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Specification: In - housa >alcitriol Bao Qudn: Nol khd, nhibt 80 dudi 30°C, trdnh dnh séng

Store in 2 dry place, below 30°C, protect from light.
Read Leaflet Carefully Belore Use
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See in the leaflel
Specification: In - house Calcitriol 0.25ug
Store in a dry place, below 30°C, protect from light.
Read Leaflet Carefully Bafore Use e

Keep Out Of Reach Of Children
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Store in & dry place, below 30°C, protect from light.
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R( Prescription Only

MAU HOP XIN PANG KY
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Excipient g.5.......... per capsule

Indication, Dosage, Instruction And Cantra -indication:
See in the leafiet

Specification: In - house

Store in a dry place, below 30'C ,

protect from light.
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Bdo Qudn: Noi khd, nhiét 49 dudl 30°C,
trinh dnh séng.

CONG TY CP DUDC PHAM PHUONG BONG
L0 7, Brimg 2 - KCN Tdn Tao. P.Tén Tao A,
0. Binh Tdn - TP.HS Chi Minh - Vigt Nam
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See in the leafiet

Specification: in - house

Store in a dry place, below 30°C ,
protect from light.

Indication, Dosage, Instruction And Contra -indisation:

I

ORIENT PHARMACEUTICAL CORP.

v iy



https://trungtamthuoc.com/

OWNYA NHAN

00d WYID DNO
ONQ ONONHd
WYHd OD0NA 4D ALD

Brigg g o218 D

1520 SdIHTOYULID

% sensde) 1os 0} x s1aIslig 0} Aug vopdyasald u.wm

e 19IA < YUIIN 14D QH'dL - UBL UUlg 0
"W O, UBL'd ‘OBL URL NOY - 2 Bugng 'L 01
INQA INDNHA NyHd JONT 49 AL ONQD

d¥3 1 g oy
N/ 4S Aol
aN N ( XE 9198
oy Bay | was

w3 iy key we) ex pa
Buag 1y apmiL Bug pg wgq Supnk Ay 209
Bugs yug yues
‘0,08 19ng 4D 1YL “guy 10N ugaD ogg
5001 upny ngiy
“Dufip 15 ugp Dugny g3 20p ury.

4ol 142 Bugud BA Sung yaed ‘Sung mpr) ‘wvig I

UBIA L A 200D 8L
Brigzig ]
YHD NJIA 10N

8sz'0 SdIHTOULID

OHM - dWD

/)

Brigz 0 jouyoe)

520 SdIHTOYLID

waw Buen uIA 0L X JA 0L upp oayy ueq agnyl u@H

"dH00 WILNIIVWEYHL INIIHO

_n | __Ewm nm._—.:
uaipII )0 UILSY JO InD deay
a8 w0y Alimased R peoy
") woy aj0ad
* 9,06 mojeg ‘seyd Aip B Uj IONS

a5 - | ‘uofEIyedg
R

“njiesipel- o) pey sojaRIE “sBEIO] “woiiEaipe)

snsded sod 5D juediong
Bl {anioien
SGNIVANGD JINSAVD 1408 HOVE

brisz'o SJIHTQULID

A3 ONYA NIX dOH NV

*1520 SdIHTOULID




hitps:// trungtamthuoc.qpénl_(udm DAN SU DUNG THUOC

Céng thic : Méi vién chia

ST ey <] SO S HBUOC PHAM
Ta dugc : BHA, BHT, D4u dau nanh, Gelatin, Sorbitol\\Gh mlmﬂ\@e araben, Propyl paraben, Titan dioxyd, mau Sunset
yellow, Ponceau 4R vita di . /

Trinh bay :

