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THANH PHAN:

Mi vién nén bao phim chua:

St (dudi dang St (Il) sulfatkhd) .. ...50mg
Acid Folic 0,35mg
Tadugeviradi .......................... 1 vién nén bao phim
CHI DINH, CHONG CHi PINH, CACH DUNG, LIEU
DUNG VA CAC THONG TINKHAC:

Xem td hudng dén sl dung bén trong hdp.
BAOQUAN:

Noikhd, nhiét 9 khdng qua 30°C, tranh 4nh séng.
TIEU CHUAN CHAT LUGNG: TCCS

Dé xa tdm tay tré em
Boc ki hudng dén sif dyng trudc khi diing

SPK/Reg. No:

S8 16 SX/Lot No:
NSX/Mfg. Date:
HD/Exp. Date:

Co sd sin st
CONG TY €8 PHAN DUGC - TRANG THIET 8] Y TE BINH
498 Nouyb Tha Hoc, Pung Qua Trng, Thah on8 Quy Noon, Tk

Acid Folic 0,35 mg

Bidiphar

Bidiferon

S&t (dusi dang St (1) sulfat khé) 50 mg

Hop 10 vi x 10 vién nén bao phim

COMPOSITION:

Each film-coated tablet contains:

Iron (as Dried Ferrous (11) sulfate) ...................50mg

Folic Acid 0.35mg
q.s.to afilm-coated tablet

INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leafletin box.

STORAGE: In dry place, temperature not exceeding
30°C, protected from light.

SPECIFICATION: Manufacturer’s standard

Keep out of reach of children
Read carefully the leaflet before use

Ma s6, md vach

Manutacturer:

By ’ AND MEDICAL EQUIPMENT JOINT
i;?s.i.ﬁ&lb!?.f,?ai?;;iriissi

@
iferon
Iron (as Dried Ferrous (11) sulfate) 50 mg

Folic Acid 0.35 mg
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THANH PHAN: Méi vién nén bao phim chua: 96 xa tdm tay tré em
i St (dudi dang S&t (1) sulfatkhd) ... ....50mg DPoc k§ hudng dén sif dyng trudc khi dung
Acid Folic .0,35mg SPK/Reg. No.:
Tadugcvuadd .... ..1v1énnenbaophlm ’ ’
CHI BINH, CHONG CHI BINH, CACH DUNG, LIEU 616 SX/Lot No.:
} DUNG VA CAC THONG TIN KHAC: NSX/Mfg. Date:

Xem td hudng dan sl dung bén trong hép.

HD/Exp. Date:
BAO QUAN: Noi khé, nhiét dé khéng qua 30°C, P
tranh &nh sang. €050 sin xudt

CONG TY CG PHAN DUGC - TRANG THIET B| Y TE BINH DINH (BIDIPHAR)
TIEU CHUAN CHATLUQNG: TCCS 498 Nouy&n Théi Hoc, Phuting Quang Trung, Thanh ph Quy Nhon, Tinh Binh Binh, Viét Nam

iferon

Iron (as Dried Ferrous (ll) sulfate) 50 mg
Folic Acid 0.35 mg

Bi

i

Bidiphar

Bidiferon

Sat (dudi dang St (11) sulfat khd) 50 mg
Acid Folic 0,35 mg

Hop 3 vi x 10 vién nén bao phim

COMPOSITION: Each film-coated tablet contains: Keep out of reach of children

Iron (as Dried Ferrous (1) sulfate) Read carefully the leaflet before use
; Folic Acid
Excipients q.s.t0........ccoooiiiiiiins
|

INDICATIONS, CONTRA-INDICATIONS, Mi s6, ma vach
ADMINISTRATION, DOSAGE AND OTHER

INFORMATION: See the enclosed leafletin box.

STORAGE: In dry place, temperature not exceeding

. Manutacurer
30°C, protected from light. BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
SPECIFICATION: Manufacturer’s standard 498 Nguyen Thai Hoc Street, Quang Trung Ward, Quy Nhon City, Binh Dinh Province, Vietnam
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TO HUONG DAN SU DUNG THUOC

7.2. Thoi ky cho con bu:

Vigc bai ti'ét ctia sét sulfat vao sita chua dugc danh gid, nhung
dya trén cdu truc phan tir, ché pham cé kha nang sir dung dugc
cho phu nir dang cho con bi.

