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Hudéng din sir dyng thube

DPoc k§ huéng din sir dyng trude khi ding

RX Thubc bdn theo don

ALENBE PLUS

Vién nén
Thanh phin
- Hogt chit:
Natri alendronat trihydrat
(twromg dwong Acid alendronic . o
Cholecalciferol (vitaminD3) .........cooovvivneivninnns

- Td dwpe: Cellactose 80, natri 1 i stearat, butyl
hydroxytoluen.

Durgre lye hge
Natri alendronat trihydrat:

- Alendronat thude nhom aminobisphosphonat c6 tic dung ire ché tiéu
xuong dic higu,

- Ciéc nghién cirutién 1im sing cho thiy alendronat tich tu chon loc & céc
vi tri tiéu xwong dang hoat dng, irc ché haat tinh ciia céc hity cdt bao,

- Cécnghién ciru lim sing cho thiy diéu trj bing alendronat ¢ thé lam
ting ding ké khbi lugng xuong & xuong cit song, cb xuong dii va
miu chuyén. Trong cc nghién ciru lim sang & phy nir mén kinh tir 40

| dén 85 ruéli bj loding xwong (dugc xic dinh 1a co khdi lwong xuong

| thilp, itnhat la 2 4§ l¢ch chuin dudi trung binh ciia thoi ky tnrée min
kinh), diéu trj biing alendronat lam giam dang ké sb lan gay dét song
sau 3 nim diung thudc. Mt dé chat khoang & xuong tang rd sau 3
thing diéu tri bang alendronat va con tiép tyc ting trong sudt qué trinh
diing thude. Tuy nhién, sau | - 2 ndm diéu tri, néu ngimg ligu phip
alendronat thi khdng duy tri duge sy ting khéi lugng xuong. Diéu do
chimg to phai lién tyc diéu trj hing ngy méi duy tri duge hidu qua
chira b¢nh.
Cholecalciferol (vitamin D3):
Gitip duy tri ndng d calci v phospho binh thuémg trong huyét tuong
biing céich tang higu qua hip thu céc chat khoang tir thire an drudt non,
ting huy dijng calci va phospho tir xwong vio méu.

Dugeding hge
Natri alendronat trihydrat:

-  So véi mit liéu chudn tiém tinh mach, sinli kha dung duimg
uong trung binh & phy nir 14 0,7% véi liéu 5 - 40 mg, uong sau 1 dém
nhin &n va 2 gid trude mot bira an sing chudn. Thirc in, dc biét nhimg
sdn lphim chira calci hay cic ion da hoa trj khac lam giam hip thu
thube. Sinh kha dyng khoang 0,4% khi udng alendronat 30 phiit trnrdc
bita an. Trong nghién ciru lodng xuong, alendronat tac dyng 6t khi
duge uong it nhat 30 phit e bira &n diu tién trong ngay. Sinh kha
dung khang dang ké khi ubng alendronat ciing hodc sau bira n sing 2
gio. Cafe va nudc cam lam gidm sinh kha dung cia alendronat

| khoding 60%.

| - Phdn hd: Céc nghién ciru tién 1am sang cho thiy sau khi tiém tinh

mach liéu | mg/kg, alendronat phin bo nhat thoi & cic md mém
nhung sau do phin bd lgi vio xuong hojc bai tiét qua nude tidu. Lién
kétvai protein trong huyé} twong ngudi xip xi 78%.
- Chuyén hda: Khéng co bing chimg 14 alendronat duge chuyén hoa &
| nguin,
- Thdi trie: Sau khi tiém tinh mach mét liéu duy nhét 10 mg, d§ thanh
‘ thai & than cua alendronat 1a 71 ml/phiit. Néng dg thude trong huyét
twrong giam hon 95% trong vong 6 gidr sau khi tiém tinh mach. (o]

‘ ngwin, thii gian bin thai cia thude wde tinh trén 10 ndm, phan dnh sy

|

gidi phong cua alendronat tir bi xuomg,
Chalecaleiferol (vitamin D3):

| - Hdp thy: Vitamin D hip thu 16t qua dudmg tiéu hoa. Mt cin thiét cho
hép thu vitamin D & rudt. Vi vitamin D tan trong lipid nén dugc td
trung trong vi thé dudng trip va duge hip thu theo hé bach huyet

| (khodng 80%luong vitamin ding theo domg ubng).

|« Phdn bd: Vitamin D va cic chit chuyén héa lién két vai alpha
globulin dic hi¢u. Thai gian ban hiy ctia vitamin D 14 19 - 25 gidy
nhung thudc duge luu il thai gian dai trong che mo md.

