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coxPGflfl:
Ea<fi l0 ml ayrup Mtaim:
lron(lll)........................... ....100m9
(a k0 (lll) hydoxido
pdyrnalt@ @mdex 34%)
Ercipimt8 q.8...............-..............10 ml

lndicali@e, admiri6trEtifi, d@gp,
cq[raindcalios sd other idmti6:
See lhe rnsen

t{d ta hrFcnd.
KE9 dtCGadt CdrlEH.
ictd ccluly Uic cndcd brsl
bclc! E.
Slore at tmp6ratJr6 bd@ 30oC, in a
dry de, prdet trm light.

Spocifi catiff : Meuta.luro/a

rxiirx pxix'
M& to mt 6iro chra:
siir0il)... ... ......... 10oms
(du6i deng sir (ilD hydrqyd
polymdt@ @md.x 34%)
T6 dlqc da d1....... ...................'l0 ml

ctlqnh, clch ding, li6u dlng, ch6ng
chl qnh vA cec hong lin kh6ci xin dqc
lrong td hu6ng dCn $] drng
Khoog au{c lEfr
oa I d.tt try td m.
D9c n nl,Cta dln rt durC lrldc
r{ll dtne"
BAo +An d nhiQt t Q duSi SoC, nd khd
160. lr6nh dnh aeng.

Ti6u chutn: Tccs

Zibifer'
lron (lll) 1(X) mg/ 10 ml
(as lron (lll) hydroxide polymaltose complex 347")
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&P*,id*-y @

/#)
Zibifer'

s,t (ttt) 100 mg/ 10 ml
(drrdi d?ng SAt (lll) hydroxyd pdyroltce onplex 347")
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NhSn chai 60ml

Nhdn hOp chai

nAll ptir: Iila,i 10 mt $d chrla Q 1166 55n 11p 66nslt(il)....................... lmms
@

lati olng M (ttt1 hyomxyd
plymalbse comphx 34%)
Td dwc ula d0........................10 ml

Chl dinh. cdch dlmg. li6u ding.chdm
cd dinh !t cic fing M ldldc:
Xin @c trong td htdng dln si dung.

0d I. tn tl tl rn. Oec tl
tlor! dtn tl ltrt tna. ltl da!l.

Zibifed
CoilP(Bmo[: Each 10 ml syrup ontains:
lrm (lll)............................ . ..........100 m0
(as lllo (lll) Moxid€ polymalbG€ comphx 34%)
Eldphnb q.s...........................................10 ml

Indicatiom. adminbtrdkm. dosag€,
mtrsindi€tiom and oth€r in ormstioni
Sm the insert

L! dC rd d dliEil. R..d.rdrry b
trdlrdHr!!.!.
SbrB at tsmpsratuG babw 3m. in a dry pla@.
prcl€ct fmm light.

s* (lrD r(x) mgy'10 mr
(drrCi dqrE Set (lll) hydroryd
polymalto8e cmpl€x 34%)

snO
Blo qdn d nhi6t d0 dldi 30C. rEi
kM rdo. trdnh {nh s{ng. Chel 60 ml

cd sd sln rudt;

cOrs rr cd rilr u.oc Prdr oPv

lUandstf,Br
0PU PHlittcElrltcAt J0trl srocx c0.

LSX/ Lol tf:
HOl Exp. Dal6:

9UtS
(9696 xa;duroc esolleulpd

p,{xo:pAq (ttt) tpS 6uep lpnp)
truolFuOor- (rrDr?S
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COMPOSITION:
Each 10 ml syrup contains:
lron (l ll)............................. 1 00 mg
(as lron (lll) hydroxide
polymaltose complex 34%)
Excipionts q.s.......................1 0 ml

lndications, administration, dosage,
contraindications and other
inrormation: See the insert.

KGcp out ot reach ot chlldrcn.
Rcad carctully thc cncloscd

Store at temperature below 30oC,

in a dry place, protect rrom light.

