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DE XA TAM TAY TRE EM
B0C KY HUONG DAN SU DUNG TRUGC KHI DUNG

Chi dinh
Cach dung- Lieu dung <] St Co so san xuat:

Chong chi dinh [fzas - Cang Ty Ca Phan Duge Pham Khanh Hoa
Than trong Sttduna Budng 2/4, Khom Bong Bac, P. Vinh Hoa,

Téc dung khong mong muan:| Thanh Ph& Nha Trang, Tinh Khanh Hoa
Va cac thong tin khac
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KATONIRON B9

“Dé xa tam tay tré em”
“Doc ky hwong dan sir dung trude khi dime”
( , b
“Thoéng bdo ngay cho bdc sy hodc dirge sy nhitng tde dung khéne mong mudn
) 8 04 4
gap phai khi sir dung thuoc”
“Néu can thém thong tin, xin hoi y kién bdc sp”

1. THANH PHAN CONG THU'C THUOC:
Mbi vién nén bao phim chira:
Théanh phdn duwgc chat: St (11) sulfat khd 160 mg (~ 50 mg Fe")

Acid folic 0,4 mg
Thanh phan td duwoc: Microcrystallin cellulose M101, tinh bot ngo, natri starch glycolat type A,
povidon K30, magnesi stearat, easpray film, hydroxypropyl methylcellulose (HPMC) 2910,
polyethylen glycol (PEG) 6000, polyethylen glycol (PEG) 4000, talc, titan dioxyd, mau ponceau
4R, syloid 244FP (Silicon dioxide), sepifilm gloss.

2. DANG BAO CHE:

Vién nén bao phim.

M5 ta san phdm: Vién nén tron bao phim mau do dam, mdt mat c¢6 vach ngang ¢ giira, mot mit c6
hinh luc gidc duoc khic truc tiép 1én mit vién, canh va thanh vién lanh lan.

3. CHI PINH:
Phong va diéu tri bénh thiéu hut st va acid folic & phu nir mang thai khi ché do an uéng khong
dam bao.

4. CACH DUNG, LIEU DUNG:

Cach dung: dung duong udng. Nén udng nguyén vién, khong bé, nhai hay nghién. Ubng truée
hogc trong bira 4n tuy theo sy dung nap cua da day- rudt.

Khong ¢ yéu cau dac biét vé xur Iy thube sau khi str dung.

Liéu lwong: 1 vién/ ngay trong thoi ki mang thai hodc theo yéu cdu cia bac si.

5. CHONG CHI PINH:

Qué man véi bat ki thanh phan nao cua thube.

Co thé thira sét: bénh mo nhidm sit, nhidm hemosiderin, thiéu mau tan mau.
Bénh nhan duge truyén méu nhiéu lan.

Bénh thiéu mau khéong do thiéu sét.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Cén than trong khi dung cho nguoi bénh ¢6 nghi ngo loét da day, viém rudt hdi hodc viém loét rudt
két man.

Vién nén bao phim chta sét c6 thé gy doc cho ngudi cao tudi hoic ngudi ¢6 chuyén vén ruot
cham.

Dé tranh xa tAm tay tré em vi qua liéu sit c6 thé gdy tir vong. Khong uéng thude khi nim.

Phai than trong khi dung acid folic dé diéu tri thiéu mau chua o nguyén nhan vi acid folic ¢6 thé
lam giam céc biéu hién thiéu méau do thiéu vitamin B12 nnung khong ngan chin duge céc triéu
ching than kinh, dan dén ton thuong than kinh rit nang.
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* Canh bdo td dugc:
Thube c6 chira ta duge Ponceau 4R nén ¢6 thé gy di ung.

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

Phu nit ¢é thai: cic két qua 1am sang cho thdy duong nhu khong ¢6 anh huong bt loi cua sit
sulfat 1én phu nit ¢6 thai dugc diéu tri. