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T huéng din sir dung

SA-TP 322/0.35

M&i vién nén bao phim chira:

Thanh phcfrr hoat chat: Ferrous fumarate 322.0 mg: Acid folic 0,35 mg

Thanh phan ta diege: Microcrystalline cellulose PIT101, Lactose monohydrate, Sodium lauryl
sulfate, Hydroxypropyl cellulose, Croscarmellose sodium, Magnesium stearate,
Hypromellose 15¢ps, Polyethylene glycol 6000, Titanium dioxide, Talc, Indacol lake Brown.
2. DANG BAO CHE

Vién nén bao phim

M@ 1a: Vién nén bao phim hinh caplet, mau ndu, hai mat nhan, thanh va canh vién lanh lan.
3. CHI PINH

Thude duge chi dinh tir thang thir 4 dén hét thai ky dé du phong tinh trang thiéu st va thiéu
mau nguyén hong cau khong 16 trong thai ky. Thude khong duoc chi dinh dé diéu tri bénh
thiéu mau hdng cau khéng 16.

C6 bing chimg cho thay viée bo sung 100 mg sit nguyén té hang ngay & dang sit (1) (dang
ferrous) ¢6 thé ngan ngira tinh trang thiéu sit & phu nita ¢6 thai. Néu c¢6 thiéu sét nhe khi bit
déu ding SA-TP 322/0.35, thi ¢6 thé khic phuc bang cach tang hap thu sét.

Nhu cdu folate hang ngay tang manh trong ba thang cudi cua thai ky va c6 thé thdy biéu hién
giam sat manh & me. Pé dam bao murc folate binh thudng trong mé ctia me sau khi sinh, ¢an
bé sung hang ngay khoang 300 microgam trong 6 thang cudi cia thai ky. Viée bé sung folate
khong anh hudng t6i hinh anh méu trong bénh thiéu méu ac tinh Addison.

4. CACH DUNG, LIEU DUNG

Cich diung:

Dung dudng udng.

Liéu dung:

Ngroi lon:

Liéu dung khuyén cdo: 1 vién/lan/ngay, thuong bit diu str dung vao tun thir 13 ctia thai ky
dudi dang diéu tri dy phéng thuong quy hodc chon loc néu nong do hemoglobin dudi
11g/100m! (thdp hon 75% binh thuong).

Tre em:

Khong co bf‘;mg chimg vé viée dung SA-TP 322/0.35 cho tré em.
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5. CHONG CHI PINH

Qua man v4i bat ky thanh phan nao ctia thude

Bénh nhan thiéu hut Vitamin Bia. dai huyét sic té kich phat vé dém (PNH), bénh
hemosiderosis, bénh haemochromatosis (bénh tich tu s trong té bao gay ton thuong ma),
loét da day ta trang cdp tinh, truyén méau nhiéu ldn, viém rugt timg ving va viém loét dai
frang.

Bénh nhén thiéu mau khong phai do thiéu sat.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Dé xa tim tay va tdm nhin cua tré em vi ding qua liéu co thé gay tir vong.

Mot s& bénh nhan sau ¢t da day ¢6 biéu hién hdp thu sit kém. Can than trong khi diéu tri
thiéu mau do thidu sit & bénh nhan loét da day (4 trang da duoc diéu tri hodc kiém soat. Can
than trong khi diing acid folic cho nhitng bénh nhan cé thé ¢6 khéi u phu thude folate.

Vi thiéu mau do thiéu hut siit va vitamin B12 két hop hoac thiéu folate ¢6 thé thudc loai hff)ng
chu nho nén bénh nhéan thiéu mau héng ciu nho khang lai liéu phap dung sit don doc nén
duoe sang loc xem ¢6 thiéu vitamin B12 hogc folate hay khéng.

Ta duwoe

Thube nay ¢6 chia dudi 1 mmol (23 'mg) natri trong mdi vién, vé co ban duoc xem nhu
‘*khong chira natri’.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Thai ky

Can nhac st dung thude trong ba thang dau clia thai ky néu can thiét. Z3010]
Khong c¢6 hodc co rat it dir liéu vé viée su dung acid folic ¢ phy nir mang thai, do do mot IGNG
lwong nhoé phu nir mang thai khong dwoc bao vé bai liéu sinh ly. Can diéu tra vé su tién trién O PH
ctia bénh thiéu méau mic di da du phong bing thude. Jgc P

"
Cho con bu SOHA
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Chua biét lig¢u ferrous fumarate va acid folic/chat chuyén héa co dugce bai tiét qua sita me hay ¥ My

—
khong.

Khong thé loai trir nguy ¢o doi véi tré so sinh/tré nho.

