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TO HUONG DAN SU DUNG THUOC

@Thuoc nay chi diing theo dom thudc
DUNG DICH UONG

A.T Vitamin D3 15.000 IU

“Pé xa tam tay tré em”
“Doc ky hwong déan sir dung trueée khi dung”

THANH PHAN

M&bi 1 ml dung dich chira:

Hoat chat: Vitamin D3 (Cholecalciferol) ... .. 15.000 IU
T4 dwoe: Cremophor RH 40, dudng tréng, dmatrl hydrogen phosphat dodecahydrat natri
dihydrogen phosphat dihydrat, dinatri EDTA, acid citric monohydrat, benzyl alcohol, huong
cam long, nudc tinh khiét vira du.

DANG BAO CHE: Dung dich udng.

M ta san pham: Dung dich khong mau, dwoc phép c6 mau trang duc, huong cam.

CHI PINH

Phong ngtra bénh coi xuong va lodng xuong ¢ tré¢ em va nguoi 16n.

Phong ngtra bénh coi xuong & tré so sinh sinh non.

Phong ngira thiéu hyt vitamin D & tré em va ngudi 16n ¢6 nguy co nhét dinh.

Phong ngira thiéu hut vitamin D & tré em va ngudi 16n bi kém hap thu.

Piéu tri bénh coi xuong va lodng xuong ¢ tré em va nguoi 16m.

Diéu tri giam nang tuyén cén gidp & ngudi 16m.

LIEU DUNG VA CACH DUNG

Liéu ding

Liéu lwong dwoc quyet dinh tuy theo ting cé thé trong d6 cin xem xét luong calci duge dua
d6ng thoi vao co thé (ca tir thire an va thude).

Phong thiéu hut

Tré em tir so sinh dén nguoi 1ém: 500 IU (1 giot) mdi ngay.

Diéu tri thiéu hut

Liéu lugng nén do bac si quyét dinh cho timg bénh nhén tity theo mirc d6 thiéu hut.

Coi xwong phu thudc vitamin D

Tré em: 3.000 IU dén 10.000 IU (6 dén 20 giot) mdi ngay.

Lodng xuong do ding thubc chéng co gidt

Tré em: 1.000 IU (2 giot) mbi ngay, ngudi Ién: 1.000 IU dén 4.000 IU (2 dén 8 giot) mdi
ngay.

Thoi gian diéu tri

Phong ngita bénh coi xwong: Tré méi sinh va tré so sinh dung vitamin D3 tur tudn thir 2 sau

sinh cho dén hét mdt tudi. Tir ndm hai tudi, can ding thém liéu vitamin D3, dic biét nhing
thang mua dong.
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Diéu tri bénh coi xuong va Zoang xuong: Thoi gian diéu tri 1a 6 tudn sau d6 ding liéu du
phong, khong duoc tiép tuc liéu diéu tri trong 1 nim lién do c6 thé gay ngd ddc vitamin D.

Cdc chi dinh khdc: Thoi gian diéu tri phu thudc vao qua trinh bénh.

Cich dung

Thubc nay dugc udng véi nudc.

Luu y: Mot giot dung dich chira x4p xi 500 IU vitamin D3.

Pé dong chinh x4c liéu ding, khi rét thubc, can dé lo nghiéng mét goc 45°.

CHONG CHI PINH

Qua mén véi bat ky thanh phan nao cia thubc.

Thtra vitamin D, tang nong d9 calci trong mau va nudc tiéu, soi calci than, suy than ning,
giam nang tuyén cén giap gia do nhu ciu vitamin D c6 thé giam trong céc thoi ky nhay cam
thong thuong véi vitamin D, lién quan dén nguy co dung qua lidu kéo dai. Trong trudng hop
nay, ¢6 thé diing céc din xuét d& kiém soat hon ctia vitamin D.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tranh ding qua liéu.

Thube can ding than trong & c4c bénh nhéan bi bét dong, bénh nhan ding thubc loi tiéu thiazid,
bénh nhéan bi séi thén, bi bénh tim va bénh nhan dang dung thudc glycosid tim (bao gdom
digitalis).

Ké don than trong vitamin D3 cho bénh nhan méc sarcoid, do ¢6 thé ting chuyén héa vitamin
D3 dang hoat tinh. O nhitng bénh nhin nay néng d9 calci mau, calci niéu can dugc theo doi.
Téng liéu vitamin D b sung nén tinl} dén cac diép tri da dung vitamin D, thirc an giau vitamin
D, sita giau vitamin D va mirc do tiép xtc d4nh ning mit trdi ctia bénh nhin.

Khong c6 bang ching rd rang vé méi quan hé nhén qua giira viéc b sung vitamin D va so6i
thén, tuy nhién nguy co la 6, ddc biét khi bd sung dong théi ca calci. Nhu ciu bd sung calci
nén xem xét & tung bénh nhén. Khi bd sung calci phai giam sat y t€ chat cheé.

Ubng liéu cao vitamin D3 (500.000 IU liéu hang ndm) da duoc bdo cdo gy ting nguy co giy
xuong & ngudi gia, nguy co cao nhit trong 3 thang dau sau khi uong

Khi diéu tri thudc nay, calci va phosphat mau va niéu can duoc kiém soat dinh ky. Khi diéu
tri dai ngay véi liéu vuot qué 1.000 IU vitamin D mbi ngay, can theo dai nong do calci mau.

Khong dung lidu cao calci dong thoi véi vitamin D3. Nhu ciu hang ngay va cach dung
vitamin D & tré phai dua trén timg ¢ the va dugc xac dinh lai sau moi lan tham kham dinh
ky, dic bi€t voi tre ¢ nhitng thang ddu sau sinh.

Hét sirc than trong khi dung vitamin D cho tré so sinh ¢6 thop trude nho.

Liéu qua cao vitamin D3 trong thoi gian dai hodc lidu khoi ddu cao c6 thé dan t6i ngd doc
vitamin man tinh.

Dung thudc than trong cho phu nit ¢6 thai va cho con bu.

Bénh nhan mic chimg cudng cin gidp cAn phai xin tu vén tir béc si.

Quyét dinh bé sung vitamin D mdi trueong hop cu thé déu tiy thude vao mébi tuong quan nguy
co va loi ich cho bénh nhéan.

Canh bdo td duoc

Thanh phén t4 dugc ¢6 chira duong tring, bénh nhan bi r6i loan di truyén hiém gip nhw khong
dung nap fructose, kém hép thu glucose-galactose hodc thiéu hut enzym sucrase-isomaltase
khong nén ding thube nay.

Thanh phan ta dugc c6 chita benzyl alcohol c6 thé gay phan ung di Ung. Benzyl alcohol ¢6
nguy co gdy ra cic téc dung khong mong mudn nghiém trong, bao gom céc rdi loan hd hap
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(go1 Ia "hoi chimg tho gip"), 0 tré em. Khong dung cho tré so sinh (4 tuan tubi tré xubng),
khéng dung thudc hon mét tudn cho tré em (dudi 3 tudi), trir khi duge khuyén céo cuia bac si
hodc dugc si. Hoi y kién bac si hodc duoc si khi bénh nhan dang mang thai hodc cho con bu,
bénh nhan suy gan hodc suy than boi vi dung lugng 16n benzyl alcohol c6 thé gay tich lily
trong co thé va o4y ra céc tic dung khdng mong mudn (goi 1a toan chuyén héa).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Khong ¢6 hodc c6 it dir liéu vé viée sir dung cholecalciferol & phu nit mang thai. Cac nghién
ctru trén dong vat da cho thiy doc tinh 1én sinh san. Liéu hang ngay cho phu nit mang thai
dugc khuyen nghi 14 500 IU, tuy nhi€n, & nhitng phu nit bi xem 13 thiéu hut vitamin D c6 thé
can lidu cao hon (1én den 2.000 IU/ngay). Trong thoi ky mang thai phu nit nén tuén thu yéu
cau clia bac si do nhu ciu ciia ho ¢ thé thay dbi theo mirc d6 thiéu hut va dap ng v6i dicu
tri. Tranh ding qua lidu vitamin D khi mang thai, vi viéc 1am ting calci méau c6 thé din dén
cham phat trién thé chit va tim than, nhu hep 15 dong mach chu va bénh véng mac & dira tré.

