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Rx Thubc nay chi ding theo don thuéc

VITASUN

“Dé xa tam tay tré em

DUGC PHAM Poc kjj huéng ddn st dung trudc khi dimg
E DISUN /¢
e M 5/ Théng bdo ngay cho bdc st hodc duoc sT nhiing tdc dung

khéng mong mudn gdp phdi khi sir dung thuéc”

TEN THUOC: VITASUN
THANH PHAN CONG THU'C THUOC:

MJbi 6ng 10 ml chira :

Thanh pkcfn hoat chét:
Sét nguyén tb (duéi dang phirc hop sét (IIT) hydroxid polymaltose) ............. 50 mg
BT BB .. . vevvmn s cvennin s smmsmnens's s sommmimmpmsnn o nas daammamans ne s s snice o' s gsoonn 500 mcg

Thanh phan tG duec: Sucrose, methylparaben, propylparaben, acid citric khan, hwong tutti fruity,
nuée tinh khiét vira dt 10 ml.

M&éi 6ng 5 ml chira :

Thénh phdn hoat chét:
Sét nguyén t6 (dudi dang phire hop sét (IIT) hydroxid polymaltose) ............ 25 mg
AR HIIIEE - -cmanc o o 51050 5 s emomnn 6 0  memcommemci o o 3 sommemoommcli .5 SATRSRI 250 meg

Thanh phdn td dwpc: Sucrose, methylparaben, propylparaben, acid citric khan, hwong tutti fruity,
nuée tinh khiét vira di 5 ml.

DANG BAO CHE:

- Dung dich uong

- M6 ta dang bao ché: Dung dich mau doé thdm, trong, khong ¢ tiéu phan la

CHI DINH:

Pidu tri va phong ngira bénh thidu mau do thiéu sit, acid folic trong céc trudng hop:

- Phu nit mang thai, cho con bu

- Tré em trong giai doan phat trién

- Bénh nhén bi mat méu.

- Réi loan hip thu sét.

CACH DUNG - LIEU DUNG:

Céch dung: Dung dudng udng o

Liéu ding; Liéu dung va thoi gian diéu tri phy thudc vao mirc d¢ thicu sat.

Quy cdch ong 10 mi:

Lidu ding hang ngay c6 thé dugc chia thanh cac lidu nhé hodic ding mdt 14n. Nén uéng VITASUN
trong ho#ic ngay sau khi #n. Liéu dung cu thé nhu sau:

Ngudi 16n va tré em trén 12 tudi: 1 dng/lan x 2 1in/ngay.

Tré em tir2 dén 11 tudi: 1 6ng/lan/ngay.

Quy cdch dng 5 ml:

Liéu dung hang ngay c6 thé dugc chia thanh cac lidu nho hodc ding mot 14n. Nén uéng VITASUN
trong hoic ngay sau khi #n. Lidu dung cu thé nhu sau:
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Nguoi 16n va tré em trén 12 tudi: 2 6ng/lan x 2 1an/ngay.
enr] ;m tu01 2 ongflanfngay

" L?(‘?ﬁﬁh, ) '_,y ¢6 biéu hién thiéu sit & 1€t can diéu tri trong khoang 3-5 thang cho dén khi

\lai binh thuong Sau d6 cén tlep tuc diéu tri trong khoang vai tudn véi lidu chi

J' %4t tiém 4n dé bd sung lugng st dy trit.

ONG CHERINGY

d man voi bat jb thanh phan nao ciia thude.
Thicu au Kho |'h do thiéu sdt (thiéu mau tan huyét, r6i loan tao hdng cdu, giam san tay xuong).
Thira sit.

Bénh 4c tinh phy thudc folat. Khong sir dung don doc trong céc trudng hop thiéu mau nguyén hong
cAu khéng 16 chua dugc chdn doan hodc cac truong hop thiéu vitamin B12 khac vi nguy co phat
trién bénh thoai hoa tiy séng ban cap.