Specilication : M anulaclur€r's

rxAnx pxAn:
MOi 1o mt siro chfa:
sAt (ilr)..............................100 mg
(dudi dang SAt (lll) hydroxyd
polymaltose complex 347o)
T6 ddoc via <10....................10 ml

Chl dinh, cech dUng, li6u d0ng,
ch6ng chl dinh va c6c th6ng tin
khec: Xin d9c trong td hudng d6n
srl dqng.

Dd xa tilm tay 116 em.
oec ky hudng dln s0 dqng
trudc khl d0ng.

BAo quAn 6 nhiQt ttQ dtrdi 30oC,
noi kho rdo, tr6nh 6nh s6ng.

Ti6u chudn: TCCS

& Prescriptiononrv @

Zibifet'
lron (lll) 100 mg/ 10 ml
(as lron (lll) hydroxide
polymaltose complex 34%)

Box of 1 bottle 60 ml

SYRUP

,
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& rng. bdnttpodfi @

Zibifet'
s{t0n) l(xt mg/10 ml
(drl6i dqng S6t (lll) hydroxyd
polymaltose complex 34olo )

HOp 1 chai60 ml

stR0

LSX/ Lot No:
NSX/ Mtg. Date:
HD/ Exp. Dats:

56 27, Ouong 3A,

Khu Cdng Nghiep BrAn Hoa ll

Phddnq Ao Binh,

Tp. Bi€n l-loa, tinh D6ng Nar.

Nrrnufaclurer:

O)\,' Pt{AtMTEt IICAL JOINT SroCK @.
No. 27, 3A Street,

Bren Hoa ll lndustflal Zone.

An Binh Ward,

Bren Hoa City, Dong Nai Provrnce.
Pharma.euticals
@
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Rx

ZIBIFER@

Thuiic thuiic

Pharmaceuticals
WHO-GMP

D6 xa

Dqc ky trudc khi dtng
Kh6ng dugc ti6m

THANH pHAN c0xc rHLIc rHU6C: M6i t0 ml sir6 chr?a:

Thinh phin hoSt ch6t:
sat gr9 100 mg
(duoi d4ng sit (II) hydroxyd polymaltose complex 34%)
Thinh phin tri dugc:
Duong tr6rg, sorbitol dang long kh6ng ktit tinh 70oh, methvl paraben, propyl paraben, ethanol
96Yo,huong vanilla (dang bQt), nu6c tinh ktritit.

DANG BAO CHE: Sir6

Ch6t long srlnh, d6ng nh6t, mdu nAu, mii vanilla, v!ngot, kh6ng c6 tta, v4t 14 hodc v6ng m6c.

cHi olNH:
- Di6u tr!thitiu m6u do thitiu sit.

- Di6u trl thi6u s6t kh6ng thi6u mriu (thi6u sat ti6m an;.

CACH DUNG, LIEU ntxG:
Cich dtng: Dtng duong u6ng. U6ng trong hodc sau khi An. C6 ttrC dtrng I lAn hodc chia

nhidu lAn trong ngdy.

Lidu dtng:
Didiu trithi6u mfu do thi6u sit
T16 so sinh dtin I tu6i: 2,5 - 5 ml (25 - 50 mg)/ngdy.

T16 em (tt I - 12 tu6i): 5 - l0 ml (50 - 100 mg)/ngdy.

Trd vlthanh ni6n tt 12 tu6i vd ngucri l6n: l0 - 30 ml (100 - 300 mg)/ngdy.

Didiu trithi6u sit kh6ng thiOu mrlu

Trd em (l - 12tu6i): 2,5 - 5 ml (25 - 50 mg)/ngdy.

Trd v! thenh ni6n tir 12 tu6i vd ngudi lcrn: 5 - l0 ml (50 - 100 mg)/ngdy.

Liiiu luqng vd thoi gian di6u trt phu thu6c vio mfc dQ thitiu s6t. Trong thi6u m6u do thi6u sit,

viQc diAu tri k6o ddi trung binh la 3-5 th6ng cho di5n khi x6t nghiQm m6u trd lai binh thudng.