Phu ni¥ cho con ba

Phu nir dang cho con bu cé thé duoc ké vitamin D néu can thiét. Tuy nhién viéc bd sung nay
khong thay thé bd sung truc tiép vitamin D & tré. Vitamin D va cac chat chuyen hoa dugce bai |
tiét qua sita me. Chua thdy c6 qua IICU ¢ tré do bu sita me, tuy nhién khi ké bb sung vitamin “\/\
D cho tré dang bu sita me, bac si can tinh dén ca lidu dang bd sung cho me. \2\
[l

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vitamin D3 khoéng anh hudng 1én kha nang lai xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Thudc chéng dong kinh, dc biét phenytoin va phenobarbital (va céc thude khéc c6 thé tic
dong 1én enzym gan) cling nhu rifampicin lam giam héap thu vitamin D3.

Dung vitamin D3 dOng thoi véi thube 1o niéu thiazid 1am tang nguy co bi tang calci méu, do
vay can theo ddi nong @6 calci mau.

Khi ding ddng thoi véi glycosml tim, vitamin D c6 thé 1am tiang doc tinh cua ching (tang
nguy co loan nhip tim). Can gidm st y té chat ché, ddng thoi theo di ndng d6 calei mau va
dién tAm d6 néu yéu cau.

Dung dong thdi véi cac glucocorticoid cb th gidm téc dung cta vitamin D.

Khi ding ddng thoi véi céc thube trung hoa acid ¢6 chita nhom va magnesi, c6 thé din t6i
nguy co doc tinh nhém trén xuong va tdng magnesi mau ¢ bénh nhén suy than. Dung ddng
thoi v6i cac thude twong tyr vitamin D s& dan téi ting nguy co doc tinh. Bat ky san phim nao
¢6 chira ham lugng cao calci hodc phospho d&u 1am ting nguy co tang phosphat mau. Vitamin
D c6 thé ¢6 hoat tinh dbi khang voi cac thudc diéu tri tang calci mau, nhu calcitonin, etidronat,
pamidronat. Piéu tri doncr thdi voi céc resin trao dbi ion nhu cholestyramm colestipol
hydroclorid, orlistat hodc thudc nhudn trang nhu d4u parafin c6 thé lam giam hap thu vitamin
D ¢ dudng tiéu hoa.

Dung dong thoi véi rifampicin hogc isoniazid c¢6 thé 1am giam hap thu vitamin D.

Téc nhan gay doc té bao actinomycin va thudc chong ndm imidazol can thiép vao hoat ddng
cua vitamin D bang cach tic ché chuyén 25-hydroxyvitamin D thanh 1,25- -dihydroxyvitamin
D xuc tac boi enzym 25-hydroxyvitamin D-1-hydroxylase & than.

Twong ky: Chua c6 nghién ctru vé tinh tuong ky ctia thude, khong tron 1n thube nay véi céc
thude khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Trén thuc té khong xay ra tac dung khong mong mudn khi dung liéu khuyén cdo. Trong
truong hop hiém bi man cam véi vitamin D3 hodc khi dung li¢u qua cao trong thoi gian dai,
ngd doc vitamin D co thé xay ra. Triéu chimg ctia ngd doc bao gom:

- Réi loan tim mach: Loan nhip tim.

- Réi loan hé than kinh: Pau d4u, hén mé.

- Réi loan mit: Viém két mac, s¢ 4nh sang.

- Réi loan tiéu héa: Chén an, budn ndn, nén, tao bon.

- Réi loan than va tiét niéu: Uré huyét, da niéu, soi than.