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Vi sét (I1D) hydroxid polymaltose

Dung qué lidu cac thube chira sit co thé gy ngd doc dan den tir vong & tré dudi 6 tudi. Mic do
Vitasun 12 kha an toan vi IPC c¢6 LD50 rdt cao, nhung phai dé thudc ngoai tim tay tré em. Néu 1&
ding qua lidu, goi bac si hodc trung tam chdng doc ngay lap tirc.

Céc thube chira sét, ké ca sét (IIT) hydroxid polymaltose, c6 thé giy phan tmg di img hodc phan vé.
Néu c6 phan tmg di Ung, phai ngimg dung Vitasun ngay va ép dung bién phap cap clru.

Khong nén dung qua lidu chi dinh. Viéc diéu tri thiéu mau phai theo sy huéng dan va theo doi cua
bac si. Doi khi ¢6 kho chiu & dudng tiéu hoa (nhur budn nén), c6 thé 1am giam thiéu bang cach udng
thudc trong bita #n. Cac thubc chia sit c6 thé gay tdo bén hay ti€u chay.

Thén trong khi dung cho ngudi c¢6 co dia di g, suy gan hay suy than.

Théan trong khi dung cho ngudi nghién rugu va ngudi bi bénh duong tiéu héa nhu loét duong tleu
héa, viém rudt két.

Phu nit dang didu tri thubc chéng dong kinh cin tham khao ¥ kién béc si trude khi ding.

Véi acid folic:

Phai rét than trong khi ding acid folic dé diéu trj thiéu mau chua 16 nguyén nhan vi acid folic ¢6 thé
lam gidm cac biéu hién thléu méau do thiéu Vltamm B12 nhung khéng ngin chin dugc céac triéu
chtmg than kinh, din dén t6n thu’crng than kinh rét ngdng.

Scn phém ¢6 chira parabens nén cé thé gdy ra mét sé phan teng di iing véi ngudi cé tién st dj iing
voi td dwge nay.

SU DUNG THUOC CHO  PHU NU CO THAI VA CHO CON BU:

Phu nif ¢6 thai: Céc ché pham b sung sit dugc biét 14 an toan va co lgi cho ca me va tré.

Phu nit cho con bu: Khong biét IPC ¢6 di vao sita me khong. Chi nén ding Vitasun cho phu nit cho
con b khi thuc sy can thiét..

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Khong anh hudng

TUONG TAC, TUONG KY CUA THUOC:

Vai sat (IIT) hydroxid polymaltose
Vi sét trong IPC & dang lién két phirc hop nén céc tuong tac gilta ion sat voi cac thanh phan cta thirc
an (nhu phytin, oxalat, tannin, v.v ...) va cdc thudc ubng cung khéc (tetracyclin, cac thuoc khang
acid) it xdy ra. Nhu cac thubc chita sit khac, IPC ciing ¢6 thé 1am giam hip thu coa mét s§ thudc.
IPC khong dugc ubng trong vong 2 gid sau khi ding céc thube sau: tetracyclin, fluoroquinolon,
cloramphenicol, cimetidin, levodopa levothyroxin, methyldopa hay penicillamin.

Cac thuoc khéang acid gan két co thé tach ra dugc véi IPC trong khoang pH 3 dén 8, khéc véi cic
mudi sit v6 co 13 gin két bén vimg khong tach ra duoc; nhung cac thudc khang acid c6 thé 1am giam



nttps://vnras.com/drug/

hép thu IPC Khong duogc dung thube khéng acid trong vong 2 git sau khi ding IPC. Khong thdy c6
de-gitta.cac hormon va IPC (giéng nhu céc thude chira sét thong thuomg).

mh. Khi dung acid folic va thudc chong co giat thi ndng do thube chong co gidt
fs j the bi g1am Khi dung acid fohc vcn cotrlmoxazol cotrimoxazol 1am giam tac

TAC PENG KHO NG MONG MUON CUA THUOC:
Vltasun duge dung nap tét, cac tac dung khdng mong mudn it gip hon so v6i céc ché phim sit vo
co.