Sau d6, tii5p tuc di6u tri v<yi liAu lugng nhu m6 ti cho di6u tri thitiu slt kh6ng thi6u m6u trong

vdi tu6n ae UO sung lugng dg trir sit.
pOi voi diAu tri thi6u sit kh6ng thi6u m6u, di6u tr! k6o ddi kho6ng I-2 thing.

QuGn dtng thu6c: Nriu bQnh nhdn qu6n dtng thu6c, hiy bo qua liAu bi qu6n. Dtrng li6u kC

tirfp theo k6 ho4ch binh thuong. Kh6ng nOn g6p ddi li6u dtng t10 bt cho li6u bi qu6n.

cHONG cni olxH:
- Da bii5t qu6 m5n hay kh6ng dung nap voi b6t ky thanh phAn ndo ctra thu6c.

- Tinh tr4ng du thira sit trong co thi5 (qurl tii sit, tich tg hemosiderin). V
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- ROi lo4n str dung sit lnhu thi6u m6u do nhiSm dQc chi, thitiu mriu do m6t st dung sit, bgnh
thalassemia).

- Thi6u m6u kh6ng do thi6u sit (nhu thi6u mriu tan huy6t, thi6u mrlu nguydn h6ng cAu kh6ng
tO ao tnieu vitamin Bl2).
cANH nAo VA THAN TRQNG KHI Dt]NG THU6C:
- NCn diAu trithi6u mriu ducri sg girim srit y t6.

- Can xem x6t l4i viQc di6u tri n6u k6t qui di6u tri (tang hemoglobin khoAng 2 - 3 gldl sau 3

tuAn) kh6ng d4t itugc.

- Can th4n trgng o nhirng bQnh nhdn duo. c truyAn m6u nhi€u lAn, vi h6ng cAu cfing c6 chria

ch6t sit c6 thi5 gdy ratinh tr4ng qu5 tii sfu.

- Nhi6m khu6n ho4c kh6i u c6 th6 gdy thitiu m6u. PhAn tich lqi ich/nguy c<r duoc chi dinh vd

chi sir dgng sit duong u6ng sau khi diAu tri benh chinh.

Thuilc ndy cd ch*a:
- Methyl paraben vd propyl paraben, c6 thO gay phan ung diimg (c6 th6 phan img muQn).

- Dudng tring (sucrose) vh sorbitol. BCnh nh6n c6 v6n dC vA di truy6n hitim gip kh6ng dung

nap fructose, k6m h6p thu glucose-galactose hodc thi6u hgt sucrase-isomaltase kh6ng n6n

dirng thu6c ndy.

Thu6c niy c6 chria luong nh6 ethanol (ruqu), it hon 100 mg trong 10 ml sir6.

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

C6c nghiCn cuu d phg nt mang thai trong 3 th6ng diu thai k! voi dir liQu cdn han ch6 cho

th6y kh6ng c6 tdc dung kh6ng mong mu5n ndo i16i vcri phq nfr mang thai ho{c thai nhi ho4c

tr6 so sinh. Cdc thir nghiQm tr6n dQng vdt cho th6Ly kh6ng c6 dQc tinh truc titip hoac gian titip

d6n thai ky, sU ph6t tri6n ph6i thai ho4c bdo thai. Tuy nhi6n, can th6r, trqng d6i v6i phu nir

mang thai.

Sfra mg c6 chria ctr6t sit (s6t li6n ktit vOi lactoferrin). Chua 16 lucrng sit tu slt polymaltose c6

qua sira mg hay kh6ng. ViQc dtng si 16 Zibifer kh6ng chlc g6y ra cdc t6c dqng kh6ng mong

mu6n AOi vOi tr6 bir m9.

CAn tham khno y kitfn bric s! tru6c khi dirng thu6c niy cho php nir mang thai ho{c cho con

bt.