- Chuyén hia: Cholecalciferol duge hydroxyl héa & gan tao thanh 25-

hydroxycholecalciferol (calcifediol), sau dé tiép tuc duge hydroxyl

hoa & thin tgo thanh nhimg chit chuyén hoa hopt dong 14 1, 25-
dihydroxycholecalciferol (calcitriol) va nhimg dan chilt 1, 24, 25-
trihydroxycholecalciferol. .

- Thai trie: Vitamin D va céc chit chuyén hoa cia né duge bai tiét chi
yéu quamit vaphin, lugng nho xudt hién trong nudc tiéu.

Durgre diing hoe trong nhing triedmg hop lim sdng dic bige:

- Bénh nhdn suy than: B3 thanh thai cia alendronat c6 the giam, lam
ting sy tich Iy & xuong, gidm kha nang tao thanh chat chu!yén héacd
hoat tinh ciia vitamin D. Khéng cdn phai diéu chinh ligu déi vai bénh
nhin suy thin mirc 46 nhe dén trung binh (4§ thanh thai creatinin tir
35 - 60 ml/phat). Khdng khuyén céo sir dung ALENBE PLUS 70 |
mg/2800 [U di véi bénh nhin suy thin nang (46 thanh thai creatinin -
< 35 ml/phut). S

- Bénh nhdn suy gan: Alendronat khong bj chuyén hoa qua gan hoiic
dito thii qua m3t nén khong can phai diéu chinh liéu. O nhimg bénh
nhiin roi logn hap thu do sy bii tiét mit khong day da gay giam hap thu
vilaminD. Y

- Ngwdi cao tudi; Sinh kha dyng va dao thai qua nudc tiéu cia
alendronat khﬁng‘khéc 50 Vi nguiri tré trrémg thanh nén khang cin
phai diéu chinh lieu.

Chidjnh

- Diéu tri lodng xwong & phy nit man kinh, lam tang khoi luwlf, xurong
va gidm nguy co gy xuong, ké ci khop hing, cd tay va dot song (gdy  «
donén dotsong).

- Diéutrilam tang khdi luong xuomg & nam gidi bilodng xwong,

Liéu dingva cich ding
Lidu ditng: . |
1 vién duy nhit ALENBE PLUS 70 mg/2800 IU mdi tudin. |
Cdch ditng:

- Dé dé hip thu alendronat, phai uéng thude véi mdt lugng nudc
khoang 180 - 240 ml it nhat 30 phit trudc khi dn, udng hodc ding mjt |
thude khéc trong ngdy. Khing uéng thude véi nude khodng, nude
cam, cd phé, y ‘

- Ubng thude trong tr thé dimg hodc ngdi, tranh niim trong it nhét 30 |
phit sau khi ubng dé thude dé ding vio da dy, gism tiém nang kich
img thyc qun cia alendronat. Khong ubng thudc vio cée thai diém |
lisc di ngi hodic trude khi thire diy trong ngay. |

- Khong mit hodc nhai vién thudc dé tranh nguy co gy kich img ving |
hau hong.

- Dé d tudn thi diéu tri, bénh nhiin nén c6 dinh ngay ding thudc trong
céc ruin Trong treémg hop bénh nhin quén uong thude, phai ubng
viio budi séng hom sau hodc vao ngay bénh nhin nhd ra va bét diu lai

thoi gian sir dung thude nhur trede dé cho khodng thiri gian dicu tri Q
tiép theo. Tuyét doi khdng duge ubng 2 vién thude trong cing ngay.
Chéng chidjnh S
- Quimdn véi biphosphonat, vitamin D hay biit ky thanh phin nio cia Q
thuoe.

- Dj dang thye quin nhu hep hodc khong gidn tim vj thye quan lam
chim thao sach thyre quan, o a
- Khong c6 khi niing dimg hofic ngoi thing trong it nhat 30 phi
- Giam calci huyét,
- Tangcalei huyét hoge nhidm dée vitamin D.
Thedyng phy
Cic tac dyng phy ciia natri alendronat thudmg nhe va
cdn phai ngimg thude, chi yéu la tac dung phy & duom,
- Z-"Inla'mg gdp: nhire ddu; ddy hot, trdo nguoc acid, vié
nudtkho, chudng bung,
- lrgap: ban, ban do (hiém ?; viém da day. i
Sir dung vitamin D & liéu khong vuret qué nhu ciu s