Thuong gép, ADR > 1/100

Tiéu hoéa: Pau thuong vi, vi kim loai, buén non hoac non, kho chiu thwong vi, tdo bon, ti€u chay,
phén den, doi khi thay ddi mau rang. Do IPC cung cip sit & dang khong ion héa, né it gy kich tmg
da day hon cac mudi sit vo co.

Hiém giip, ADR < 1/1000:

Da: Ngira, ndi ban, may day.

Véi acid folic:

Hiém giip, ADR < 1/1000: C6 thé c6 r6i loan tiéu héa do dung nap kém acid folic

QUA LIEU VA CACH XU TRi:

Chua c6 trudng hop nao ding Vitasun qué liéu dugce béo céo. Vitasun néi chung 13 an toan.

Céc nghién ctru so sanh gitta sat (II) sulfat va sat III hydroxyd polymaltose trén chudt ciing xac dinh
dugc LD50 cia sit (IT) sulfat 13 350 mg/kg, nhung khong thiy c6 méc bénh hay chét & nhém ding
IPC v6i cac lidu trén 1000 mg/kg.

Sy hép thu st cia IPC it hon nhung IPC c¢6 d6 dung nap v6i dudng tiéu hoa tét hon, ciing véi do an
toan cua IPC cao hon, c6 thé co y nghla quan trong lam g1am nguy co qua lidu sit. Mic dii IPC an
toan hon cac mubi sit (I) v6 co, van c6 thé xay ra qué lidu nhung hiém gap. Triéu chimg qua lidu
sdt bao gdm mét méi, budn non, non, dau ving bung, phan nhu héc in, mach nhanh va yéu, sét, hén
mé, co glat va tir vong. Can cp ctru ngay néu bi qua liéu sat. -

PAC TINH DUQC LUC HQC:

Nhom duge 1y: Ché phdm didu tri thiéu mau- Sét két hop véi acid folic

Ma ATC: BO3AD04

Phuc horp Sat (IIT) hydroxid polymaltose (IPC):

Cac mubi sat, bao gom ca IPC, c6 vai trd quan trong trong viéc diéu tri ciing nhu dy phong thleu
mau do thiéu sit. Co thé dy trit sét & dang ferritin va hemosiderin dé tao hemoglobin. Nhan st (III)
hydroxid cua IPC dugc bao quanh boi nhiéu phén tir polymaltose tao thanh mot phan tir 16n c6 phéan
tir luong khoang 52300 dalton, 16n dén mirc ma su khuyéch tén ciia n6 qua mang niém mac it hon
dang mubi sit (II) khoang 40 1an. Sit trong nhan IPC dugc lién két theo ciu triic twong tw nhu
ferritin. IPC khéc biét v6i dang sat (II) sulfat nhor ¢6 dd an toan cao va doc tinh thip do khong c6 ion
siit tw do. IPC 13 phirc hop ca sét (I11) hydrox1d két hop v6i polymaltose. Dang st khong ion hoa
ctia né gitip da day it bi kich tmg hon so v6i céc dang mudi sit thong thuomg, gitip bénh nhén dung
nap t6t hom, mot diém rét quan trong trong diéu tri dai han chimg thiéu mau thiéu sit bang cac ché
phim chira sét. Hiéu qua cta IPC trong phong ngira va didu tri chimg thiéu méu do thiéu sét da dugc
chimg minh trong cac thir nghiém lam sang. Tri s& hemoglobin ting nhanh hon khi ding IPC so v6i
cdc mudi sit thong thuong. Khi ding IPC dé thy trj s hemoglobin ting t6i 0,8 mg/dl m&i tuan.
Thém vao d6 c6 su tang nhanh hon hematocrit, thé tich trung binh hong cau MCV, st huyét thanh
va ferritin.

