéng. Khéng thé loai trir nguy co doi Vvdi tré so sinh /

tré em. Colecalciferol va mét s6 chét chuyén héa c6 hoat tinh ctia no di qua sita me. Khéng nén sir dung thude nay trong
thoi gian cho con b

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: )
Thuéc khéng hoic it gay anh hu'(’rqg Ién kha ning 14i tau xe, véin hanh may moc. Tuy nhién phai sir dung thén trong vi cé thé
6 mdt o tac dung phu nhu mo mét, chodng vang, dau xuong hoic khop niing.

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

Do alendronat

Néu udng cung lic vai céc thire an, thirc udng (bao 26m nuée khoang), céc san phim bé sung calci, thudc khéng acid va
mét 6 thube udng khac c6 thé gay anh huong dén su hép thu alendronat. Do d6, bénh nhan phai chds it nhat 30 phat sau khi
udng alendronat truée khi dung bat ky thude udng nao khac.

Do ding cac thude chéng viém khong steroid (NSAID) ¢ thé kich Ung duomg tiéu héa, can than trong khi sir dung déng
thoi véi alendronat.

Do colecalciferol

Olestra, dau khoang, orlistat, cac chit bai tiét mdt (nhu cholestyramin, colestipol) ¢6 thé 1am giam hép thu vitamin D. Céac
thude chéng co gidt, cimetidin va céc thiazid cé thé lam tang su thodi hoa vitamin D. Cin xem xét bé sung thém vitamin D
trén co sd timg c4 nhan.

S A /,
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TAC DUNG KHONG MONG MUON:
Céc tac dung phu sap xép theo phan loai va tin suit duogc liét ké trong bang sau:

Phin loai rdi loan

Thuing giap
100 - < 1/10)

it gip
(= 1/1000 - < 1/100)

Hiém gip
(= 1/10000 - < 1/1000)

Rét hiém gip
(< 1/10000)

Phan img qud médn (bao
gébm may day, pht mach).

-
Hé mién dich K)@/'_\
/'/Q- a
7 r,:, 4

Chuyén héa

STV T\ 2)

Ha calci huyét c6 tridu

dudng d 8y ]j chimg, thudng lién quan
< HE%LTHC{RE/ § J dén céc truomg hop co
> /S, bénh sén.
Hé than kinh W%@{ chodng | Réi loan vi gidc.
Mit Viém mit  (viém

mang bo dao, viém
cung mac, viém
quanh ciing mac).

Tai va mé dao

Chéng mit.

Hoai tir éng tai
ngoai.

Dudng tiéu héa

Dau bung, khoé tiéu,
tdo bon, tiéu chay,
diy hoi, viém loét
thuc quan, kho nudt,
trudng bung, ¢ hoi.

Budn nén, nén mua,
viém da day, viém
thuc quan, an mon
thue quén, tiéu phan
den.

Hep thuc quan, loét miéng
hong. Thung, loét hay xuat
huyét dudong tiéu hda trén.

Da va mé dudi da

Rung téc, ngira ngay.

Phét ban, ban do.

Phat ban va nhay cam éanh
sdng, phan tng ning & da
bao  gdm hoi  ching
Steven- Johnson va nhidm
déc da hoai tir.,

Co xuong va md lién | Pau co xuong | Sung khép. Hoai tir xuong ham, giy

két (xuong, co hoic dudi méu chuyén khkong /
khép), ¢ khi dau dién hinh va giy Et?\%-/
nang. xwong dui.

Téng quat Suy nhuge, phi | Cic  triéu  ching
ngoai bién. thoang qua giéng

phan (ng giai doan
cap (dau co, khé & va
doi khi sét) dién hinh
khi méi diéu tri.

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi:

- Céc trigu ching qua liéu alendronat: Gdm giam calci hu
dudng tiéu hoa trén nhu réi loan tiéu hod & da day, o ndng,
Xur tri: Chua c6 tai liéu hudng din cu thé. Nén dung sita va
thuc quan, khong duoc giy nén va ngudi bénh phai duoc ch
- Chua ¢6 tai liéu ghi nhan vé qua lidu vitamin D khi diin
/ ngay. Trong mét nghién ciru 1am sang O ngudi 1on kho

khéng gay ting calci ni¢u hoic ting calci huyét.

