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MAU HOP

ERGOMIN’

Cholecalciferol
(Vitamin D3)

200.000 1U/20 mi

Fa

DOPHARMA ‘

SPK: Ig( Prescription only
Tiéu chudn: TCCS. _

ERGOMIN’ ERGOMIN"

NSX:

Cholecalciferol Cholecalciferol
8616 SX:

(Vitamin D3) (Vitamin D3) {
HD: |
200.000 1U/20 ml 200.000 1U/20 ml 9

Thanh phin:

Mbilg 20 mi chira:
Cholecalciferol (Vitamin D3) 0,025%
(kItt) (tromg duromg vai 200.000 1U/20mi)
[ TTE T T

Chi dinh, chéng chi dinh, liéu Ivgng,
cach diing, vacacthéng tin khac:
Xem trong t& hudmg dan sir dung thudc
kémtheo.

Baoquan:
Noi khé, nhiét 88 dudi 30°C, tranh 4nh
séng.

Dé xatdm tay cliatré em
BDoc ki hwémg dan sir dyung treéc
khidiing f f
Dung dich udng dang giot Oral drops
Dossinnit . Coshsinud
CONGTY CO PHIN DUGE PHAM TRUNG UONG 2 0OG Ty 0 Pk DU P TRUNG UONG 2
1877, i cig g Quang Mish, i Quzng M, 427, i cing gy Chg Vi 3 Qung e Vol.: 20ml
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HUONG DAN SU DUNG THUOC
1.Tén thubc:

Rx Thubc nay chi ding theo don thude

ERGOMIN®

2. Céc diu hiéu lwu ¥ va khuyén cdo khi ding thudc:

Pé xa tim tay tré em.

Poc ki huéng dan sir dung trudce khi dung.

3. Thanh phén cong thire thude:

M&i lo 20 ml chira:

Thanh phan hoat chat: Cholecalciferol 0,025% (kl/tt) (twong dwong véi 200.000 1U/20 ml)

Thanh phan té dwge: Dau oliu vira da 20 ml

1 ml dung dich chira:

Thanh phdn hoat chat: Cholecalciferol 0,025% (kl/tt) (twong duong v6i 10.000 IU/1 ml)
. Thanh phan td dwee: Dau oliu vira da 1 ml

Mot giot dung dich chira 300 IU Cholecalciferol.

4. Dang bao ché:

Dung dich udng. Chét long sanh, khong mau hay vang nhat, mui dic trung; dong trong lo 20 ml

¢6 gén dau nho giot.

5. Chi dinh:

Phong va/hodc didu tri thiéu hut vitamin D.
6. Cach dung, liéu dung:

Cdch diang:

Dung dudng udng. Thube c6 thé duge udng truc tiép hay tron véi thirc dn dang 1ong hodc ban 16ng.
Liéu ding:

o Tréem

Phong ngiva thiéu vitamin D:

. Tré sinh non: 2 — 3 giot/ngay trong thdi gian & trong phong chim séc déc bigt danh cho tré so sinh,
tiy thudc vao ham lugng vitamin D trong sita va dinh dudng qua dudng tinh mach, tinh trang b
sung vitamin D trong thai ky va cdn ning luc sinh.

Déi véi tré sinh non trude 32 tudn tudi hodc can ning dudi 1500 g khi duge mdt thang tudi, can
b6 sung lidu lugng vitamin D véi ndng d muc tiéu tir 50 d¢én 120 nmol/L.

Tré em tiv 0 dén 18 tudi: 1 — 2 giot/ngdy cho tré khde manh.

3 — 4 giot/ngaycho tré em tir 2 dén 18 tudi trong trudng hop thiéu hut vitamin D (béo phi, da sim
mau, it tiép xtic véi anh ning mit troi) hodc lugng vitamin D hép thu giam (ché 46 an thudn chay).
Tré em va thanh thiéu nién cé van dé vé tiéu héa: 2 — 6 giot/ngay.

Tré em va thanh thiéu nién dang ding thuoc chéng co gidt: 5 — 6 giot/ngdy.