Acid folic:
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Acid folic la v1tam1n nhom B. Trong co thé no duge khur thémh tetrahydrofolat 1a coenzym cua nhleu

. hong the thiéu dugc cho tong hg):p nucleoprotem va tao hdng cau binh thu’orng
o8y thiéu méu nguyén hong ciu khong 16 gidng nhu thiéu mau do thiéu vitamin

g .'- PC tiép xuc v6i cac vi tri gén két voi sat trén bé mat niém mac, n6 s& giai phong céc
ion sat (III) va dugc chuyén van chii dong vao trong té bao mem mac nhg mQt protein mang va sau
d6 lién két v6i ferritin hay transferrin. CAc protein mang bao gom mucin, integrin va mobilferrin.
S&t dugc giai phong tir cac protein mang va duge du trit & cac té bao niém mac ¢ dang ferritin hodc
duogc mang boi céc protein mang vao mau va tai d6 dugc giai phong @8 két hop voi transferrin.
Sinh kha dung cua phie hop IPC twong dwong voi mu01 sat IT & dong vat thi nghiém va & nguoi vé
tdng hop hemoglobin. Sinh kha dung ctia IPC khi ubng khéng bi anh hudéng bdi cac thanh phan cua
thire an nhw acid phytic, acid oxalic, tannin, natri alglnat, mudi cholin, vitamin A, D3, E, dau d4u
twong va bt mi, khong nhu cac mudi sét thong thuong. Sét trong phirc ho’p IPC di vao huyet thanh
nh¢ cac protein mang néi sinh, véi thoi gian ban thai khoang 90 phit, roi di vao hc ludi ndi mac cua
gan hay két hop voi transferrin, apofemtln vao tiy xuong hay lach @& tao hong cAu. Céc thube
khang acid gﬁn két c6 thé tach ra duoc véi IPC trong khoang pH 3 dén 8, khéac véi cac rnu01 sit vo
co la gan két ben vitng khong tach duge. Khong thay c6 twong tac gifta hormon va IPC (giong nhu
cac thuoc chira st théng thuong).
Khi sat di qua hang rao nhung mao rudt, n6 gén két voi transferrin, m01 phén ti transferrin co thé
gén véi 2 nguyen tir sit. Binh thuong khoang 20-45% céc vi tri duoc gan két. Céc thu thé déc hiéu
cua mang t€ bao nhén ra transferrin, cho phép phic hop nay di vao t& bao va giai phong sit vao té
bao chat.
Sét trong céc ché phim chia sét thong thlrcmg 12 fon sét 11, de gy kich ing da day. Hap thu ion sét
II 1a thu dong va khong c6 kiém soat, c6 thé gay ra qua thira sét va gdy doc cho co thé. IPC c6 ¢ an
toan t6t hon va sit & dang khong ion hao it gay kich ing da day, va it c6 twong tac duge dong hoc
v6i cac chét khac nhu céc mudi sdt théng thudng,
Acid folic
Acid folic trong tu nhién tdn tai du6i dang polyglutamat vao co thé dugc thiy phén nho
carboxypeptidase, bi khir nh¢ dihydrofolat reductase ¢ niém mac rudt va methyl hoa tao methyl
dihydrofolat, chit nay dugc hip thu vao mau. Thudc phin bd nhanh vao cic mé trong co thé, dich
n#o tiy, nhau thai va sita me. Thudc duoc tich lity chil yéu & gan va trong dich ndo tiry. Sau d6, acid
folic dugc thai trir theo dudng nude tiéu.
QUY CACH PONG GOI: Ong nhya 10 ml; 20 ng nhya/ hop.

Ong nhya 5 ml; 20 dng nhua/ hop.
BAO QUAN: Trong bao bi kin, tranh 4nh séng, nhiét do dudgi 30°C.
HAN DUNG: 24 thang ké tir ngdy san xuét.
TIEU CHUAN: TCCS ,
TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
Nha san xuét: Cong ty cb phin Dugc Phdm ME DI SUN
Dia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong.
Dién thoai: 0274 3589 036 — Fax: 0274 3589 297