[Khi nang sinh sin

Khong c6 dir liéu vé anh hudng cua thude dén kha nang sinh séan.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude khéng anh huong dén khi ning 14i xe va van hanh mdy moc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Tuwong tic thube

Sat lam giam su hap thu cta penicillamine. Cac hop chit sit lam gidm sinh kha dung cua
fluoroquinolones. levodopa, carbidopa, thyroxine va bisphosphonate.

Sur hip thu ca st va tetracycline ¢o thé bi giam néu su dung déng thoi.
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Su hép thu cua ca sat va k&m déu giam néu str dung déng thoi. Ding dong thoi voi thude
khang acid c6 thé lam giam hdp thu sit. Co-trimoxazole, chloramphenicol, sulphasalazine,
aminopterin, methotrexate, pyrimethamine hodc sulphonamides ¢o thé can trd qua trinh
chuyén hoa folate. Nong dé thudc chéng co giat trong huyét thanh ¢6 thé giam khi dung folate.
Cloramphenicol duong udng lam chdm qua trinh thanh thai sit trong huyét tuong, giin két sat
vao té bao hdng ciu va can tré qua trinh tao hong cau.

Su trc ché hap thu sit co thé xay ra néu dung chung véi cholestyramine, trientine, tra, trimg
hoac sira.

Dung sit duong udng co thé lam ting huyét ap & bénh nhan ding methyldopa.

Ca phé ¢6 thé 1a mét yéu 6 1am giam sinh kha dung cta sit. Neomycin ¢6 thé lam thay déi
su hap thu sit.

9.2. Twong ky cita thude

Do khong ¢6 céc nghién ctru vé tinh tuong ky cua thude. khéng trén 1an thude nay véi céc
thube khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tan sudt ctia cac phan img ¢6 hai duge phin loai nhu sau: rat thudng gip (> 1/10), thuong
gip (> 17100 dén < 1/10), it gdp (> 1/1.000 dén < 1/100). hiém gip (> 1/10.000 dén < 1/1.000).
rat hiém gip (ADR < 1/10.000), chua biét (khng thé udc tinh tir dir liéu sin cd).

o Tiae dung khdéng mong . ,:
Co quan hé thong . Tan suat
mudon

Hé mién dich Phan tmg dj (g T

Khé chiu ¢ duong tiéu hoa,
He¢ tiéu hoa chan @n, budn nén, nén, tio | Chua biét

bon, tiéu chay.

Hé than va tiét niéu Phan ¢o thé sam mau. Chura biét

Théng bdo ngay cho bdc st hodc dicge st nhitng tic dung khong mong muon gap phai khi
su dung thubce _

11. QUA LIEU VA CACH XU TRi

Tridu chitng

Céac triéu chimg va diu hiéu bao gdm dau bung. nén mira va tiéu chay xuét hién trong vong
60 phiit. Cé thé xay ra truy tim mach kém hon mé. Mét so bénh nhan sau dé sé hoi phuc. Mét
s6 bénh nhin sau khoang 16 gio. tinh trang xdu hon ¢6 thé xay ra bao gdm tic nghén mach
mau lan toa, phtt phdi, co gidt, v6 ni¢u, ha than nhiét, séc ning, nhiém toan chuyén hoa, bat
thuong dong méu va ha dudng huyét.
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Cén gy ndn ngay lap tuc, tiép theo tiém desferrioxamine mesylate qua dudng tiém tinh mach
cang som cang tot, sau do rira da day. Co thé cho bénh nhén udng stra vavhodc dung dich natri
bicarbonate 5%.

Hoa tan 2g desferrioxamine mesylate trong 2 dén 3ml nudce pha tiém va tiém bép. C6 thé bo
sung dung dich 5g desferrioxamine trong 50 dén 100ml chét long vao trong da day. Néu khong
c6 desferrioxamine, bd sung 300ml natri bicarbonate 1% dén 5% vao trong da day. Viéc bu
dich l1a diéu cén thiét.

Viéc phuc hdi c6 thé phic tap do dé lai di chimg lau dai nhu hoai tir gan, hep mén vi hogc
viém ndo nhiém dde cip tinh cé thé dan dén ton thuong hé thin kinh trung uong.

12. QUY CACH PONG GOt

Hop 10 vix 10 vién, vi Aluw/PVC

Hop 20 vi x 10 vién, vi Alu/PVC

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu kién bao guan: Noi kho rao. nhiét d6 duédt 30°C, tranh anh sang.

Han diing: 24 thang ké tir ngdy san xuét

Tiéu chudn chat lrgng: TCCS.

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

Tén co so san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Buong N1 - Khu cong nghiép Yén My 11, Thi trdn Yén My, Huyén Yén My, Tinh

Hung Yén, Viét Nam.