DAC TINH D}J’C)’C LUC HQC: Mi ATC: M05BB03. Nhém thudc: Thudc trj bénh xuong,
Thude do s ket hop ciia alendronat natri va colecalciferol (vitamin D

Alendronat

yét, giam phosphat huyét va cac phan tmg khéng mong muén &
viém thuc quan, viém hoic loét da day.
cac chét khang acid dé lién két alendronat. Do nguy co kich tng
0 ngdi théng dimg.
g dai han ¢ ngudi trudng thanh khoe manh voi lidu dudi 10.000 1U
e manh, ding vitamin D3 v6i liéu 4.000 IU mdi ngay trong 5 théng

! nhém bisphosphonat két hop.
) 6 co ché tac dung nhu sau:

Alendronat natri la mot bisphosphonat c6 tac dung (ic ché su tiéu xuong khéng gy anh hudng tryc tiép dén sy tao xuong,

trong qua trinh diéu tri v&i alendronat cé chét luong binh thuong,
Colecalciferol (vitamin D3)

Vitamin D3 duge san xuat ¢ da nhor sy bién déi 7-deh
khong c6 4nh sang mit troi tiép xuc, vitamin D3 1a

Cac nghién ctu tién 1dm sang cho thiy thuée tich tu chon loe ¢ céc vi tri tiéu xwong dang hoat ddng. Su hoat dong cia cac

huy cbt bao bi l’rc_ché, nhung khéng anh huéng dén su huy dong hogic gin két cha cic huy cdt bao. Xuwong dugce tao thanh

ydrocholesterol thanh vitamin D3 bgi tia cyc tim. Trong trudng hop
mot chat dinh dudng thiet yéu. Vitamin D3 dugc chuyén thanh 25-
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hydroxyvitamin D3 & trong gan, va dugc du trit dé si dung khi cin thiét. Sy chuyén déi thanh hormon 1,25-
dihydroxyvitamin D3 (calcitriol) c6 hoat tinh huy dong calci ¢ thin dugc diéu hoa chit ché. Tac dung chinh coa 1,25-
dihydroxyvitamin D3 14 lam ting kha ning hip thu calci va phosphat & ruét ciing nhu diéu hoa ndng dé calci trong huyét
thanh, su dio thai calci va phosphat ¢ thén, su tao Xuong va su tiéu xuong.
Vitamin D3 cén thiét cho su tao xuong binh thuémg. Thiéu vitamin D s& tang khi su tiép xtic v&i 4nh sdng mit trdi va ché
d6 an udng khong-day-di. Thiéu vitamin D ¢6 lién quan dén sy mat can bé‘mg calci, sy mét xwong va ting nguy co giy
AR hgp nang, ¢ thé dan dén chimg cudng tuyén cén giap thir phat, giam phosphat huyét, nhuoc co
\___. lam tang thém nguy co té ngd va gy xuong & nhimg nguoi lodng xuong. Bé sung vitamin
4 cua cac bénh nay.
‘ ] at d6 khodng cua xuong cot séng hodc xuong héng ¢6 2,5 do léch chuan dudi gia tri
trung binh.so i ki i f h thudng hoiic bi gy xuong do té nga trude day, bit chip mat dé xuong.

Alendronat
Hdp thu

So véi mét liéu chuan tiém tinh mach, kha dung sinh hoc dudmg uéng trung binh & phu nir la 0,64% v&i nhitng liéu trong
pham vi tir 5 — 70 mg u6ng sau mdt dém nhin &n va 2 gio trude mot bira in sang chuan. Sinh kha dung giam khoang 0,46%
va 0,39% khi alendronat dugc uéng mét gid hofic nira giy trude bira sang chuan.Trong cac nghién ciu lodng xwong
alendronat c6 higu qua khi dugc ding it nhét 30 phat trude bita in hodc udng dau tién trong ngay.

Thanh phén alendronat trong vién thude két hop 1a tuong duong véi vién alendronat 70 mg don chét.

Kha dung sinh hoc 12 khéng dang ké cho du alendronat duoc ding cung véi hodc hai gi¢r sau khi #n séang chuan. Dung dbng

thoi alendronat véi ca phé hay nuéc cam lam giam sinh kha dung khoang 60%.

O ngudi khée manh, uéng prednisolon (20 mg, 3 ldn mdi ngay trong 5 ngay) khéng lam bét ky su thay dbi ¢6 ¥ nghta Iam
sang nao ve sinh kha dung dudng udng ciia alendronat (tdng trung binh tir 20% dén 44%).

Phdn b6

Céc nghién ctru & chudt cho thiy sau khi tiém tinh mach 1 mg / kg, alendronat dugc phén phéi trudc tién dén cac md mém
nhung sau d6 nhanh chéng duge tai phan phéi vao b xuong hogc bai tiét qua nude tieu. O ngudi thé tich phan phéi 6n dinh
trung binh trong xuong it nhat la 28 lit. Nong do thudce trong huyét trong sau liéu diéu trj 1a qua thap dé phat hién bang
phén tich (<5 ng/ ml). Lién két v&i protein trong huyét tuong ngudi la khoang 78%.

Chuyén héa

Khéng c6 bang chimg cho thiy alendronat dugce chuyén héa ¢ déng vt hoic ngudi,

Thai trir

Sau khi tiém tinh mach liéu don (**C) alendronat, khoang 50% chit phéng xa duge bai tiét trong nudc tiéu trong vong 72
gid va rat it hodic khdng tim thdy trong phén. Sau tiém tinh mach mét lidu duy nhat 10 mg 6 tHanh thai ¢ thin cua
alendronat la 71 ml / phut, va d6 thanh thai toan than khong qua 200 ml / phut. Nong d6 trong Mﬂg giam hon 95%

trong vong 6 gio sau khi tiém tinh mach. Thoi gian ban thai cudi cung cua thude & nguoi udce tinh 1a hon 10 nam, phan énh
su phoéng thich alendronat tir bd xuwong. Alendronat khong bai tiét qua cdc h¢ van chuyén c6 tinh acid hodc kiém cua thén ¢
chudt, va do d6 ngudi ta nghi rang n6 khong bj anh huong boi su bai tiet cua cac thude khic qua céc hé thong dé trong co
thé nguoi.

Colecalciferol

Hadp thu

Déi véi ngudi 16n khée manh (nam va nir), sau khi ding vién thude két hop 70 mg/ 5600 IU sau khi nhin &n qua dém va hai
gidtruc’fc bira dn, AUC 0- 120 gis 401 voi vitamin D3 (khéng diéu chinh déi voi néng d¢ vitamin D3 noi sinh) la 490,2 ng - gio
/ ml. Nong d6 huyet thanh t6i da trung binh (Cmax) cia vitamin D3 1a 12.2 ng / ml, va thoi gian trung binh dé dat nong dé
huyét thanh toi da (Tmax) 12 106 gi¢. Kha dung sinh hoc ctia vitamin D3 5600 IU trong thudc twong tu nhu 5600 U
vitamin D3 khi sir dung mét minh.

Phdn bé

Sau khi hdp thu, vitamin D3 di vao mau nhu 1a mét phén cua cac chylomicron. Vitamin D3 dugc phén bé nhanh choéng chu

yéu & gan, noi n6 chuyén héa thanh 25-hydroxyvitamin D3, 1a dang du trir chinh. Mét luong nhé hon dugc phan bé dén mé
md& va mé co va duge luu trir dudi dang vitamin D3 tai céc vi tri nay dé sau nay phéng thich thanh dang luu théng. Vitamin
D3 dang lwu thong dugc gén két v&i protein gén két vitamin D.

Chuyén héa

Vitamin D3 dugc chuyén héa nhanh chéng & gan bé’mg su hydroxyl héa thanh 25-hydroxyvitamin D3, va sau do duge
chuyén héa trong than thanh 1,25-dihydroxyvitamin D3, dai dién cho dang c6 hoat tinh sinh hoc. Thuéc duoc hydroxy héa
tiep trude khi duge thai trir. M6t ty 18 nhé vitamin D3 bi glucuronid héa trude khi dao thai.

Thai trir

Khi vitamin D3 ¢6 danh ddu phéng xa dugc st dung cho nhitng ngudi khoe manh, sy bai tiét chit phéng xa qua thin sau 48
gio trung binh 1a 2,4%, va sur bai tiét chat phong xa qua phén sau 4 ngay trung binh 12 4,9%. Trong ca hai trudng hop, chat
phong xa thai ra chu yéu 1a chat chuyén héa cua thude me. Thoi gian ban thai cia vitamin D3 trong huyét thanh sau khi
ding vién két hop 70 mg/28001U la khoang 24 gid.
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https://nhathuocngocanh.com/

Suy thdn

Céc nghién ciru tién lam sang cho thiy thudc khéng tich liiy ¢ xuong ma nhanh chéng duoc bai tiét qua nudc tiéu. Khéng
c6 bing chiing vé su hip thu bio hoa & xuong sau khi dung thudc dai han véi liéu tiém tinh mach 1én dén 35 mg/kg ¢-ddng
vét. Mic du chua c6 théng tin 1dm sang, c6 kha ning 1 ciing nhu & doéng vat, sy thai trir alendronat qua thél(ﬁ‘g/u'?zg cac
bénh nhan suy , & bénh nhén suy than du kién s& c6 sur tich tu alendronat & xuong hoi nhidu hon.

2 vi x 8 vién hodc hdp 2 vi x 10 vién (vi nhém — nhém).
& qua 30°C, tranh anh séng va 4m.

)

san xudt.

NHA SAN XUA‘;'I:: CONG TY TNHH BRV HEALTHCARE
Dia chi: Khu A, 56 18, dudmg sé 09, Ap 2A, xd Tan Thanh Tay, huyén Cu Chi, TP.HCM.
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