VI 10 vién, hdp 3 vi, hdp 6 viva hop 10 vi
Chai 100 vién, Chai 200 vién, Chai 250 vién va Chai 500 vién.
Dugc luc hoc :
Calcitriol, mot trong nhiing ch&t chuyén héa cé hoat tinh cla Vitamin Ds. Dugc ta thanh td mot tién chat 25-hydroxycholecalciferol.
N6 lam thuén Igi cho sif hdp thu calci & rudt va diéu tiét sy hap thu calci d xudng
Dugc dong hoc :

Calcitriol dé dang hap thy qua dudng tiéu héa sau khi udng va dé hép thu gidm & nhiing bénh nhan gan, mat, hodc bénh dudng ruat
(vi dy, bénh Crohn, bénh Whipple). Calcitriol tan trong chat béo, khodng 80% thudc dugc két hgp thanh cac chylomicrons va hip thy
théng qua huyét tuong

Sau khi udng ergocalciferol, ting canxi huyé&t ban ddu la 10-24 gid, tang canxi huyét xay ra t6i da khoang 4 tudn sau khi ding hang
ngay mét liéu cd dinh, thi gian tac dung clia thudc tr 2 thang trd Ién. Sau khi udng calcitriol, hap thu canxi trong dudng ruét tang
sau khi udng thudc 2 gid. Tang canxi xay ra t6i da trong khodng 10 gid, va thdi gian tac dyng cla calcitriol 13 3-5 ngay

Theo dudng udng (hép thu qua dudng tiéu héa), doxercalciferol duge phan tich bing phuong phap phong xa CYP 27 trong gan aé
tao thanh 1,25-dihydroxyergocalciferol (1,25-dihydroxyvitamin D2),

D8i véi nguai khde manh, néng dé dinh trong mau cla 1,25-dihydroxyergocalciferol dat dugc trong vong 11-12 gid sau khi udng lp
lai 8-15 ug doxercalciferol 0,103, néng dé dinh trong mau cla 1,25-dihydroxyergocalciferol dat dugc trong khodng 8 gid

O ngudi khde manh, sau khi udng Calcitriol 0,24 ug / kg, néng dé dinh trong huyét tudng khodng 630 pg/ml dat dudc trong vong 3
gid, sinh kha dyng la 72%. Thuc &n c6 thé lam cham tién trinh dat dinh néng dé trong huyét tuong (khoang 2 gi&) nhung khéng &nh
hudng dén sinh kha dung cla Calcitriol

Sy thai tra /
Nlta ddi tudn hoan clia chét chuyén héa 25-hydroxy khodng 10 ngay dén 3 tudn va cla 1,25-hydroxy |4 khoéng 4-6 gié
Calcitriol dugc bai tiét chi yéu trong mat va phan. Mac di mét s6 vitamin D dugc bal tiét trong mat dugc tai hdp thu & ruét non, 19-
41% phdng xa dudgc tim thdy trong nudc ti€u trong vong 6-10 ngay sau khi udng mét liéu duy nhat calcitriol

Chi dinh :
Calcitriol dudc chi dinh diéu tri giam calci huyét va lodng xudng trén nhiing bénh nhan lgc than man tinh, bénh nhan thi€u nang
tuyén can giap sau phdu thuat, thiu ndng tuyén can gidp ty phat hay thidu ning tuyén can gidp gia, nhuyén xuong do thi€u vitamin
D, ha phosphat huyét va do dé khang vdi vitamin D.

Chéng chi dinh :
Calcitriol chéng chi dinh & nhiing ngusi c6 tién sif tang cam vdi Calcitriol hodc cac thanh phan clia thudc, bénh nhan ting calci huyét
hodc c6 bigu hién ngd déc vitamin D.