D Phy nit co that hodc dang cho con bu
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Piéu tri thiéu vitamin D: lidu khuyén céo c6 thé 1én t6i 7 giot hodic thdm chi 13 giot mdi ngay.

o Nguwoilon va nguwdi cao tudi

Phong ngiva thiéu vitamin D: 2 -3 giot/ngay.

Piéu tri thiéu vitamin D: 7 — 66 giot/ngay cho dén khi ndng do calci va phospho trong huyét thanh
trd lai binh thuong. Can theo di ndng d¢ calci nidu nhim tranh qua lidu. Téng lidu khong duoc
vuot qua 600000 IU/ nam.

7. Chong chi dinh:

- Qua man voi cholecalciferol hodc véi bt ky ta duge nao cua thude.

- Téng calci mau, tang calci niéu hay sdi calci.

- Thira vitamin D

- Vo1 hoa thin

- Bénh ly va/hoic tinh trang d4n dén ting calci mau va/hoic ting calci nidu.

8. Canh bdo va thin trong khi dung thude:

Thin trong

Pé tranh trudng hop qué liéu, can cén nhéc tdng luong vitamin D tir tit ca cac ngudn bd sung, bao
gdm ngudn gée tir thue phim, cic chit bd sung khéac 6 chira vitamin D hodic sir dung sita bd sung
vitamin D, cfing nhu céc loai thudc c¢6 kha ning tuong tac v6i vitamin D (xem phin 4.5).

Trong céc chi dinh ding lidu cao va lap lai, cin theo d&i ndng d calci trong nude tiéu va huyét
thanh va ngimg ding vitamin D néu calci huyét thanh vuot qua 106 mg/l (2,65 mmol/l) hodc néu
calci vuot qua 300 mg/24 gio & nguoi 16n hodc 4-6 mg/kg /ngay & tré em.

Bénh u hat

Khi cin nhic viée ké don thube nay ¢ nhitng bénh nhén mic bénh u hat, can phai danh gia cin
than lgi ich ctia viée diéu trj so vi rai ro déi véi nhitng bénh nhan nay do nguy co ting chuyén
héa vitamin D & dang hoat dong (1,25-dihydroxyvitamin D). Khi chi dinh dung vitamin D 1a hop
Iy & nhitng bénh nhan mic bénh u hat én dinh (bao gdm ca nhiing bénh nhan dang thuyén giam)
ma khong bi suy than va tng calci mau, bénh nhin cén than trong khi sur dung thudc. Can theo
ddi chit ch& nong dé calci trong huyét thanh va nudc tiéu & nhimg bénh nhan nay.

Suy thin

Thube nay dugc str dung than trong ¢ nhitng bénh nhan suy giam chirc néng than va cAn theo doi
tdc dong 1én ndng dd calci va phosphat.

Can luu y dén nguy co voi hda mo mém.

Bénh nhin ding digoxin

Téc dong cua vitamin D dbi voi calci huyét thanh cin dugc theo ddi chit chd hon & nhitng bénh
nhén dang ding digoxin dé phat hién nguy co loan nhip tim.

Bénh nhén diing thubc loi tiéu thiazid

Bénh nhén c6 nguy co ting calci huyét cao hon khi st dung ddng thoi vitamiz

loi tidu thiazid vi chung 1am giam bai tiét calci qua nuéc tiéu.

Déc tinh ciia vitamin D trong bénh thiva vitamin D

2
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Nguy co ngd doc vitamin D téng 1én & nhitng bénh nhén c6 bénh ly va/hodc rdi loan dan dén ting
calci mau va/hodc tang calci niéu va ¢ nhitng bénh nhan ting nhay cam véi vitamin D, cé nguf)n
gbc di truyén, din dén chimg thira vitamin D,

9. Sir dung thudc cho phu nir c6 thai va cho con bu:

Vitamin D ¢6 thé dugc chi dinh cho phu nir ¢6 thai va cho con bt néu cén thiét.

Viée bd sung cho ngudi me khong thé thay thé viée bd sung vitamin D cho tré so sinh.