ANU Hr.IoNG c0.t rHUOc rtN xuA NANG LAI xE, vAN HANH MAY Moc:
Chua ghi nhan duoc bilo c6o phdn rmg b6t lqi ho{c chua c6 nghiCn cr?u nio vC arn hucrng cta

thu6c l6n khi ndng l6i xe, v{n hdnh m6y m6c.

TUONG TAC, TTIONG KY CUA THU6C:
Tuong tic thuiic:

C6c nghiOn cuu o chuQt lang voi tetracyclin, nh6m hydroxyd, acetylsalicylat, sulfasalazin,

calci carbonat, calci acetat, calci phosphat k6t hqp voi Vitamin D3, bromazepam, magnesi

aspartat, D-penicillamin, methyldopa, acetaminophen vd auranofin cho th6y khdng c6 sg

tuong t6c vcvi phric hqp sit lltq hydroxyd polymaltose.

Tuong tU nhu vdy, kh6ng c6 sg tuong tric gifra phfc hqp sat 1tt9 hydroxyd polymaltose v6i

cric thinh phAn dinh dudng nhu acid phytic, acid oxalic, tannin, natri alginat, cholin vi mu6i

cholin, vitamin A, vitamin D3 vd vitamin E, dAu dfu ndnh vi bQt dflu ndnh d5 dugc ghi nhan
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trong c6c nghiCn cua in vifro. Nhirng k6t quA ndy chi ra ring phric hqp sit gttl hydroxyd

polymaltose c6 th,5 ducr. cu6ng trong ho{c ngay sau khi 5n.

Tucrng t6c cira phric hqrp sit lttI; hydroxyd polymaltose voi tetracyclin hodc nh6m hydroxyd

duo. c nghi€n cr?u trong ba nghiCn cr?u tr6n ngudi lttri6t ti5 ch€o, 22 benh nhan m6i nghiOn

cr?u). Kh6ng c6 sg gi6m d6ng k6 trong viQc h6p thu tetracyclin. N6ng d0 c6 hiQu quA cira

tetracyclin huytit tuong kh6ng b! gi6m. Su h6p thu sit fi phric hq'p sit (III) hydroxyd

polymaltose kh6ng bi giem bcri nh6m hydroxyd vd tetracyclin. Do d6, phric trgp sit gU;

hydroxyd polymaltose c6 th6 dugc sir dpng d6ng thdi voi tetracyclin ho[c c5c hgp ch6t

phenolic khiic vd cfrng nhu vryi nhdm hydroxyd.

ViQc sri dgng d6ng thoi crlc chi5 phAm s6t duong ti6m vd Zibifer khdng duo. c chi dinh vi sU

h6p thu cta ch6 phAm sit ducrng u6ng sE bi r?c chii 6 4t vd chi n6n sir dpng c6c ch6 phAm sit
duong ti6m n6u liQu ph6p duong u6ng kh6ng pht hqp.

Tuong ky thuiic:
Do kh6ng co cic nghiOn cuu vO tinh tuong ky cria thu6c, kh6ng trQn l5n thu6c niry voi ciic
thu6c khric.

rAc nqNG KHONG MoNG MUoN c0,r rHUOC:
Tdn suSt ctlc phan ung phu dugc m6 th: Rtit thudng Sqp @DR> l/10), Thuong ghp (1/100 S

ADR < 1/10), it elp Q/1000 < ADR < 1/100), RAt tri'5m glap @DR < 1/10 000). Cdctric dung

phq thuong g4p nh6t ld ph6n s5m mdu kh6ng c6 1f nghia tr6n l6m sang (o n%bi9nhnhAn) do

sg ddo thii sat.

HC mi6n dich

RAt hi6m g4p: ph6n ung di rmg.

HC tieu h6a

R6t thuong gap: ph6n s6m miu

Thu<rng gqp: ti6u chdy, bu6n n6n, kh6 ti6u.

it g6p: dau bpng, n6n mta, tilo b6n, d6i mdu rdng.

Da vi m6 ducri da

it gap: ngta, phrit ban.

H6 thAn kinh

it g?p: dau dAu.