Pé thude xa thm tay ciia tré em

khéng gdy dic. Tuy nhién co thé xay ra cudmg vitamin (D (D !
liéu cao kéo dai hoje ting dap img véi lidu binh thudmng < 2o
diin dén nhimg biéw hién lam sang roi logn chuyén hoa calci. ..0 'O ~
Vil trigu chimg ban du cia ngd doc vitamin D 14 tang calci huyét vai S ¥ =
chc biéu hign sau: & o '
- Thieimg gdp: yéu, mét, nga g, dau diu, chéng mat; - %2‘
miéng, vi kim logi, budn non, chudt rit & bung, tio O (D -
tai, mat diéu hoa, ngogi ban, giam truong lyc co, S22 .8
dé bj kich thich. he) ~
gz
=) B
=0 %S
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Huéng din sir dyng thube

Doc k§ huéng din sir dyng trude khi ding

ft gap: giam tinh dyc, nhiém calci thin, rdi loan chire nang thin; sb
mili, ngira, lofing xwong & nguéi 1ém, thiéu mau, viém két mac véi
héa, vi héa mach ni chung, s anh sang, con co giiit.

Hiém gdp: ting huyét ap, loan nhip tim; tang calci nigu, phosphat
ni¢u, albumin nigu, nito uré huyét, cholesterol huyét thanh, AST va
ALT; gidm ndng d phosphatase kiém trong huyet thanh; loan tim
théin, roi loan dién gidi trong huyét thanh ciing véi nhiém toan nhe.

Thin trgng

Céc bién cd & thue quan (viém, loét, trot thuc quan) déi khi kém véi
chy méu 6 thé xdy ra & bénh nhin dang ding alendronat. Theo dai
cic trigu chimg, ngung thudc vi béo cdo vai bic sT néu co cac bidu
hign nudt kho, nudt dau, g nong hofic dau sau xwomg irc. Nguy co mic
bién ¢6 ning vé thye quan gip nhiéu hon & nhimg bénh nhan nim
ngay sau khi uéng alendronat vi/holic khang uéng vién thude véi di
nude (180 — 240 ml) vivhoje vin tiép tuc uong alendronat sau khi da
thiy nhimg trigu chimg cita kich img thyre quén.

Alendronat ¢6 thé kich img niém mac dudng tiéu hoa trén. Sit dun
thiin trong & nhimg bénh nhan c6 tién sir hogc dang mic che bénh vé
dudmg tiéu hoa trén (khé nudt, cic bénh thic quan, viém loét da day th
tring).

Phii diéu trj chimg gidm calci mau truée khi bit diu diéu trj bing
alendronat. Ciing phai diéu tri mdt cach hiéu qua céc roi logn khac vé
chuyén héa vé co (thiéu hut vitamin D).

B& sung calci va vitamin D néu hrong hing ngay trong khiu phin an
khang dii.

Ca the xdy ra nhimg con dau niing & co, xwong, khop, dic biét & phy
nirman kinh, théri gian khéi phét c6 thé 14 1 ngay dén vai thang sau khi
diig thude. Nhing con dau nay dwgc cai thién sau khi ngung thude
nhung 6 thé tai phat néu diéu i lai voi alendronat hodc cac
bisphosphonat khac. .
Thin trong & nhimg bénh nhin thidu nang tuyén cin gidp (c6 thé giy
tang nhay cdm vai vitamin D), suy than, bénh tim, soi thin, xo vita
dong mach,

Khéng nén chi sir dung ALENBE PLUS 70 mg/2800 IU trong diéu trj
thiéu hyt vitamin D.

Twomg tic thude vi ce dgng trong thc khic

e chdt bo sung calci va thude khdng acid: lam gidm hip thu
alendronat, Vi vily bénh nhéin phai chi it nhit nira giér sau khi uéng
alendronat méi diing bét ky thude nao khac,

Ligu phép thay thé hormon (estrogen, pragesting: Antodn v higu qua
cia viée sir dung dong thoi ligu phap thay thé hormon vi alendronat
cho phy nir sau man kinh chua duge xdc dinh, vi viiy khang khuyén
céocdch dimg ddng thér nay,

Aspirin: 1am gia ting cdc tac dung khong mong mudn & duimg tiéu
héatrén khi ding dong thoi véi alendronat, liéu lém hon 10 mg/ngay.
Thude ching viém khong stervid (NSAID): Cén than trong khi ding
NSAID chung véi alendronat do NSAID thuémg gy kich img duimg
tiéu hoa,

Cholestyramin, colestipol, déu khodng: 1am giam hp thu vitamin D
arudt,

Thuéic lgri tiéu thiazid: 1am thng calci huyét & nhimg ngwoi thidu nng
cén gidp khi diéu tri dong théi véi vitamin D. Ci.n phii gidm lidu
vitamin D hodic ngimg ding vitamin D tam théri.

Phenytoin, phenobarbital, nhimg thude cam img men gan: 1am giam
nong do 25-hydroxycholecalciferol, ting chuyén hoa vitamin D
thanh cic chit khong co hoat tinh.