- Réi loan co xwong va mé lién két: Pau co va khép, nhuoe co.

- Réi loan dinh d}I(‘ing va chuyén hoa: Tang calci mau, tang calci niéu, ting cholesterol mau,
giam can, tang tiet mo hoi, viém tuy.

- Rbi loan mach: Tang huyét 4p.

- Réi loan gan mat: Tang hoat dong enzym aminotransferase.

- Réi loan da va mé dudi da: May day, ban, ngira.

- Rdi loan tam than: Giam ham muén tinh duc, trdm cam, réi loan tinh than.

- Ngoai ra con c6 thé cé tac dung khéng mong mubn sau: Chay nuée miii, ting than nhiét,
kho6 miéng va calci hda md.

Tkt’;ifrg bdo ngay choe bdc si hodc dwgc si nhitng phdn rng co hai gdp phdi khi siv dung
thuoc

QUA LIEU VA CACH XU TRi

Qui liéu

Cholecalciferol c6 gi6i han tri liéu kha hep. Ngudng gy doc cua vitamin D la trong khoang
40.000 va 100.000 IU mdi ngay trong 1 dén 2 thang & nguoi 16n ¢6 chirc nang can giap binh
thudng. Tré so sinh va tré nho c6 1€ nhay cam v&i nong d6 thap hon nhi€u. Do vay khong
dung vitamin D ma khéng c6 gidm sat y te. Qu4 licu dan dén ting nong do phosphat méau va
nudc tiéuZ cling nhu tang calci mau va dan dén xuat hién cén calci 6 m6 va nhat 1a ¢ than (soéi
than, nhiém calci thdn) va ¢ mach. Ngimg dung vitamin D3 khi calci mau vuot quéa 10,6
mg/dL (2,65 mmol/L) hoac néu calci niéu vuot qua 300 mg/24 gid & ngudi 16n hodc 4-6
mg/kg/ngay ¢ tré em.

Qua liéu mén tinh c6 thé dan dén calci hoa mach mau va co quan, do qalci huyét tang. Cac
triéu chimg cha nhiém ddc khong dac trung va khong biéu 16 r6 nhu budn nén, non, ban dau
ti€u chdy, sau tdo bon, mAt cam giac ngon miéng, mét moi, dau dau, dau co, dau khép, yeu
co, budn ngu dai dang, nito huyet khat nhiéu, da niéu va ¢ giai doan cudi 12 mét nude. Két

qua xét nghiém sinh héa thong thudng cua qua liéu gdm tang calci mau, ting calci niéu, ciing
nhu ting néng d6 cua chat 25- -hydroxycholecalciferol trong méau.

Cach xiwr tri

D¢ diéu tri triéu chimg qua liéu man tinh vitamin D c6 thé phai kich thich di tiéu nhiéu va
dung glucocorticoid hoac calcitonin.

Khi qua lidu cin phai diéu tri ting calci mau, do thudng 12 bi dai ddng va déi khi gy de doa
tinh mang.

Bién phdp d4u tién 12 ngimg dung vitamin D, s& mat vai tudn dé ndng dé calci méu cao do
nhiém ddc vitamin D tré vé binh thuong.
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Tuy thudc vao mirc do tang calci mau, cac bién phap diéu tri gfim ché @ an it calci hodc
khong calci, ubng nhidu nudc, ting thai niéu bang cach ding furosemid, cling nhu ding
glucocorticoid va calcitonin.

Néu chirc nang than binh thudng, c6 thé giam ndng do calci bang cach truyen dung dich natri
clorid déng truong (3-6 lit trong 24 gio) thém furosemid va trong mot so trudong hop, dung
natri edetat 15 mg/kg cén néng/gio, dong thoi giam sat nong d6 calci va ECG lién tuc. Nguoc
lai trong trudong hop bi thiéu niéu, cin thim tach mau (thdm tach khong cé calci).

Khéng c¢6 chit giai doc dac hiéu.

