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Vitamin D 5
Cholecalciferol 1500 1U/1 ml

CENTRAL PHARMACEUTICALJS

Rx Prescription Drug

D3;CARE

Vitamin D,
Cholecalciferol 1500 1U/1 ml

Aqueous solution for oral
administration

Box of 1 Bottle 10 ml

£
FORIPHARM

Thanh phan:
Vitamin D3

15.000 U

-10ml

Chi dinh, liéu Iugng, cach diing
chdng chi dinh va cac théng tin
khac: Xem to huong dan st du
Bao quan: Noi khé maét, nhiét
do khong qua 30°C

TIEU CHUAN: TCCS/66-14-031-Z3

DEXATAMTAY TRE EM

DOCKYHUOGNG DAN'S

SPK: 893110348923
S6 L6 SX:
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Vitamin D,
Cholecalciferol 1500 [U/1 ml
Dung dich udng

7T Nha may SX:S02
Thé tich thuc: 10 ml d -
1C tiehite o Nam San - An Duong- Hai Phos
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COMPOSITION:
Vitamin D. (Cholecalci

1500010
Excipients g.s... ..10ml
INDICATIONS, CONTRAINDICATIONS,
DOSE AND ADMINISTRATION: See the

Instruction

STORAGE: In a cool and dry place,
Temperature not exceeding 30'C
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Cholecalciferol 1500 1U/1 ml

THANH PHAN:
Vitamin D3 (Cholecalciferol)..15.000 U
Ta dugc vira dd Oml

RxThuéc ké don

D3CARE

Chi dinh, liéu Iugng, cach dis
chéng chidinh va cic thong tin
khac: Xem t& huéng da

Vitamin D; BAO QUAN:
Nai kho maét, nhiét do

Dung dich uéng

KEEP OUT OF REACH OF CHILDREN
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE.

TIEU CHUAN: TCCS/66-14-031-Z3
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GMP-WHO

HUONG DAN SU DUNG THUOC
1.Tén thubc ®* D3 CARE

2. Cac ddu hiéu lvu y va khuyén c4o khi diing thude
- Thude nay chi diing theo don thudc
- Dé xa tam tay tré em
- Doc ky hudng dén sir dung trudc khi dimg
3. Thanh phan cong thirc thudc: Trong 1 ml thanh phim c6 chira
Thanh phén duoc chit:
Vitamin D3 (Cholecalciferol)........c..coceviviiiiniinininnnan. 1500 IU.
Thanh phén t4 duoc:
TR IGICT 1o e woren s s oo o o s 6 0EHRRA S04 S8 65 § 5 vira dd 1 ml
(Macrogolglycerol Ricinoleat, Disodium hydrogen phosphat dodecahydrat,
Puong tring, Acid citric, Tinh ddu héi, Methylparaben, Propylparaben, Propylen glycol,

Nue tinh khiéf)

4. Dang bao ché: Dung dich ubng, chit 16ng khong mau, mui thom dic trung, vi ngot,
pH: 1,05 - 1,11

5. Chi dinh:

- Bb sung cho khau phan an

- Coi xwong hogic nhuyén xuong do dinh dudng

- Coi xuwong phu thudc vitamin D

6. Cach ding, liéu ding:

e Cach dung: Dung theo dudng ubng. (1 ml ché phim twong duong véi 30 giot)

e Liéu dung:

-Bo sung cho khiu plum dn va phong bénh coi xwong:

+ 0 — 1 tudi: 400 IU/ngay (8 giot)

+ 1 — 70 tudi: 600 IU/ngay (12 giot)

+> 70 tudi: 800 IU/ngay (16 giot)

+ Phy nit mang thai va me cho con bu: 600 IU/ngay (12 giot)

- Coi xwong hodc nh uyen xwong do dinh dwong:

+ Du phong: Udng b sung ché d6 an dé du phong thiéu Vitamin D & nguoi 16n va tré
em: 400 [U/ngay (8 giot). Liéu c6 thé tang 1én 800 IU/ngay (16 giot) dbi voi nguoi it phoi
nang hozic ché d6 an thiéu vitamin D.

+ Piéu tri bénh: Tré em va nguoi lon (hép thu binh thudng): 1000 — 5000 [U/ngay (20-
100 giot), trong 6 — 12 tuln.

- Coi xwong phu thujc vitamin D: B6 sung thém calci

+ Tré em < 1 thang tubi: 1 000 IU/ngay (20 giot), trong 2 -3 thang.

Khi thiy trén X-quang xuong da lanh, liéu phai giam xubng 400 IU/ngay (8 giot)

+ Tré em 1 - 12 thang tubi: 1 000 —5 000 IU/ngady (20 giot — 100 giot).

Khi thiy trén X-quang Xuong da 1anh, lidu phai giam xuong 400 IU/ngay (8 giot).

+ Tré > 12 thang tudi: 5 000 — 10 000 [U/ngay (3,3 ml - 6,7 ml).

Khi thay trén X-quang xuong da 1anh, lidu phai glam xubng 400 IU/ngay (8 giot).

e Can lam gi khi mét lan quén khong dung thude:

+ Khong nén dung mot lidu gép doi dé bu cho lidu da quén.

+ Khi mot lan quén khong dung thudc thi nén dung lidu d6 ngay khi ban nh¢ ra. Tuy
nhién, néu gin v6i thoi diém udng lidu ké tiép thi ban nén bd qua lidu da quén va tiép tuc
dung theo liéu trinh binh thuong.

7. Chéng chi dinh
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- Tién sir m4n cam vé6i Vitamin D.

- Tang calci mau do bat ¢t nguyén nhan nio.
- Séi than kém tang calci niéu.

- Cudng céan giép tién phat.

8. Canh bzo va théin trong khi diing thudc

- Phai hét strc than trong khi dung vitamin D cho ngudi suy thén hogc séi than, bénh tim,
ho#ic xo vita dong mach vi néu nhitng ngudi ndy c6 ting calci huyét, nguy co bénh s&
ning 1én.

- Phai thén trong khi dung vitamin D cho ngudi dang dung glycoside trg tim vi ting calci
huyét gay loan nhip tim & cac ngudi bénh nay.

- Phai giam sat néng do phosphat trong huyet tuong trong khi diéu trj vitamin D dé gidm
nguy co calci hoa lac chd. Phai gidm sat déu din ndng d6 calci huyét diic biét ban diu
va khi ¢6 triéu chitng nghi nhiém doc.

9, Sir dung thudc cho phu nir cé thai va cho con bi

9.1 Sir dung thudc cho phu nit c6 thai:

Tang calci huyét trong thoi ky mang thai ¢6 thé gay di dang (hep van dong mach chu,
bénh vdng mac va cham phat trién tinh than va thé luc) va suy cén giap cho thai nhi. Tuy

nhién, nguy co dbi voi ba me va thai nhi do khéng duoc diéu tri suy cdn giap hoic glam —
phosphat huyét c6 thé con 16n hon nguy co do ding cac thubc twong ty vitamin D. Khiu 005
phan dinh dudng khuyén céo ddi véi vitamin D 12 600 IU/ngay. -ON¢
9.2 Sir dung thudc cho phu nit cho con bi: &Pt
Vitamin D tiét vao sita va ndng do vitamin D trong sita twong quan vé6i luong vitamin D oCH
trong huyét thanh cuda tré bi me hoan toan. Vi vay, 1'<h6ng nén dung vitamin D yéi lidu ;JR?bg
16n hon li€u RDA 600 IU, cho ngudi cho con bi. Néu ba me dung vitamin D li€u duogc Py
1y, phai gidm st chit ché tang calci huyét va cac du hiéu nhidm doc vitamin D & tré ba Sk
me.

10. Anh huéng ciia thudc 1én kha niing vin hanh miy méc, 14i thu xe, ngudi lam viée
trén cao va cac trwong hgp khac: Khong anh huéng

11. Twong tac, twong ky ciia thude

Twong tic thude

-Khéng nén diéu tri déng thoi Vitamin D véi cholestyramin hodc colestipol hydroclorid,
vi c6 thé din dén giam hép thu vitamin D & ruot.

- Sir dung dau khoang qua muc co thé can tré hdp thu vitamin D & rudt. Diéu tri dong
thoi vitamin D véi thude 1¢i niéu thiazid cho nhimg nguoi suy cén giap c6 thé dan dén
ting calci huyét. Trong truong hop d6 cin phai giam lidu vitamin D hodc ngimg ding

vitamin D tam thoi.
- Khong nén dung dbng thoi vitamin D véi phenobarbital va/ hoic phenytoin (va c6 the

v6i nhitng thubc khac gdy cam tmg enzym gan) vi nhitng thudc nay c6 thé 1am giam ndng
d6 25-hydroxyergocalciferol va 25-hydroxycolecalciferol trong huyét tuong va ting
chuyén héa vitamin D thanh nhitng chit khong c6 hoat tinh.

- Khéng nén ding ddng thoi vitamin D véi corticosteroid vi corticosteroid can trd tac
dung cua vitamin D.

- Khong nén dung dong thoi vitamin D véi cc glycosid trg tim vi ddc tinh cuia glycoside
trg tim tdng do tang calci huyét, d3n dén loan nhip tim.

Twong ky thudc

Do khéng c6 cac nghién ctru vé tinh twong ky cua thudc, khong tron 13n thube ndy véi
cac thude khac.

12. Tac dung khéng mong mudn ciia thudc
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Dung vitamin qué lidu khi diéu tri lidu cao hodc kéo dai hodc khi ting nhay cam véi cac
thubc twong tu vitamin D va s& din dén nhitng biéu hién 14m sang cua téng calci mdu,
Calicitriol da dung trong 15 ndm v6i moi chi dinh, ty 1¢ ADR rAt hiém (<0,001%)).

Nguy co téng calci huyét va ting phospho huyét:

Triéu chimg cép: Chan an, nhuc dau, buon ndn, ndn, dau bung, tdo bon.

Triéu chimg man: Calci héa cic m6 mém, loan dudng calci héa, rdi loan thin kinh cam
giac.

Thong bdo ngay cho Bdc st hodc Dugc st nhitng tdc dung khéng mong mudn gdp phdi khi
sir dung thuéc.

Huéng din xik tri khi gdp tdc dung khong mong muon

- Nén tranh diéu tri qu4 tich cuc giam calci huyét, vi chuyen thanh calci huyét con nguy
hiém hon. Thuong xuyén x4c dinh nong d¢ calci huyét thanh, nén duy tri & mc 9 — 10
mg/decilit (4,5 — 5 mEq/lit). Nong d¢ calci huyét thanh thuong khong dugce vuot qua 11
mg/decilit.

- Trong khi diéu tri bang vitamin D, cin dinh ky do ndéng do calci phosphat, magnesi
huyét thanh, nito uré mau. Phosphatase kiém méu, calci va phosphat trong nuéc tiéu 24
gio.

- Giam ndng d6 phophatase kidm thuong xuét hién trude ting calci huyét & ngudi nhuyén
xuong hodc loan dudng xwong do thén.

- Nén cho uéng nhiéu nuéc hodc truyén dich dé 1am ting thé tich nwéc tiéu, nhim tranh
tao séi than ¢ nguoi ting calci niéu.

13. Qua lidu va xi tri:

Triéu chirng:

- TriGu chimg sém téng calci huyét gom c6: Yéu co, mét moi, ngi ga, dau dau, chén &n,
khd mdm, ¢6 vi kim loai, budn ndn, ndn, dau bung, tdo bén, chéng mit, 1 tai, mat phdi
hgp dong tac, phét ban, gidm trwong lyc co, dau co, xwong.

- Triéu chirng mudn do hiu | qua cua tang calci huyét: V6i hoa thén, soi than, tén thuong
than (d4i nhidu, d4i dém, ubng nhidu, nude tidu giam co dic).

Xir tri:

- Phai thuong xuyén dinh lrgng ndng do calci huyét va phai duy tri huyét & mirc 9 - 10
mg/dl (4,5 — 5 mEq/1), khong dugc vugt qua 11 mg/dl. Phai cho ubng nhiéu nuéc dé tdng
luong nuée tiéu, ngin tao thanh séi than & ngudi c6 tang calci ni¢u.

- Phai ngimg ngay thudc va calci b6 sung, duy tri ché do in ngheo calci, cho ubng hoic
truyén dich tinh mach. Néu cin, dung corticosteroid hogdc thudce loi tiéu thai calci nhu
furosemid va ethacrynic acid dé 1am giam ndng d6 calci huyét thanh. C6 thé thdm phéan
mau hodc mang byung.

- Néu méi udng, cho rira da day hozc gy non. Néu thubc da qua da day, cho ubng dau
khoang dé thuc day dao thai qua phan. Sau khi calci huyét tro lai binh thudng, c6 thé didu
tri lai néu cn voi lidu thap hon.

14. Théng tin vé dwoc 1y, 1am sang

14.1. Dic tinh dwgre lwe hoc

Nhoém dwgre ly: Vitamin

Ma ATC: A11CCO05

- Vitamin D3 13 chit chéng coi xuong manh. Chét quan trong nhit ciia vitamin D 1a dleu
khién chuyén hoa calci va phosphat cén thiét cho su tién trién, tao khoéng va phat trién
cua bd xuong.

- Vitain D3 1a dang tu nhién ctia vitamin D c6 trong dong vat va nguoi. So voi vitamin
D2 thi vitamin D3 ¢6 dgc tinh vu vi¢t hon do hoat tinh tac dung hon 25%.