7.3. Sw sinh sdn

& /" ¢d PHADE xa y tré em
= DUUC TRANG}}HEW E’é 4 déin sit dung truwdc khi ding

*x YTEBINHBINH *;‘

Sit (dudi dang sét (II) sulfat kho)................ 50 mg

Acid folicu st 0,35 mg
- Thanh phz“m td dugc: D-manitol, Era-gel,
microcrystalline cellulose, copovidon, crospovidon, talc,
natri stearyl fumarat, colloidal silicon dioxide, Opadry red

2. Dang bao ché:

2.1. Dang bio ché: Vién nén bao phim

2.2. Mo ta dang bao ché: Vién nén bao phim tron, hai mat
16i, mau do, dugc ép trong vi nhdm nhyra.

3. Chi dinh:

Piéu trj du phbng thiéu sit va acid folic trong thai ky khi thirc
4n khong cung cap du lugng can thiét.

Khong dugc dung chinh trong du phong nguy co bét thuong
ciia sw dong 6ng than kinh phdi.

Bidiferon dung dugc ¢ phu nir mang thai.

4. Liéu dung va cdch dung:

4.1. Liéu ding

Mt vién mdi ngay (twong duong 50 mg sit nguyén t§ va
0,35 mg acid folic) trong 2 thang cudi cua thai ky (hodc tir
thang thir 4 cia thai ky).

4.2. Cach ding

Ubng nguyén vién véi nhidu nuéc. Khong nhai hay ngam
vién trong miéng.

Tét nhit nén udng trudc bira an, tuy nhién c6 thé diéu chinh
theo dung nap cuia dudng ti€u hda.

5. Chdng chi dinh

Céc nghién ciru trén dong vét cho thiy khong ¢ téc dong trén
kha ning sinh san cta ca nam gidi va nir gioi.

8. Tic dong ciia thudc khi lii xe va vin hanh may

Thubc khong cé anh huéng dén kha ning 14i xe va vin hanh

may.

9. Twong tic, twong ky, ciia thude

9.1. Tuwong tdc ciia thudc:

Lién quan dén sit

- Phéi hop khéng nén sir dung

+ Sit (dang mubi) (duong ubng): Gy ngt xiu, tham chi sbc

do giai phong nhanh sdt tir dang phirc hop va do bdo hoa

siderophilin.

- Phéi hop can duge xem xét

+ Acetohydroxamic acid: Giam sy hdp thu duong tiéu héa

ctia hai thudc nay do tao sat chelat.

- Phéi hop thdn trong khi sir dung

+ Biphosphonat (ubng): giam hap thu cta diphosphonat. Dung

cac Lhuoc ndy cach nhau tir it nhit 30 phat dén hon 2 gio néu
¢6 thé.

+ Calci: giam hép thu dwong tiéu héa cia mudi sit. Ding
mudi sit cach xa bira &n va khi khong c6 calci.

+ Cyclin (ubng): Giam hép thu cyclin do tao thanh phirc hop.
Dung céc thudc nay cach nhau it nhit 2 gio.

+ Entacapon: giam hip thu cta entacapon va st do sy chelat
héa cua entacapon. Dung céac thuéc nay cach nhau it nhit 2
gio.

+ Fluoroquinolon: st lam  giam hép thu cua cac
fluoroquinolon. Dung céc thudc ndy nén cach nhau it nhat 2
gio.

- Qué mén véi sit, acid folic hay bét cir thanh phan no cia + Thyroid hormon: Gidm hép thu ciia thyroid hormon. Ding -
thudc. céc thudc nay céch nhau it nhat 2 gid. N
- Qua tai chét sit. + Levodopa/carbidopa: Giam hip thu cua levodopa/carbidopa. v
- Bénh thalassemia. Dung céc thudc ndy cach nhau it nhat 2 gio.
¥l kool ding. + Methyldopa: Giam hip thu methyldopa do tao thanh phuc
Th;gs 2 éz d:lsu tgu hop. Dung céc thudc nay cach nhau it nhat 2 gid.

y, i e £ + Penicilamin: Giam hép thu ctia penicilamin. Dung céc thudc %
6. Canh bdo va thin trong Khi diung thuoc ndy cach nhau it nhét 2 gio. i
6.1. Cank bdo + Strontium: Giam hép thu ciia strontium. Diing c4c thudc nay LY
Thiéu hut sit huyét twong c6 lién quan véi cdc hoi chimg céch nhau it nhét 2 gio. —ass

viém khong nhay cam véi li¢u phép b6 sung sét.

Phai két hop lidu phép b sung sét voi didu trj nguyén nhén.
Do nguy co bi nhudm den rang va loét mi¢ng, nén tranh nhai
thuoc ho3c ngdm trong migng. Phai nudt nguyén vién voi
nhiéu nuéc.

Theo tai Ileu hién c6, sy nhiém sic t§ cua niém mac da day -
rudt (nhlem sic t& huyét sau tir vong/bénh hic to) da dugc
quan | sat thay b nhung bénh nhén duqc bd sung sit. Su nhiém
sic tb ndy co thé gay tré ngai cho phau thudt da day - rudt va
do d6 can pha1 luu y, déc biét 1a trong phau thudt theo lich
trinh. Vi vdy can thdng bdo cho bac si phau thudt vé tinh hinh
bd sung sit hién tai cung v&i nguy co ndy (xem muc Tdc
dung khéng mong muon).

6.2. Thin trong

Ubng nhiéu tra 1am giam hdp thu sat.

7. Sir dung thudc cho phu ni¥ ¢6 thai va cho con bi

7.1. Sir dung thudc cho phu nix cé thai:

Di li¢u 14m sang trén vai nghin phy nir duoc diéu tri khong
cho thdy téc dung bt loi cua sét sulfat.

Do do, trong didu kién binh thuong, thude nay cé thé dugc sir
dung trong thoi ky mang thai.

+Kém: Giam hép thu cia kém. Ding céc thudc nay cach nhau
it nhat 2 gio.

+ Mubi, oxyd, hydroxyd cua Mg, Al, Ca (bao phu niém mac
da day-rudt): 1am giam hép thu duong tiéu héa ciia mudi sit.
Diing c4c thude ndy céch xa nhau 2 gid.

+ Cholestyramin: Giam hip thu cia sit. Dung sét trudc khi
dung cholestyramin 1 —2 gid hodc sau khi dung cholestyramin
4 gio.

+ Céc dang tuong tac khac:

Acid phytic (ngii cbc nguyén hat), dau, polyphenol (tra, ca
phé, ruou vang do), calci (sira, céc san pham tir sira) va mot sb
protein (trimg) irc ché dang ké su hép thu sit.

Dung sét cich xa cac thuc phim nay it nht 2 gio.

Lién quan dén acid folic

+ Phenobarbital, primidon, phenytoin, fosphenytoin:

Giam ndng d9 huyét twong cia thubc chéng co gidt bing cach
tang chuyén héa gan, trong d6 acid folic dugc cho la mét
trong nhitng yéu té ddng vén.

Theo ddi lam sang, kiém sodt ndng do thuoc chong co giat
trong huyét tuong va, khi thich hop, didu chinh lidu thubc
chéng dong kinh trong khi bd sung va sau khi ngung folic.

v
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9.2. Tuong ky ciia thubc:

Chura tim thdy thong tin tuong ky ciia thudc.
10. Téc dung khéng mong muén:

Lién quan dén sit

Thuong gip | Hiém gip Chua ro
(= 1/100; (> 1/1000; | (khong déanh
< 1/10) < 1/100) | gid duoc tir
dir liéu hién
cd)
R01 loan h¢ Qué man,
théng mién phat ban
dich
R(‘Ei 10"<_m trung Phu né
that, léqg nguc thanh quan
va ho hap
Rdiloantiéu | Téobon, tiéu | Phén bat Vé sinh
héa chay, cing | thuong, khé rang (¥),
bung, dau tiéu, ndn loét mi'éng’
bung, phan mira, viém | (*), u hdc to
déj mau, da day da day-rut
budn nén
Roi loan da va Ngira, phat
md dudi da hong ban

(*) Trong truong hop nhai hodc ngdm vién nén trong miéng.
Tir dir ligu hdu mai, céc phan Ung phu sau ddy da dugc béo
c40 v6i tan sudt khong rd:

Qué min, may day, rdi loan rang miéng *, loét mi¢ng * va u
hic t& dudmg tidu hoa da dugc bio cio voi tin s6 khong xac
dinh (xem bang bén trén).

Bénh nhén ngudi cao tudi va bénh nhén réi loan nudt c6 thé d&
bi hoai tir thuc quan hoac phé quan trong trudng hop nudt sai
dudng.

Truong hop ddc biét khac:

Theo dir heu hién c6, sy nhiém sic t& cua niém mac tiéu hoa
(nhlem séc t& huyét sau tir vong/bénh héc to) da dugc quan sat
thiy & nhimg bénh nhén dugc b sung sit. Sy nhiém sic td
ndy c6 thé gay tré ngai cho phiu thuat da day - rudt (vem muc
Canh bdo va thdn trong)

Lién quan dén acid folic

~ Chuard
(khong danh gia dugc tir dir li¢u hi¢n
cb)
R&i loan hé thong Phan img phan v§

mién dich

R4i loan tidu hoa R4i loan tiéu héa

Réiloandavamé | Phiné
dudi da Viém da dj tmg
May day

“Huéng dan cach xir tri ADR:

Co thé han ché cac ADR khéng thudng xuyén bing cach
abng lidu thip, sau  tang dan ho#c udng cung mdt it thirc an
fnhu vdy s€ giam hép thu sit)

11. Qua lidu va cch xir tri:

11.1. Qud liéu:

Nhitng trudong hop qua lleu mudi sit da dugc ghi nhan, dac
biét & tré em do vo tinh nudt phai. Cac tri¢u chimg bao gdm bj
kich ung va hoai tir mem’ mac tiéu hoa dar) tdi dau bung, ndn
mura, tiéu chay ra mau, soc voi suy than cap, suy gan, va hon
;é co gidt.

11.2. Cich xit tri khi ding thudc qud liéu:

€an didu trj cang sém cang tdt, tién hanh rira da day voi dung
dich natri bicarbonat 1%.

Tay vao ndng do sht huyet thanh, viéc diing tac nhén chelat c6

#é duoc khuyén cdo, nhét 1a khi dung deferoxamin. Néu cin,
win tham khéo thém t& thong tin san phim ctia deferoxamin.

12. Thong tin vé dwgc Iy, 1am sang
12.1 Ddc tinh dugc lyc hoc:

Nhém dwge ly: Vitamin va kheang chit
Ma ATC: BO3ADO03

Duoc Iy va co ché tac dung:

Lién quan dén sit

Co ché tdc dung:

Sat 1a nguyén tir trung tdm cta heme, céu thanh hemoglobin
va cling rat can thiét cho su tao hong cau.

Tdc dung duoc Iy:

Sét dugc phén biét v6i céc khodng chét khéc: do sy véng mat
clia co ché bai tiét sinh ly, trang théi can bang cua st trong co
the nguoi duge diéu hoa chi bang sy hap thu sit. Su hap thu
st sulfat (FeSO4) duoc thuc hién boi chit vén chuyen sét
(DMT}) & phén déu rudt non (ta trang va hdng trang gin).

Lién quan dén acid folic

Co ché téc dung:

Acid folic (folat) dong vai trd coenzym trong viéc van chuyén
céc nguyén tir cacbon tir qua trinh sinh tong hop céc nucleotid
purin va cic acid dexothymidic cin thiét cho sy tdng hop
DNA va RNA. Néi chung, sy tdng trudng va nhén [én cla cic
té bao doi hox lu'ong acnd folic cao: nhw cidc md cua hé thin
kinh va c4c té bao hdng ciu.