Cén néu ra cac triéu chimg qué liéu c6 thé xay ra cho bénh nhén dang diéu tri liéu cao kéo
dai vitamin D (budn non, ndn, ban dau tiéu chay, sau tdo bon, mat cam glac ngon, mét mai,
dau dau, dau co, dau khép, yéu co, budn ngl dai ding, nito huyét, khét nhiéu, da niéu).

CAC PAC TINH DUQC LY

Dwoc luce hoc

Nhém duwoe Iy: Vitamin D va céc chét tuong tu.

Ma ATC: A11CCO05

Chirc néng quan trong nhét ciia vitamin D 1a ciing véi calcitonin va parathormon (ho6c mdn
tuyén can giap) diéu khién chuyén hoa calci va phosphat.

Vitamin D 12 m6t chét chéng coi Xuong, can thiét cho hoat dong binh thudng cia tuyén cin
giap. Co quan dich quan trong nhat cua vitamin D la rut, than va hé xuong.

Vitamin D déng vai trd quan trong trong viéc hap thu calci va phosphat tir rudt, vin chuyén
mubi khoang, tham gia vao qua trinh calci héa xwong, diéu chinh luong calci va phosphat
duoc thai ra ngoai qua than. r08;

Vitamin D kich thich viéc heip thu Ca?* va phosphat & rudt (kich thich tdng hop protein gin
Gt (CaBP) ¢ rudt, nhiing protein nay khong duoc tim thdy trong dich nhay rudt ciia nhimg

aTY
‘IAN

nguoi thiéu vitamin D). HAM
O than vitamin D kich thich tai hap thu ion va & xuong né kich thich huy dong va luu trir HEN
mubi khodng. G

\\
yOEY:

Tt ca c4c qué trinh nay nhim hd tro duy tri ndng d calci va phosphat méu phu hop. Néng =

d6 ion calci 4nh hudng 1én mdt so tién trinh sinh héa quan trong gitip duy tri truong luc co
binh thuong, kich thich thin kinh va déng mau. Vitamin D lién quan dén téng hop acid
adenosin triphosphoric va déi khang véi cortisol, 1a chat trc ché hap thu calci, thém vao do
vitamin D tham gia vao chuc nang binh thudng cta hé thong mién dich bang céch tic dong
1én tdng hop lymphokin va diéu nay khéng dan dén bt ky thay dbi hinh thai hoc nao cua
mau ngoai vi.

Thiéu vitamin D do ché d6 an, r6i loan hap thu, thiéu hut calci, bénh gan va do dimg mot s6
thudc nhét dinh, thiéu tiép xuc voi anh sang mat troi s& dn toi bénh coi xuong trong thoi ky
tang truong nhanh cua tré em va bénh loéing xuong & ngudi 16n.

Dung vitamin D phong ngira coi xuong 1a can thiét cho hiu hét tré so sinh va tré nhé. Phu nix
trong thoi ky man kinh bi lodng xwong do thay d6i ho6c mén can ting liéu vitamin D hang
ngay.

Vitamin D dugc cung cép tir cic ngudn c6 thdéa man nhu ciu hay khong 1a tiy thudc vao tirng
c4 nhén.

Dugc dong hoc

Hip thu: Sau khi udng cholecalciferol duge hép thu tir rudt non. Qua trinh hép thu dugc diéu

chinh boi mét va cac protein déc higu. Hép thu cholecalciferol tang 1én khi c6 chit béo. Réi
loan gan mat lam giam hép thu cholecalciferol.