- Vitamin D3 cin thiét cho duy tri hoat déng ctia tuyén can giap, c6 tac dung Ién rudt ,



https://trungtamthuoc.com/

than va hé xwong cdt. N6 ¢ vai trd quan trong trong viéc hép thu calci va phosphat tir
rudt, trong qué trinh calci héa xuong va truyén tai mubi khoang. N6 ciing didu chinh viéc
d3o thai calci va phosphat & than. Nong d¢ ion calci tic dung 18n nhiéu qua trinh sinh héa
dé duy tri truong luc co, su din truyén than kinh va sy dong méu. Vitamin D tham gia
vao hoat déng chirc niing ctia hé mién dich dé san sinh lympho dong.
- Thleu Vitamin D va sy khong hap thu dugc né, thiéu calci va tim ning & thoi ky phat
trién 13 nguyén nhan dén bénh coi xwong ciia tré em, nhuyén xuong & nguodi 16n, con &
nguoi mang thai 1a bénh co clng, coi xuong cho tré so sinh.
- Phu nit & tudi tién méan kinh thuong bi lodng xwong do thay dbi hormon ciing cin ting
lidu hang ngay ding Vitamin D.
14.2. Dac tinh dwgec dong hoc
Hiip thu: Vitamin D hap thu t5t qua duong tiéu hoéa. Xap xi 80% lugng Vitamin D dung
theo dudng ubng dugc hip thu theo co ché niay. Nong do binh thuong cia 25-
hydroxyvitamin D(Cac chit chuyén hoéa ciia ergocalciferol va colecalciferol ¢ gan) trong
huyet tuong dao dong tir 8-80 nanogam/ml. Ndng do duoi 11 nanogam/ml dugc coi la
thiéu hut Vitamin D & tré so sinh, tré bl me va tré em it tudi.
Sau khi udng calcifediol, ndng d6 dinh ciia n6 trong huyét thanh dat dugc trong vong 4
gio.
Phin bé:
Sau khi hdp thu, ergocalciferol va colecalciferol vao mau thong qua vi thé dudng chip
ciia bach mach va sau d6 két hd chu yéu v6i mot alpha-globin didc hi€u(protein gén
Vitamin D).
Chuyén héa: Cic chét chuyén hoa(hydroxy hoa)ciia ergocalciferol va colecalciferol ciing
tudn hoan trong mau két hop véi cing alpha-globulin. 25-hydroxylergocalciferol va 25-
hydroxylcolecalciferol c6 thé duoc phan bd vao sita sau khi ding liéu cao ergocalciferol.
Thdi trie: & gan, ergocaiciferol va colecalciferol dugc hydroxyl héa & ty lap thé thanh 25-
hydroxyergocalciferol va 25-hydroxycolecalciferol twong tng. Cac hop chit nay lai
hydroxyl héa & than nhd enzym vitamin D 1-hydroxylase dé tao thanh cac chét chuyén
héa c6 hoat tinh 1,25 -dihydroxyergocalciferol va 1,25-dihyroxycolecalciferol tuong Gng.
Nira doi cia cac chit chuyén hoéa 25-hydroxy trong mau khoang tir 10 ngay dén 3 tuén
va ntra doi cla cac chit chuyén hoa 1,25 — hydroxy khoang 4-6 gio. Tiép tuc chuyén hoa
thém & than d& tao thanh cac din chit 1,24,25- trihydroxy.
Céc hop chét Vitamin D va cac chit chuyen héa chi yéu dao thai qua mat va phén, chi
mdt luong nh6 qua nude tiéu. Mot it qua tudn hoan rudt gan nhung vai trd khong dang ké
vao co ché duy tri Vitamin D.
15. Quy cach déng géi
- Hop 1 chai 10 ml
16. Piéu kién bio quan, han ding, tiéu chuin chit lrong ciia thudc
e Diéu kién bdo qudn: Bio quan noi khé mat, nhiét o khong qua 30°C.
e Han ding ciia thuic: 36 thang ké tir ngdy san xuét.
e Tiéu chuin: TCCS/66-14-031-Z3
17.Tén, dia chi ciia co’ sé san xuit thube

CONG TY CO PHAN DUQC PHAM TRUNG UONG 3

Tru s&: 16 Lé Dai Hanh — Minh Khai — Héng Bang — Hai Phong
Nha mdy: $6 28 — dudng 351 — Quynh Hoang — Nam Son — An Duong — Hai Phong