Corticosteroid: can trértde dung cia vitamin D.

Gilyeosid tro tim: Doe tinh cia glycosid trg tim tang do ting calci
huyét, din dén loan nhip tim khi ding déng thér vitamin D voi cac
glycosid tro tim,

Qui liéu v cich xirtri

Natri alendronat trihydrat:

Cic biéu hién qui liéu alendronat nhu gidm néng dé calci v phospho
trong miu, cic phan g phu & dwomg tiéu héa trén nhu rdi loan tigu
héa & da diy, ¢ nong, viém thie quén, viém hodc loét da day.

Nén sir dung sita vi cac chat khang acid dé lién két véi alendronat. Do
nguy co kich img thue quan, khéng duge giy nén va bénh nhan vin
phai ngdi thang dimg. Thim tich khong c6 hi¢u qua.

Cholecalciferol (vitamin D3):

Nhimg nguy hiém va triéu chimg qud lidu vitamin D din dén cuémg
vitamin D vé nhiém déc calei huyét thanh do vitamin D nhu trong
muc “Téﬂf{:ngphu". . .
Ngimg thude, ngimg bé sung calci, duy tri khau phén an it calei, ubng
nthiéu nude hofic truyén dich, Néu cn o6 thé di ng corticosteroid hofic
cic thude loi tiéu ting thai trir calei (furosemid). C6 thé loc mau thin
nhin tgo hofic thim thch mang bung dé thai trir calei tyr do ra khoi co
thé. Néu ngd dgc vitamin D cdp, vira méi udng, ¢6 thé ngan ngira tiép
tuc hiip thu vitamin D biing cach gy nén hofic nira da day. Neu thube
di qua da day, diéu tri bing diu khodng c6 thé thic ddy thai tmir
vitamin D qua phin.

Sir dyng cho phy nif ¢6 thai vi cho con bi

Phu nitcd thai:

Chi nén ding ALENBE PLUS 70 mg/2800 1U & phy nir ¢ thai khi
chimg minh duge lgi ich diéu trj virt hom hin nguy co ¢6 thé tao ra
cho thai nhi. .

Théng qua tic dung trén cin bing calci ndi mdi va chuyén hoa xuon
alendronat cé thé giiy 16n hai cho bio thai va cho tré méi sinh, di thay
nhimg truimg hop sinh khé va tao xuong khéng hoan chinh trong
nhimg nghién ciru trén ding vit. Khong loai trir diéu dé ciing co thé
lién quan dén ngurdr, nén khéng duge ding alendronat trong thir ky
mang thai.

Néu sir dung vitamin D véi liéu lém hon lidu b sung hang ngay duroc
khuyén céo cho ngudri mang thai binh thudng (400 1U), thi ¢d thé xdy
ra cic nguy co cho tré so sinh do ting calci huyét & ngudi me trong
giai dogn mang thai nhu hep van dgng mach chi, bénh thin, chim
phit trién vé tim thin va co thé, Ngoai ra c6 thé giy gidm némg 44
hormon cin gidp & tré so sinh din dén ha calci mau, co gijt va dong
kinh.

ALENBE PLUS 70 mg/2800 IU dugc tinh todn dira trén viée cung
cip liéu vitamin D 400 [U/ngdy trong véng 7 ngay.

Phu nitcho con bi:

Vitamin D tiét vao sita me, khéng c6 dir liéu bo cio viée bai tiét vao
sita me cia alendronat. Vi the can thin trong khi sir dung ALENBE
PLUS 70 mg/2800 IU & phy nit dang cho con bi.

Tiécdyng ciia thube khi viin hinh thu xe, miy méc

Néu ¢6 cdc biéu hign nhirc diu, chdng mit hodic cic biéu hién thin
kinh khéc, khdng nén viin hanh tau xe, may moc.

Trinh biy

Hop 02 vix 02 vién nén. Vibam Al-Al.
Hop 04 vix 02 viénnén. Vibam Al-Al.
Hop 10 vix 02 vién nén. Vi bim Al - Al

Bao quin: Noi khd, dudi 30°C. Tranh anh sang.
Tiéu chuiin: Tiéu chuin co so.

Han diing: 24 thing (ké tir ngay san xudt).
Luuy

Thude niy chi diing theo dom ciia bic si.

Khéngdiing thude qui lidu chi dinh.

Khing diing thudc qud han diing ghi trén bao bi.

Néu ciin thém thang tin, xin héi ¥ kién béc si.

Thingbiio cho bic sTnhirng tic dyng khdng mong mudn giip phai
khisirdung thudc.
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Pé thube xa thm tay ciia tré em

-