5/6



https://trungtamthuoc.com/

Phdn bé: Cholecalciferol duge van chuyén tir méu dén gan, & d6 né chuyén héa boi 25
hydroxylase thanh calcidiol (25-hydroxycholecalciferol 1, 25(OH)D3). Calcidiol hinh thanh
& gan dugc cac protein van chuyén dic hiéu (protein gin vitamin D) chuyén dén thén, tai d6
chit ndy dwoc chuyén hoa béi lo- -hydroxylase-25(OH)D3 tao thanh calcitriol
(1,25(OH)2D3). Vitamin D3 va céc chét chuyen hoa co hoat tinh c6 thé dugc du trir & gan va
cdc md md trong thoi gian dai. O ngudi khoe manh, nbng d6 vitamin D3 trong méu 1a 1,3
nmol/L va thoi gian ban thai (Ti2) 12 tir 19 dén 25 giod. Thoi gian ban thai cta calcidiol xap
xi 16 ngay, va thoi gian béan thai cua calcitriol 1a tir 3 dén 6 gio.

Chuyén héa: Vitamin D3 duoc chuyén héa thanh cac chét c6 hoat tinh dugc ly. Tai gan,
vitamin D3 trai qua qua trinh 25-hydroxyl héa thanh 25(OH)D3 (calcidiol). Qua trinh nay do
25-hydroxylase xuc tic va tbc d6 phan tmg phu thudc vao ngudn cung cp co chat. Hoat tinh
enzym nay thip hon & tré so sinh sinh non va & cc bénh nhén bi ton thuong gan. Calcidiol
la chat chuyén héa chinh c6 hoat tinh thap. Nong d¢ sinh ly ciia 25(OH)D3 1a 10 dén 125
nmol/L, va thoi gian ban thai Tix tir 20 dén 25 ngay. Qua trinh bién ddi cubi cing thanh
calcitriol xay ra & vi tri 1a & éng thin gin, va mét phan nhé hon & nhau thai, dai thuc bao,
cac té bao bach huyét. Hoat dong ctia la-hydroxylase-25(OH)D3 ¢ than dugc diéu chinh
théng qua céc tién trinh ho6c mén va chuyén hoa. Hoat dong nay ting 1én boi parathormon
(ho6c mén tuyén can giap), prolactin, hoéc mén tang trudng, hodc mon sinh duc, insulin va
prostaglandin PGE2. Hoat dong ciia enzym nay ciing ting 1én & tré em vé6i ché do an udng
thiéu vitamin D3, calci va phosphat. Hoat dong ctia la-hydroxylase bi giam béi cortison,
tyroxin, nhi€m acid chuyén hoéa, ethanol, ting ndng do calci va phosphat mau. Mot chat
chuyén hoéa khac cua calcidiol, 24,25- -dihydroxycholecalciferol (24,25(0OH)2D3), dugc hinh
thanh ¢ thén khi ¢6 du murc calci va céc chét chuyén hoa c6 hoat tinh ctia vitamin D3. Hoat
dong chuyén héa cua chit nay la yéu. 1,25(0H)2D3 tu diéu chinh chuyén hoéa chinh né, né
kich thich 24-hydroxylase va tc ché la- hydroxylase. 1,24,25-trihydroxycholecalciferol va
25,26-dihydroxycholecalciferol cling ¢ thé dugc hinh thanh trong qua trinh chuyén héa
vitamin D3. Mt phan (xdp xi 25% liu) céc chat chuyén héa hydroxyl s& lién hop véi
glucuronic hoac acid sulfuric va dao thai qua mét.

Thai tru: Sau khi lién hop ¢ gan véi acid glucuronic, glycin hodc taurin, vitamin D3 va céac
chét chuyén héa hoat tinh duge dao thai qua mét va di theo duong tiéu hda, mét lwong nho
duoc tim thay trong nude tiéu. Luong nho vitamin D3 dugc thai qua sita me.

QUY CACH PONG GOI: Hop 1 chai x 10 ml.

BAO QUAN: Noi khé réo, nhiét d6 khong qua 30°C, tranh 4nh séng.

Chai thudc sau khi mé ndp: st dung trong vong 6 thang ké tir ngay m& nap.
HAN DUNG: 36 thang k& tir ngay san xuét.

TIEU CHUAN: TCCS.

Co s6 san xuat
C()NG TY c(") PHAN DU'O'C PHAM AN THIEN

DS. Nguyén Hoang Phuwong Thao
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