10. Anh huéng ciia thude 18n kha niing i xe, van hanh may méc:

Vitamin D khong anh huéng hodc anh hudng khong dang ké dén kha ning 14i xe va van hanh may
moc.

11. Twong tac, twong ky, ciia thube:

Tuwong tic thube

Thdn trong khi sir dung

+ Thudc chéng co gidt cam timg enzym (carbamazepin, fosphenytoin, phenobarbital, phenytoin,
primidone hodc barbiturat)

Q Chéat cam tmg enzym lam giam rd rét ndng d6 vitamin D trong huyét twong. o
Péanh gia ndng do vitamin D va bd sung néu cin thiét. NC
+ Glucocorticoid ,;g :
Glucocorticoid 1am gidm tac dung cta vitamin D do ting chuyén héa. Panh gia ndng d6 vitamin Gl
D va bd sung vitamin-calci néu can thiét. =

+ Nhua Chelating =
Dung nhua chelating ¢6 thé lam giam su hép thu & rudt va c6 kha nang lam giam hiéu qua ctia cac
loai thuéc khac duge ding ddng thai. Nhin chung, nén uéng nhua chelating cich xa véi céc loai
thubc khéc, gitr khoang cach hon 2 gid néu c6 thé.
+ Rifampicin
Néng d6 vitamin D trong huyét tuong giam rd rét hon so v6i khi khong diéu tri bang rifampicin.
Kiém tra ndng do vitamin D huyét tvong va b sung néu cin thiét.
. Can luu y
+ Orlistat
Giam hép thu vitamin D.
+ Thubc nhudn trang
V6i thude nhuén trang, dic biét d6i v6i cac xét nghiém ndi soi: nguy co gidm hiéu qua cua thudc
diing ciing véi thude nhuén trang. Tranh ding cac loai thudc khdc trong va sau khi udng thudce
nhuén trang it nhét 2 gi0, hoidc dén khi thuc hién xét nghiém.
Twong ky,
Do khéng cé cc nghién ctru vé tinh twong ky ciia thude, khong trdn 1an thube nay véi cac thude
khéac.
12. TAc dung khong mong muén ciia thude:

?ﬁ%l 109,50

Céc tac dung khong mong mubn ctia thude duge liét ké theo phén loai cit
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gdp (> 1/1.000, <1/100), hiém gép (>1/10.000, <1/1.000), rat hiém gip (<1/10.000), tan sut khong
16 (khong thé udc tinh dua trén dir lidu c6 sin).

Phén loai hé co quan Tén suit Tac dung khéng mong mudn
Réi loan hé théng mién dich Khéng rd Phén g qua min
Rbi loan da va mé dudi da Khong rd Ngta, phét ban, ban do, phtt mach
R&i loan chung va tinh trang Khong r6 Phi né, sdi calci
tai chd
Rdi loan chuyén héa va dinh Khong r6 Téang calci mau
dudng
R6i loan thdn va dudng tiét Khong ro Tang calci niéu, séi than, nhiém
niéu calci than

Théng bdo ngay cho bdc sy hodic dwoc st khi gdp cdc tde dung khéng mong mudn nhu trén khi sir
dung thuéc hodc bdo cdo cdc phan ving ¢é hai ciia thuée vé Trung tém T, héng tin thude va Theo
dbi phan tng c6 hai ciia thuée (ADR) Quéc Gia.

13. Qua liéu va xi tri:

Qué liéu vitamin D cip tinh hodc man tinh ¢6 thé dén dén ngd ddc vitamin D. Ngd doc vitamin D
c6 thé gdy ra lugng calci trong mau cao bit thuong, cudi ciing c6 thé gy ton thuong nghiém trong
cdc md mém va than.

Nguy co qué lidu dic biét cao néu bénh nhan nhén dang ding nhiéu ngudn bd sung vitamin D va
téng luong vitamin D bd sung khéng phit hop véi nhu céu ctia bénh nhan; ciing nhu & nhitng bénh
nhén ting nhay cam véi vitamin D, d4n dén tinh trang ngd doc vitamin D (xem phén 4.4).