Liéu lugng va cach ding :
Liéu diing hang ngay cia Calcitriol cn phai dugc xac dinh riéng cho tiing trudng hop :
Liéu khdi ddu thusng dung clia Calcitriol 1a 0,25 pg/ngay. Néu liéu diing khéng dép tng dugc cdc théng s§ héa sinh va biu hién
lam sang khéng thuyén gidm, c6 thé ting thdi gian sif dung 1én 4 - 8 tudn, Trong khoang thai gian diéu tri cdn phai x4c dinh ham
Iugng calci trong huyét thanh it nhat 2 1dn trong tudn va néu néng dd calci huyét thanh ting, cin ngung sif dyng Calcitriol ngay Iap
tiic d€n khi ham lugng calci trd lai & muc binh thudng.
Nhiing bénh nhan cé ham Iugng calci huyét thanh binh thudng ho#c gidm nhe cé thé dung 0,25 pg mbi 1dn/ngay. HAu hét trén nhitng
bénh nhan loc thén liéu ding ndm trong gidi han t 0,5 ug — 1 ug méi ngay.

Tédc dung phuy :
DA&u hiéu va triéu ching cia nhiém ddc Calcitriol két hop vdi qué trinh tang calci huyét khi sit dung liéu d4u va liéu duy tri bao gém :
Pau ddu, kiét suc, budn ngd, budn nén, nén, khé miéng, téo bon, dau cd, xudng va c6 mui vi kim loai thusng xay ra khi diing liéu
dau.
Liéu duy tri khi bi nhiém déc thudng gay khac nudc, tiéu nhiéu, biéng &n, giam trong lugng, viém mang két, viém tyy, s§ mdi, ngia
ngay, than nhiét cao, giam sinh Iyc, ting BUN, albumin huyét, ting cholesterol huy&t, ting SGOT va SGPT, nhiém calci than, ting
huyét 4p, réi loan nhip tim va hi&m khi loan tam than,
Trong cdc thit nghiém 1&m séng trén nhiing bénh nhan thiéu nang tuyén giap va thiéu nang tuyén gidp gid, it nhat 1 trong 3 bénh
nhan nghi nhan ting calci huyét va 1 trong 7 bénh nhén ting calci nidu. Trong 6 trudng hgp thi ¢6 1 trudng hgp creatinine huyét
thanh téng cao (tdng x&p x 12 l4n so vdi mifc binh thudng).
C6 1 trudng hgp xudt hién nhiéu dang ban d3 va 1 trudng hgp gay phan ting di ng (sung mdi va phat ban trén toan cd thé).
Théng bdo cho bédc si nhiing tdc dung khéng mong muén gdp phai khi si dung thuée.
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Thén trong khi ding :

Thén trong chung : Qué liéu véi Calcitriol bao gém tang calci huyét va mét vai trudng hgp tang calci niéu : Vi thé, phai sdm didu trj &
liéu vira-dli, ham lugng calci huyét phai duge xac djnh 2 1&n mdi tudn. Calcitriol nén sir dyng than trong trén nhiing bénh nhan dang
dung digitalis, bdi vi ting calci huyét c6 thé lam cho loan nhip tim.

Trong nhiing bénh nhéan c6 chiic ndng than binh thuéng, tang calci huy&t man tinh c6 thé k&t hgp vdi qué trinh tang creatinin huyét,
Calcitriol nén ludn lubn duge chi djnh diéu tri & liéu thdp nhat va khéng duge tang liéu tiy y khi chua xac dugc kiém-tra-ham lugng
calci trong huy&t thanh.

Cén dénh gia lugng calci trong kh&u phén &n méi ngay dé diéu chinh cho vita dii khi chi djnh.
Nén duy trl di nuéc cho nhitng bénh nhan dang diing Calcitriol.

Thong tin cho bénh nhan : B&nh nhan c&n phai dugc gigm s&t cla ngudi I6n, tuan thi vé liéu dung, ché dé &n, calcl b8 sung v
tranh sir dung khi khéng dugc déng y clia théy thuée. Nhitng bénh nhan cén hiéu biét vé céc triéu ching qué liéu clia calci.

Canh gidc :

Cén phéi luu y kiém soat néng dd phosphat huyét thanh thich hgp trén nhiing bénh nhan loc than.

