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Syrup

For the treatment

of Iron deficiency anaemia

Iron 50mg/5mi

2

Bio-Laba

Compaosition:

Emch Smi S\u\p contalne:
tron{lll) hydroxdde polymakose
complax &g to alamental iron, . 50mg

Indication, contra-ndication,
adminiatration, precautions,
adversa affecta and othar

information: sea tha packags

Ingert
Storage:
Siore balow 30°C

Hasp out of the reach of children.
Carafully read the sccompanying
Instruction bafore use.

Iron 50fng/5ml

Manudeernd by
Bio-labs Itd.
!:t‘m 148, M-E'-'Lil For the 1-eatment
_ Waris Msad, nmabad Puidis

e 130 9001 1 2000 Cantifad
Bic- LD www.bio-labu. ner

of Iron defici ncy anaemia

Sind Ebta Hip 1 1o 60 mi si rd, Mdi § mi
1 rid chita Sit (111} hydroxide potymaitase
rromg duomg vii St aguyée o 50 mg.
SOK: XX-XXXX-XX Chi dinh, cich
diing, chdng chi dinh, thin rrong, te dung
vy v cdic thiing tin khiéc: xin doc trong Wy
hudeg die wir dyng. 83 18 $X, NSX, HD:
xem “Batch No.", “Mfg, Date”, “Exp.
Date” trén bao bl, Béo gudn & dedn 30C,
B xa thm tay tré em, Boe K hindmg diln
1t dyng trwde kil dbng. Sin xod) i
Pakisian bén: Mis BIO-LABS (PVT) LTD,,
Plot No 145 [ndustrial Toangle. Kahote

Batch Na &
Mg, Dats DOMMYY
Exp. Cale DoMMAYY
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Composition:

Each 5mi contains:

Iron(I1l} hydroxide polymaitose
complex eq. to elemental iron...50mg

Indication, contra-indication,
administration, precautions,
adverse effects and other
information: see the package
insert.

Storage:
Store below 30°C.

Keep out of the reach of children.
Carefully read the accompanying
instructlon before use.

Batch No.
Mfg. Date DD/MMYY
Exp. Date DD/MMIYY

Wanulfecured by

@ M/a. Bio-labs (VL) Ltd.
Pial Na. 145, Industrial Trangin,
Kahuta Road, Islamabad-Paklatan
IS0 8001 : 2000 Certified

Dio-labé www.bio-labs.neat

For the treatment
of Iron deficiency anzemia

Iron 50mg/5mi

Bio-Laba

Sird Ebta. Hip 1 lp 60 ml si rd.

M3i 5 ml si 16 chira Sét (TIT)
hydroxide polymaltose tuong
duong vdi Sat nguyén té 50 mg,

SBK: XX-XXXX-XX.

Chi dinh, céch ditng, chdng chi
dinh, thin trong, tic dung phy va
céc théng tin khéc: xin dgc trong
tér hudng din sit dung. S 16 8X,
NSX, HD: xem “Batch No.",
“Mfg. Date”, “Exp. Date” trén
bao bi.

Bao quan & dudi 30°C.

DE xa thm tay tré em, Doc ki
huémg din sir dyng trude khi
diing.

San xuit tai Pakistan biri: M/s.
BIO-LABS (PVT) LTD., Plot
No.145 Industrial Triangle,
Kahuta Road, Islamabad —
Pakistan,

Nha nhip khdu: ..........
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Doc ky huéng dan sir dung trieée khi ding.
Néu can thém théng tin xin hoi y kién cua bdc si.

EBTA
Si ré chira phire hop sat III hydroxide polymaltose

THANH PHAN

Ma&i Sml si rd chia: ]

Hoat chdt: Phire hop sét Il hydroxide polymaltose twong duong véi sit nguyén té S0mg.

T4 duwoc: Mehtyl paraben sodium, propyl paraben sodium, xanthan gum, sodium citrate, citric acid,
glycerine, sorbitol 1ong, dudng, truti fruity flavor, nudc tinh khiét.

