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an sir dung thuoc

CARSEN

1. THANH PHAN CONG THUC THUOC

MG4i g6i chira:

Thanh phin hoat chit: Calcium (dudi dang tricalcium phosphate 3,1 g) 1,2 g; Vitamin D3
(Dry Vitamin D3 100 SD/S Ph* 8,0 mg) 800 IU

Thanh phan td dwec: Mannitol, Citric acid monohydrate, Lactose monohydrate, Aspartame,
Huong cam bdt, Colloidal silicon dioxide.

*Thanh phdn ciia Dry Vitamin D3 100 SD/S Ph bao gom: Cholecalciferol, Sodium
ascorbate, All-rac-a-tocopherol, Modified starch, Sucrose, Medium chain triglycerides,
Silicon dioxide colloidal

2. DANG BAO CHE

Thudc c¢ém pha hdn dich uéng

Ma ti dang bao ché: Com thuéc mau tring dén tring nga

3. CHI PINH

Thube duoc chi dinh sit dung cho ngudi 16m va ngudi cao tudi

Diéu tri va phong ngira thiéu vitamin D va calci.

Hb tro diéu tri lodng xwong & bénh nhén bi thiéu hut vitamin D va calci hodc c6 nguy co cao
méc bénh loang xuong.

4. CACH DUNG, LIEU DUNG

Cach dung: Dung dudng ubng. Pé cdm thudc trong géi vao cde nude khong co ga. Khudy
déu va ubng ngay sau khi pha. Nén dung ngay sau bita &n 16i.

Liéu dung: 1 g6i/lan/ngay

DPoi twong dic bidt

Tré em: Thong tin vé tinh an toan cta thude trén tré em chua dugce thiét lap. Do do, khéng
nén st dung cho tré em.

Bénh nhin suy gan: Khong cin hiéu chinh lidu.

Bénh nhén suy thin: Khong nén st dung cho bénh nhan suy than nang.

Bénh nhén cao tudi: Khong cAn hiéu chinh liéu

5. CHONG CHI PINH

Thube chéng chi dinh cho céc truong hop sau:

—  Qué man vai bat ky thanh phan nao ctia thudc.
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Than trong khi str dung thude cho nhing bénh nhén suy thin hodc khi ¢6 biéu hién hinh thanh
sOi tiét niéu rd rang.

Nhitng bénh nhédn nay phai duge theo doi calci mau va calci niéu phai diy du dé ngan ngira

sur khoi phat cua tang calci mau. Néu ndng dé calci nidu vuot qua 7,5 mmol/24 git (300
mg/24 gi0), nén tam ding diéu tri.

Cén diic biét than trong khi diéu trj bénh nhan méc bénh tim mach. Téc dung cua glycosid tim
c6 thé duge tﬁng cu(mg khi udng calci két hop véi Vitamin D. Cén 6 su giam sat y t€ nghiém
ngat va néu cin, can theo doi dién tdm d6 va calci mau.

T4t ca cac hop cht Vitamin D khac va cac dan xuét cua chung, bao gdm cé thuc phidm c6 thé
bd sung Vitamin D, nén duge ngimg st dung chung trong qua trinh diéu tri.

Nén than trong khi ké don thube cho bénh nhan mic bénh sarcoidosis vi ¢ thé lam ting
chuyén héa Vitamin D thanh dang hoat dong. Nhiing bénh nhan nay can dugc theo doi calci
huyét thanh va nude tiéu.

Ta dwee
Thudc ¢é chira lactose. Bénh nhan bi roi loan di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose-galactose khong nén dung
thude nay.

Thude ndy ¢6 chura 8 mg aaparldmc trong mdi don vi phan liéu, twong duong voi 1,6 mg/g
thude com. quarldmc 12 ngudn dinh dudng giau phenylalanine. Chét nay c6 thé c6 hai néu
bénh nhin méc chimg phenylceton ni¢u, mot réi loan di truyén hiém gdp gdy tich Iy
phenylalanine do co thé khong thé dao thai né nhu binh thuong.

Thude ¢d chira sucrose. Bénh nhan bi rdi loan di truyén hiém gip nhu khong dung nap
fructose, kém hip thu glucose-galactose hodc thiéu hut enzym sucrase-isomaltase khong nén
dung thude nay.

Thube nay co chira dudi 1 mmol (23 mg) natri trong mdi g6i, vé co ban duge xem nhu ‘*khong
chira natri’.

7. SUDUNG THUOC CHO PHU N U’ CO THAI VA CHO CON BU
Khi mang thai va cho con by, lugng tiéu thu hang ngay khéng duogce vugt qua 600 TU vitamin
D3. Do do, thude khong duge chi dinh cho phy nir ¢6 thai va cho con bu.

Phu nir 6 thai
Khong co hodc ¢6 rét it dir liéu v& viée dung thude cho phu nir ¢6 thai.
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9 TUONG TAC, TU 'ONG KY CUA THUOC

9.1. Twong tic cua thube

Sy hép thu cta tetracyclin ding qua dudng ubng c6 thé bi giam khi ding dbng thoi voi
calci. Hai loai thudc nay nén duge dung céch nhau it nhit 3 gio.