Canh gidc d&i véi nhiing thudc khadng acid chia magnesi trén nhiing bénh nhan thdm tach than man tinh, bdi vi Calcitriol c6 thé 1am
tang néng d magnesi huyét trén nhiing bénh nhan nay.

Qua liéu adi vai vitamin D Ia rdt nguy hiém. Cén phai tién hanh liéu phap diu tri, bdi vi qua liéu d8i véi vitamin D lam cho néng do
calci huy&t thanh va chét chuyén héa clia né tang dang ké. Sy tang calci huy&t man tinh c6 thé din d&n sy chuyén héa véi & thanh
mach, nhim calcl than va héa vél & md mém khac. Tich clia calci va phosphat (Ca x P) khéng nén vugt qua 70.

Cac nghién cuu trén.ché va chudt khi ding Calcitriol trong 26 tudn, quan sat thdy tang nhé Calcitriol trén lugng ndi sinh c6 thé gay
bat thudng vé chuyén héa calci va cé kha nang hda voi trén nhiéu mé clia co thé.

Tuong téc thudc :

Tranh dung ché ph&m c6 vitamin D va cdc dén xuét clia né trong Itic dang diéu tri Calcitriol, vi c6 thé tang tac ddng cong hgp va gay
tang calci huyét.

Diing déng thai Calcitriol vdi thiazide c6 thé gay nguy co ting calci huyét.

Calcitriol nén st dung than trong trén nhiing bénh nhan dang dung digitalis, bdi vl ting calci huyét cé thé gay réi loan nhjp tim nhanh
phén Ién trén nhitng bénh nhan.

Tranh ding céc ché phdm khang acid cé chia magnesi trén nhifng bénh nhén loc than man tinh. Khi diing déng thai c6 thé dén dén
tang magnesi huyét.

Nhiing b&nh nhan coi xudng do khang vitamin D, kém theo gidm phosphat huyét nén diing ché phdm chia phosphat trong lic diéu
trj.

Sy t8ng hgp clia cac chat ndi sinh clia Calcitriol s& bj tc ché bdi enzym khi diing déng thdi véi phenytoin hoac Phenobarbital, cdn
phaitang liéu dung ctia Calcitriol khi chl dinh clng véi céc thudc trén.

Cholestyramine lam gidm sy hép thu cla céc vitamin tan trong ddu d& dugc ghi nhan; va vl thé, né cling c6 thé 1am gidm sy hdp thu
ciia Calcitriol

Téc ddng cla thubc khi ldi xe va van hanh mdy méc :
Thudc géy tac dung dau ddu kiét siic, buén ngdl nén diing than trong déi véi ngudi l4i xe va van hanh may méc
Phuy nii c6 thai va chocon bu :

M&c du c6 bling ching ching minh réing 25-hydroxy vitamin D dugc truyén tir me sang thai nhi véi lugng tuong dGi nhgf Cho du
mang thai hay khéng, phy nii-cling khéng cén b8 sung Calcitriol néu tiép xuc véi &nh néng mét tréi. Tuy nhién, c6 thé dfing 10 mg
(400 don vi) vitamin hang ngay trudc khi sinh

Trong thdi ky cho con bi, mét lugng nhé Cale
Sii dung qua liéu : Chua c6 bao cdo
Béo quén : Noi khd, nhiét dé dudi 30°C, tranh A
Thudc san xudt theo TCCS
Han diing : 36 thang ké tif ngay sdn xuét

/ / “Thuéc nay chi diing theo don clia thdy thuo'c UBNG
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NEU CAN THEM THONG TIN, XI'ﬂ 1Y KIEN BAC Si

CTY CP DUQC PHAM PHUONG DONG
Téng Gidm Béc

CONG TY ¢ PHAN DUGC PHAM PHUONG PONG
1°[) L67, duong 2, KCN T4n Tao, P. T2n T30 A, Q. Binh Tan, TP. HCM
DT : (08).3.7.540.724, (08).3.7.540.725: FAX : (08).3.7.505.807
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