CAC PAC TINH DUQC LU'C HOC

Phtrc hop sét IIT hydroxide polymaltose cung cAp sit nguyén té cho co thé. Sét cin thiét cho sur tao
hemoglobin, myoglobin va enzym ho hap cytochrom C. Mot ngudi binh thudng khong thiéu sat hap
thu khoang 0,5-1mg sat nguyén to hang ngay. Hép thu sét tang 1én khi du trir sit thdp hoac nhu ciu sét
tang. Hap thu sit toan bd tdng t6i 1-2mg/ngdy & phu nit hanh kinh binh thudng va c6 thé tang t6i 3-

4mg/ngay ¢ nguoi mang thai. Tré nho va thiéu nién ciing ¢ nhu cdu sit tang trong thoi ky phat trién
manbh.

CAC PAC TINH DUQC PONG HOC

Phirc hop sét III hydroxide polymaltose c6 sinh kha dung tét. Tuy nhién, sinh kha dung cua phirc
giam dang ké khi str dung cung voi phytate, axit tannic. St dugce du trir trong co thé dudi 2 dang:
Ferritin va hemosiderin. Hap thu sat phu thudc vao sb luong sat du trit, nhét 1a ferritin, ¢ niém mac
rudt va vao toc do tao hong cdu cua co thé. Binh thuong sat dLrorc hap thu & ta trang va dau gan hdng
trang. Hép thu duoc hd trg boi sy tiét axit cia da day va mot s6 axit ché do an udng. Hép thu ciing
tang 1én trong diéu kién thiéu st hoac trong trang thai &n chay nhung dugc giam néu cac cira hang

co thé bi qua tai. Chi c6 5 dén 15% luong sat 4n vao trong thuc phdm thudng duge hip thu. Khoang
33mg sit dugc hép thu tir 100 mg sat.

Sau khi hdp thu, phan 16n sit dugc két dinh thanh transferrin va vén chuyén dén tiy xuong, noi
dwoc két hop v6i hemoglobin. Trong trudng hop khong c6 chay mau (ké ca kinh nguyét), chi ¢6
mdt luong nho sit bi mat hang ngay. Phan lon cac ton thit xay ra thong qua cic bong cac té bao cua

duong tiéu hoa va mot lugng nho hon bi mat qua da va nudgc tidu. Khoang 90% sit dua vao co thé
duogc thai qua phan. (?g

CHI PINH 2

Phong va diéu tri bénh thleu mau do thiéu sat.

Pidu tri tinh trang thiéu sit & phu nit ¢o thai, phu nir dang cho con b khi thirc &n khong cung cip
du.

Co thé kém hép thu sét: C4t doan da day, viém teo niém mac da day, viém rudt méan tinh

Chimg xanh luét & thiéu nit (modt dang thiéu mau, véi nhitng biéu hién da xanh, ué oai, thé nong, an
kho tiéu, nhire dau, khong mdy khi thém an hay an khong ngon miéng va mat kinh) va phu nir trong
thoi ky kinh nguyét.

LIEU LUONG VA CACH DUNG
Nguoi 16n: Ddi véi didu tri thiéu sat, lleu khuyen cdola5ml-10ml, 3 lanj’ngay, ngay sau bira an.
Phu nit mang thai: Dé phong ngira va diéu tri thiéu st va cung cip mot liéu duy tri, liéu khuyen cao
1a 5 ml - 10 ml, 3 lan/ngay, ngay sau bira an.

Tré em (6-12 tudi): 50 mg dén 100 mg sat nguyén t6 mdi ngay tirc 12 S ml, 1-2 12

v Say ng&y ~sau-_\

bita dn CONG A
Tré em (2-6 tudi): 50 mg sat nguyén t& mdi ngay tic 1 2,5 dén 5 ml, 1-2 lan/ngayf ngay sa.!l;bualam =
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Tré so sinh (5-10 kg): 25 mg sit nguyén t6 mdi ngay tic 12 2,5 &n 5 ml, 1 lan/ngay, ngay sau bita
an.

Tré sinh non (dudi 1500 gam), 3 mg nguyén t§ st / kg trong lwvong co thé hang ngay

Hudng din dic biét:

Trong trudng hop da day khong hip thu sét, nén dung thudc sau bita an, mac du nhu vay s& lam
giam sy hap thu sat.

Su hép thu sat bi giam neu ding thube véi ca phé, che, trimg hodc sita. Nguoc lai, su hép thu ctia

sit dugc tang cudng néu duge ding véi céc loai thuc phim bd sung c6 chira vitamin C (axit
ascorbic).

CHONG CHIi PINH

Man cam véi cac thanh phén ciia thude.