DAu hiéu 1am sang:

Péy 14 nhing triéu chimg lién quan dén ting calci mau:

- Nhirc dau, suy nhugce, chan an, sut can, chdm phat trién,

- Trang thdi 1a 14n,

- Pau xuong,

- Yéu co,

- Budn ndn, nén mira,

- Tdo bon, dau bung,

- Pa niéu, uéng nhiéu nude, mét nude, khat nudc,

- Huyét 4p cao,

- S6i calci, vdi hda md, dac biét 1a than (voi hda than) va mach mau,
- Ndng dé calci cao kéo dai ¢6 thé din dén tdn thuong khdng thé phuc hdi va voi héa cde mé mém,
- Suy than,

- S4i thén,

- R&i loan nhip tim trong trudng hop nghiém trong,

- Tang calci mau qua mirc ¢6 thé dan dén hon mé va tir vong.

DAu hiéu sinh hoc:

; i L T | i ‘ RUGG PHAM,
- Tang calci huyét, ting calci niéu, ting phosphat mau, néng dé hormon tu * qﬁ%r&%hﬂ}& &a

nong d¢ 25-hydroxyvitamin D cao.
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Xir tri:

Ngung dung vitamin D, gidm luong calci hip thu, ting bai niéu, udng nhidu nude.

Trong trudng hop ting calci mau ning, mat nude, nén can nhic diéu tri don doc hoic két hop bing

thudc loi tiéu quai, bisphosphonat, calcitonin va glucocorticoid. Can theo dai dién gii trong huyét

thanh, chtrc nang than va lugng nude tidu.

14. Pic tinh dwge luc hoe:

Nhom dwoe ly: Vitamin D.

Ma ATC: A11CCO05.

Vai trd chinh cta vitamin D 14 ting kha ning hip thu calci, phospho & rudt va thic ddy qué trinh

khoang hoa & xuong.

15. Pic tinh dwgec dong hoc:

Vitamin D dugc hip thu thu dong qua rudt non, tir d6 vao hé tuin hoan theo dudng mach bach

huyét, lién két véi chylomicrons.

Sau khi hép thu, thuéc lién két v6i mot protein van chuyén dic hidu va duoc vén chuyén tdi gan,
. t6i ddy thude duge chuyén héa thanh 25 - hydroxyvitamin D. Chét chuyén héa niy gén véi protein

van chuyén dac hiéu va duoc véin chuyén td1 than, tai d6 no chuyén thanh dang c6 hoat tinh 1a 1,25

- dihydroxyvitamin D. \

Céac co quan dy trit chi yéu cua vitamin D 1a mé md, co va ca trong méu. 25 - hydroxyvitamin D

va protein gén két ctia n6 1a dang du trit vitamin D chu yéu. Thoi gian bén thai ctia thudc tir 15 dén ¢ /:
40 ngay.
Vitamin D va céc chit chuyén héa cia né dugc dao thai chii yéu qua phan duéi dang khong déi ‘
hoic dang hoa tan trong nuée (acid calcitroic ddn xuét lién hop acid glucuronic).
16. Quy céch dong goi:
Hop 1 1o 20 ml, lo thuy tinh.
17. Pidu kién bio quén, han ding, tiéu chuin chét lugng ciia thude:
Diéu kién bdo qudn: Noi khd, nhiét dd dudi 30°C, tranh 4nh sang.
. Han dimg: 36 thang ké tir ngay san xuat.
Khéng dung qué thoi han ghi trén bao bi.
Han ding sau khi m¢ nép 14n diu: 4 tuan.
Tiéu chudn chét leong cia thuée: TCCS
18. Tén, dia chi ctia co sé sidn xuéit thude:
Cong ty C6 phin Dugc phidm Trung wong 2.
L6 27, Khu cong nghiép Quang Minh, thj trdn Quang Minh, huyén M& Linh, thanh phd Ha Noi.

7/ CONG TY
CcO PHAN
DUGC PHAM
TRUNG UONG 2/
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