Tdc dung duoc ly:

Co thé ngudi khong the tdng hop acid folic, vi vy lugng acid
folic ddu vao chu yeu tir ché do #n uong Acid folic c6 kha
nang hép thy nhanh trong rudt vi sinh kha dung cao hon folat
ty nhién.

Tinh an toan va hiéu qud ldm sang:

Mot thir nghiém 1dm sang don, ngau nhién c6 dbi chimg voi
131 phy nir mang thai da dugc tién hanh dé danh gia anh
huéng ciia sét va acid folic 1én cac chi s sinh hoc cua phu nit
mang thai. Nghién ciru ndy cho thdy viéc bd sung sit va acid
folic 1am gidi han sy suy giam cac chi tleu sinh hoc cua sat
(hemoglobm huyet tuong va ferritin huyét twong) va acid folic
(folat hdng cAu va folat huyét thanh) vao thoi diém sinh.

12.2 Ddc tinh dwoc dong hoc:

Lién quan dén sdt

Hd thu: Sy hép thy sit 12 mot qua trinh hoat dong chu yéu
nam & phan ta trang va phin hong trang gan Su két hop cua
sulfat st va ta dugc cho phép giai phong sét lién tuc. Hap thu
ting khi dy trir sét bi giam.

Su hap thu sét cp thé 191 thay déi b("ri viéc str dung d(“)ng thoi
céc loai thup pham nhat dinh, d6 uong hodc dung chung mot
s0 loai thuoc (xem muc Cdnh bdo va thdn trong va phan
Tuong tdc, twong ky cua thuoc).

Phdn bé: Trong co the duy trix sat chu yeu duogc tim thiy trong
tay xuong (nguyén hdng cau) hong clu, gan va 4 lach. Trong
méu, sit dugc véin chuyen chii yéu bing transferin dén tay
xuong, noi né dugc két hop vio hemoglobin.

Chuyén héa: Sit 1a mot ion kim loai, khong chuyén hoa qua
gan

Thai trir: Sat bai tiét chinh qua dudng tiéu héa (su bong tréc té
bgio rudt, su suy thodi cia heme dan dén sy thodt mach hong
cau), duong ni¢u duc va da.

Lién _quan dén acid folic

Hdp thu

Acid fOllC (folat) dugc hép thu nhanh chéng vao dwong tiéu
héa, chi yéu & phin ddu rudt non.

Phdn bé:

Folat dugc phan bd khip co thé. Noi luu trit chinh cua folat 1a
gan. Chang ciing tdp trung trong dich ndo tiy. Folat ciing
dugc bai tiét vao sira me.

Chuyén héa:

Folat dugc bién ddi thanh mdt dang chét chuyén l}(’)a ¢6 hoat
tinh: 5-methyltetrahydrofolat (SMTHF) trong huyét tuong va
trong gan. Céc chat chuyén hoa folat di vao chu trinh gan —
rudt.
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Thdi trie:

Céc chit chuyén hoa folat ducc thai trir trong nudéc tidu va
folat du thira dugc bai tiét duoi dang khong ddi trong nudc

tidu,

13. Quy cich déng géi: Hop 3 vi x 10 vién. Hop 10 vi x 10

vién.

14. Dleu kién bio quan, han ding, titu chuin chit lwgng

ciia thude

14.1 Diéu kién bio quan: Noi kho, nhiét dd khong qua 30°C, /
tranh anh sang.

14.2 Han diing: 36 thang k& tir ngay san xuét. v
14.3 Tiéu chudn chit lwgng: TCCS

15. Tén, dia chi co s& sin xuit

CONG TY CO PHAN DUGC — TTBYT BINH PINH
(BIDIPHAR)
498 Nguyén Théi Hoc, P. Quang Trung, Tp. Quy Nhon, tinh
Binh Dinh, Viét Nam
DT: 0256.3846500 - 3846040 * Fax: 0256.3846846

TUQ CUC TRUONG
P TRUONG PHONG

Vi T T ity