Bénh tidu dwong: C6 lo ngai rang mot ché do #n nhidu chét sit c6 thé lam tdng nguy co bénh tim &
phu nit bi bénh tiéu dwong loai 2, mic di diéu nay chwa duge chimg minh. Néu ban bj tiéu dudng,
nén hoi y kién cta bac sy trude khi dling.

Da day, viém loét rudt, viém dwong rugt (chang han nhur viem loet dai trang hodc bénh Crohn): sit
c6 thé gay kho chiu va lam cho tinh trang tdi té hon. Vi vay nén cén trong khi sir dung.

Bénh vé mdu, chang han nhur bénh thiéu mau: Ubng sit c¢6 thé gay ra tinh trang qua tai sit & nhimg
ngudi bi cac bénh nay. Néu bi bénh nay, chi dung khi c6 chi dinh cta bac s3.

Trésosinh fhreu thdng:-Dung-sit-cho-tré-sinh-thiéu- thang véi ndng-dd-Vitamin E trong.mau thép co
thé gy ra vén dé nghiém trong. Cén duogc diéu tri thiéu Vitamin E trude khi bd sung sat. Hoi y kién
bac sy khi diéu trj sit cho tré so sinh thiéu thang.

CANH BAO PAC BIET VA THAN TRONG DAC BIET KHI SU DUNG

Khéng sir dung sat dé didu tri thidu mau tan huyet tror truong hop ciing bi tinh trang thidu sét.
Khéng nén dung thube cho nhitng bénh nhén thudng xuyén dugc truyén méu, vi trong hermoglobin
ctia hong cau duoc truyén co mot lwong st dang ké.

TUONG TAC THUOC f ,
Thudc lam giam hap thu cycilin (Tetracyclin, Docyceylin...). Cac thude khang axit lam giam hap thu
sat. Khong nén udng nudc tra khi diung thudc. dz?

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU 4

Thuéc duoc khuyén dung cho phu nit ¢6 thai va cho con bu.

Thubc nay la an toan khi sir dung trong thoi ky mang thai. Tuy nhién, ban nén tham khao y klen cua
bac s§ néu no la can thlet cho ban dé c6 mot b sung sat khi mang thai ctia ban. Khong phai tit ca
phu nir mang thai déu cin phai bd sung sit, ban c6 thé nhin dugce du chét dinh dudng tir ché d6 an
udng cua ban.

Khéng ¢6 tac dung ddc hai dugc biét dén khi thubc nay duoc sir dung cho cac ba me cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc khong anh hudng 1én kha néng 141 xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

C6 thé ¢6 rdi loan tiéu hoa nhe. Phan ¢6 mau den 1a tinh trang binh thudng khi sir dung thudc.

Thudc va tac dung phu cua ho ¢6 thé anh hudng dén timg ngudi theo nhitng cach khac nhau. Sau
day 1a mot sb tac dung phu ma duoc biét 1a c6 lién quan voi thude nay. Cac tac dung phu ghi & day
khong c6 nghia la tit ca moi nguoi sir dung thude nay déu s& gap tac dung phu : dau bung, téo bén,
ti€u chay, budn ndn va 6i mira, mat cam giac ngon miéng, xin mau rang, phan den.

Néu ban bi dau bung khi dung thude lac doi thi nén dung thudc clng bira an. mﬁ:

Céc tac dung phu ké trén co thé khong bao gdm tit ca cac tac dung phu duge bao gao bprq Pd1
xuit ctia thude.
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Ghi_chi: XIN THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON GAP
PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Trong trudong hop dung qua lleu, bénh nhén ¢6 triéu chimg dau bung, budn nén, nén, ia chay kém ra
méu, mat nudc, nhidm a xit va sbe kém ngi ga. Lic nay ¢ thé c6 mot giai doan tudng nhu d& binh
phuc, khong ¢ tri€u chiing gi, nhung sau khoang 6-24 gio, cac triéu chung lai xuat hién trd lai cac
bénh dong méu va truy tim mach. Mot sb bidu hién nhu: st cao, giam glucose huyét, nhiém doc
gan, suy than, con co giat va hon mé.

Cén goi cép ciu ngay trong trudng hop qua lidu. Ban dau cin gy ndn, sau d6 1a rira da day va tién
hanh céc bién phép hd trg toan than.

TIEU CHUAN CHAT LUQNG
Nha san xuat

HAN DUNG
24 thang ké tir ngay san XUAt, Sau khi mo nép chi dung thudc trong vong 15 ngay.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

~ BAO QUAN
Giit thudc & nhiét do du6i 30°C ,
GIU THUOC XA TAM TAY CUA TRE EM 2

TRINH BAY
Hop 1 1o 60ml si ro.

NHA SAN XUAT
M/s. Bio-labs (Pvt) Ltd
Plot No. 145 Industrial Triangle, Kahuta Road, Islamabad — Pakistan.
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TO THONG TIN CHO BENH NHAN

EBTA
Si r6 chira phirc hop sit III hydroxide polymaltose

Doc ky 16 thong tin cho bénh nhdn truce khi dung.
Néu can thém théng tin xin hoi y kién cua bdc si.

1. Tén san pham
Sir6 Ebta

2. MO td sin phim
Si r6 ddng nhat mau niu sim, huong hoa qua

3. Thanh phén cia thude
M&i Sml si ro chira:
= Hoat chat: Phic hop st 111 hydroxide polymaltose tuong duong vai sét nguyén td 50mg.
Ta dugc: Mehtyl paraben sodium, propyl paraben sodium, xanthan gum, sodium citrate,
citric acid, glycerine, sorbitol 1ong, dudng, truti fruity flavor, nudc tinh khiét.

4. Ham lugng ciia thude
Sat nguyén tdo S0mg. o

5. Thudc ding cho bénh gi?
- Phong va diéu tri bénh thiéu mau do thiéu sat.
- Piéu trj tinh trang thiéu sét & phy nir ¢6 thai, phu nir dang cho con bu khi thirc an khong
cung cép du.
- Co thé kém hép thu sét: Cét doan da day, viém teo niém mac da day, viém rudt man tinh
- Chitng xanh lu6t & thiéu nit (mdt dang thiéu mau, v6i nhitng biéu hién da xanh, ué oai, tho
ndng, an kho tiéu, nhirc diu, khéng may khi thém an hay in khong ngon miéng va mét kinh)
va phu nif trong thoi ky kinh nguyét.

6. Nén ding thubc nay nhw thé nao va lidu lwgng?
Dung duong ubng.
- Ngudi 1én: D4i véi didu tri thidu sit, lidu khuyén cdo 12 5 ml - 10 ml, 3 lan/ngay, ngay sau
bira an.
- Phy nir mang thai: D& phong ngira va diéu tri thiéu sét va cung cdp mot liu duy tr, liéu
khuyén céo la S ml - 10 ml, 3 lan/ngay, ngay sau bira &n.
- Tré em (6-12 tudi): 50 mg dén 100 mg sit nguyén té mdi ngay tic 12 5 ml, 1-2 lan/ngay,
ngay sau bita dn
- Tré em (2-6 tudi): 50 mg sét nguyén té mdi ngay tirc 14 2,5 dén 5 ml, 1-2 1an/ngay, ngay sau
bira an.
- Tré so sinh (5-10 kg): 25 mg sit nguyén t& mdi ngay tirc 14 2,5 dén Sml, 113
sau bira an.
- Tré sinh non (dudi 1500 gam), 3 mg nguyén tb sit / kg trong luong co thé
Hudéng dan dic biét:
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10.

11.

Trong truong hop da day khéng hip thu sit, nén dung thudc sau bita in, mac di nhu vy sé
lam giam sy hap thy sét.
Sy hap thu sét bj giam néu ding thudc véi ca phé, che, tring hodc sita. Nguoc lai, sy hép thy

cua sit duoc ting cudng néu dugc ding véi céc loai thuc phim b sung c¢6 chira vitamin C
(axit ascorbic).

Khi nao kh(’ing nén diung thude nay

Min cam vOi cac thanh phén ctia thude.

Bénh tiéu duong: C6 lo ngai ring mot ché do an nhiéu chét sit c6 thé lam ting nguy co bénh
tim ¢ phu nir bi bénh tidu dudng loai 2, mic du didu nay chua dugc chimg minh. Néu ban bi
tiéu duong, nén hoi y kién cia bac sy trudce khi ding.

Da day, viém loét rudt, viém duong rudt (chd;ng han nhu viém loét dai trang hodc bénh
Crohn): sét ¢6 thé gay khé chiu va lam cho tinh trang t3i té hon. Vi vy nén cin trong khi sir
dung.