Thing bdo ngay cho bdc si hodc duqc si nhirng phan *ng cd hqi g\p phdi khi s* dtng thui;c.

QUA LrEU vA CACH XrI rni:
TriQu chrfrng:

Trong truong hgrp qu6 Htju, tinh tr4ng ngQ tlQc ho4c quri tii sit le kh6ng dring tO do dQc tinh

th6p cta phirc hq'p sit 1It9 hydroxyd polymaltose (d chuQt nhit ho4c chuQt lang liAu gdy ch6t

50Yo (LDso) > 2000 mg Felkg trgng luqng co th€) vd dO bdo hda dU ki6n cira sg h6p thu sit ld

kh6 xiy ra. Chua c6 trucrng hqp ndo bi ngQ dQc ngSu nhi6n g6y tu vong.

Kh6ng c6 dir liQu v0 sri dgng thu6c qu6liAu, kh6ng dtng qu6 [Au chi dfnh cta thu6c.

C6ch xfr tri:
Tich cgc theo ddi dO c6 bien ph6p xu tri klp thoi.

Duqc Lu. c HQC:
Nh6m dtrqc ly: Sit gttl, c6c ch6 phAm u5ng.
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Md ATC:B03AB05

Co chii tdc dqng:

Sit dugc sri dr,rng ae ninr thanh hemoglobin.

Gi6ng nhu t6t cd circ ch6 ph6m sit, phfc hqrp sit (III) hydroxyd polymaltose kh6ng co tdc

dpng l6n sg t4o h6ng cdu, cfrng nhu thi6u m6u do thi6u ch6t sit.

Dwqc lwc hoc

Ctrdt slt h6p thu dugc dF trfr cht y5u trong gan, noi n6 dugc gin ktit v6i fenitin. Sau d6 n6

dugc tich hqp vho trong hemoglobin trong tty xuong.

DUqC DQNG HQC:
Htip thu vd phdn bii:
C6c nghiCn cuu voi phric hgrp sat gttl hydroxyd polymaltose dugc d6nh d6u ph6ng xa cho

th6y sg h6p thu voi tf lQ sit dugc tich hqp vio hemoglobin tj' lQ nghich voi li€u. Lugng sit
h6p thu phg thuQc viro mric d0 thi6u sit 1sg thitiu hgt sit se cirng liun cho h6p thu cd,::rg cao).

Trong trudng hgp sri dpng ttii:u tri cira phric hgp sit 1tt9 hydroxyd polymaltos€ , SU h6p thu

khoang 10%. Sit duqc h6'p thu vdo ruQt non, dic biet le d te triurg vi do4n <IAu h6ng trdng. it
nh6t le khi bit dAu di6u tri, sit tt phric hqp slt QII) hydroxyd polymaltose c6 sinh kh6 dpng

6c: at t
2

cONc rY co PHAN DUqc PHAM oPv
36 27,Dudng 34, Khu C6ng NghiQp Bi6n Hda II, Phucrng An Binh, Tp. Bi6n Hda, Tinh D6ng Nai.

DT: (0251)3992999 Fax: (0251) 3835088

gr

th6p hon so vcri cric chti phAm sat 1U;.

Chuydn hda vd thdi tir:
Sit kh6ng iluqc h6p thu dugc thai tru qua ph6n.

QUY CACH DONG G6r:
- HQp 1 chai 60 ml.

- HQp 20 6ng x l0 ml.

Ertu KI.DN BAo euAN, HAN DUNG, TItu cHUAN cHAr LtIgNG c0a rnu
86o quin: cv nhiQt dQ ducri 300C, ncvi kh6 16o, triinh 6nh sring.

H4n dtng: 36 th6ng k6 tt ngdy sin xu6t. Kh6ng dtng thu6c khi qu6 han dung.

Ti6u chu6n ch6t lugmg cria thu5c: TCCS

TEN, DIA cHi cuA co so sAN xuAr rHU6C:

ruQ.cuc rnudNc
P.TRUdNG PHONG
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