Mbt s6 thude loi tiéu (furosemide, acid ethacrynic), thude khang acid co chira mudi
nhdém va hormone tuyén gidp co thé we ché hip thu calci va tang dao thai qua than va
phén. Thudc loi tidu thiazide c6 thé 1am giam bai tiét calci qua nudc tiéu va c6 thé gy
tang calci mau, mot s loai khang sinh nhu penicillin, neomycin va chloramphenicol
¢6 thé lam ting kha nang hp thu ciia chung. Nén theo ddi ndng do calci huyét thanh
trong qué trinh diéu tri kéo dai.

Colestyramine, corticosteroid va dau khoang can trd va lam giam su hép thu vitamin
D

Phenytoin va cac barbituate lam bét hoat vitamin D.

Su phdi hop gita calei va digitalis tim ¢6 thé gay rdi loan nghiém trong chirc nang tim.
Nén st dung bisphosphonate hodc natri florua cach 161 thiéu 2 gior trude khi st dung
thudc do nguy co giam hép thu bisphosphonate hogc natri florua & duong ticu hod.
C6 thé tuong tac voi thuc phdm (vi dy c6 chira photphat, oxalic hodc acid phytinic)

lam giam sy hip thu calci.

9.2. Twong Ky, cua thude
Do khéng cé cac nghién ciu vé tinh twong ky cua thude, khong tron 1an thube nay vdi cac

thude khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC
Vi cac tac dung khong mong mudn sau day duoc béo céo sau khi thude lwu hanh nén tan

sudt cua cac tac dung khéng mong mudn nay 1a khong duge xac dinh (khong thé wace tinh tu

dit liéu ¢6 san).
Réi loan hé théng mién dich: Phan (mg phan vé, viém da di (tng

Réi loan chuyén héa va dinh dudng: Ting calci mau, ting calei hiéu

Réi loan tiéu hoa: Budn non, tdo bon, tiéu chiy, dau ving thuong vi

Rdi loan da va md duoi da: May day
Luu y: Théng bdo ngay cho bic si hogdc dugc st nhitng phan teng ¢6 hgi gap phai khi si

dung thuéc

3/5



https://trungtamthuoc.com/

30 cac tac dung khéng mong mudn

10 cac tac dung khong mong mudn sau khi thude duge phé duyét 1a rat quan

ay cho phep tiép tuc theo ddi danh gid loi ich/rii ro cua thude. Cac chuyén gia
khoe duge yéu cdu bao céo bat ky tac dung khdng mong mudn nao t6i:

l & ADR Quéc gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi.

11.QUA LIEU VA XU TRi

Triéu chirng qua licu

Qua liu c6 thé din dén tinh trang thira vitamin D va ting calci huyLl Céc triéu chimg cua
tang calci méau co thé bao gbm chan an, khat nudc, budn nén, non, tao bon, dau bung, yéu co,
mét moi, réi loan tAm than, bai liét, da niéu, dau xwong, nhiém calci than, sdi thdn va trong
truong hop nang la r6i loan nhip tim. Tang calci mau qua muc co thé dan dén hon mé va tr
vong.
\‘ong d6 calci cao lién tuc ¢6 thé din dén ton thuong than khéng hdi phuc va voi hoa mo
mém.
Xir tri
Didu trj tang calci huyét: phai ngimg diéu tri bang calci va vitamin D.
Ngimg diéu tri bang thude loi tiéu thiazide, lithium, vitamin A va glycoside tim. Tinh trang
thiéu dich co thé can duoc can bang va cac bién phap cép ciru phai do bac si quyét dinh.
Bu nudc tiy theo mirc d§ nghiém trong, diéu tri don ddc hodc két ho’p bing thude loi tiéu
quai, bisphosphonates, calcitonin va corticosteroid. Phai theo doi ndng do dién giai trong
huyét thanh, chire nang than va loi tiéu. Trong trudng hop ndng, nén theo ddi ECG (dién tdm
dd) va CVP (ap luc tinh mach trung tam).
Ngudng ngd doc vitamin D 12 tir 48.000 dén 180.000 1U/ngay trong 1-2 thang ¢ nhitng ngudi
c6 chirc nang tuyén cén giap binh thuong néu lugng calci vuot qud 2.000 mg mdi ngay. Triéu
chimg ng¢ doc vitamin D la do tang calei huyét va can dugc diéu tri nhu chi dinh o trén.
12.QUY CACH DPONG GOI

Hop 20 goi x 5 gam, g6i nhom ghép gidy

Hop 30 gdi x 5 gam, goi nhom ghep gidy
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220137 !; KIEN BAO QUAN, IIAN DUNG, TIEU CHUAN CHAT LUQNG CUA

cd H’dfk‘zk kidn Bao quan trude va sau khi pha: Noi kho réo, nhiét d6 dudi 30°C, tranh anh sang.

\ DL{;& {?H ﬂi? n824 thang k& tir ngdy sén xuét
\\ Han dung sau kh; pfm [)ung ngay sau khi pha

14. TEN, PIA CHI cilA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Puong N1 - Khu cong nghiép Yén My IL, Thi trdn Yén M¥, Huyén Yén My, Tinh
Hung Yén, Viét Nam.
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