Bénh vé mdu, chdng han nhir bénh thiéu mdu: Udng sit ¢6 thé gdy ra tinh trang qua tai sat &
nhiing ngudi bi cac bénh nay. Neu bi bénh nay, chi dung khi ¢6 ch1 dinh cua bac s§.
Tvé-sor-sinh-thiéu thang Dung sét.cho-tré-sinh-thiéu thang voi ndng d Vitamin E trong-mau
thap ¢6 thé gdy ra vén dé nghiém trong. Cén duoc didu tri thiéu Vitamin E trude khi bo sung
sht. Hoi y kién bac sy khi didu tri sit cho tré so sinh thiéu thang. Jz,

T4c dung khong mong mudn 4

C6 thé c6 rdi loan tiéu hod nhe. Phdn c6 mau den la tinh trang binh thudng khi sir dung
thudc.

Thubc va tac du ng phu ctia ho c6 thé anh hudng dén ting nguérl theo nhitng cach khac nhau.
Sau déy 1a mot so tac dung phu ma duoc biét 1a 6 lién quan v&i thube nay. Cac tac dung phuy
ghi & day khong c6 nghia la tat ca moi ngudi sir dung thudc nay déu s& gap tac dung phu :
dau bung, tio bon, tiéu chay, budn ndn va 6i mira, mat cam gidc ngon miéng, xin mau ring,
phan den.

Néu ban bi dau bu ng khi dung thubc lic doi thi nén dung thude cling bita an.

Cac tac dung phu ke trén c6 thé khong bao gbm tit ca cac tac dung phu dugc bdo cdo bai nha
san xuét cta thube.

Ghi chii: XIN THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

Nén tranh dung nhirng thude hode thue phim gi khi dang sir dung thudc nay?
Thubc lam giam hap thu cycmn (Tetracyclin, Docycylin...). Cac thudc khang axit lam giam
hip thu sit. Khong nén ubng nuéc tra khi dung thube.

Cin lam gi khi mot lin quen khong ding thude
Bénh nhéan nén uong lidu thude da quen ngay khi nho ra. Néu gin t6i thai gian uon

theo, hay bo qua liéu quén ding, va udng lidu tiép theo nhu binh thudng.
lac 2 liéu.

Cin bdo quan thudc nay nhw thé nio?
Gill thuoc ¢ nhiét do dudi 30°C
Gifr thudc xa tam tay cua tré em
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12. Nhirng déu hiéu va tridu chir ng khi dung thude qua lidu
Trong trudng hop dung qua liéu, bénh nhén ¢ tri¢u chimg dau bung, budn ndn, ndn, ia chay
kém ra méu, mit nuée, nhiém a xit va séc kém ngd ga. Lic nay co thé c6 mot giai doan
tudng nhu da binh phuc, khéng ¢ triéu ching gi, nhung sau khoang 6-24 gio, cac triéu
chimg lai xuit hién trd lai cac bénh déng mau va truy tim mach. Mgt s biéu hién nhu: sét
cao, giam glucose huyét, nhim doc gan, suy than, con co giat va hon mé.

13. Cén phai lam gi khi ding thudc qué liéu khuyén cdo
Can goi cap clru ngay trong trudng hop qua lidu. Ban ddu can gdy non, sau do 1a ria da day
va tién hanh cac bién phap hd trg toan than.

14. Tén/biéu twong cia nha sin xuit/nha nhip khau/chii s hiru gidy phép diang ky san
phim
-Nha san xuét:_Mfs. Bio-labs (Pvt) Ltd
- Nha nhép khau: ... _

— - Chii-sé-hitu-gidy phép dang ky: Cong ty- TNHH-Duge pham Do Ha Cz

15. Nhimg dicu cin thén trong khi dung thube nay o
Khéng sir dung sat dé diéu tri thiéu mau tan huyét trir trudng hop ciing bi tinh trang thiéu sat.
Khong nén dung thude cho nhiing bénh nhan thudng xuyén dugc truyén mau, vi trong
hermoglobin cta héng cu duge truyé‘n c6 mot lugng sit dang ké.

16. Khi nao cin tham vén bac sy
Bénh nhén nén théng bdo cho bac sy nhimg tac dung ngoai y khéng mong muén

17. Ngay xem xét sira ddi lai to thong tin cho bénh nhén.

Thang 6/2013 //
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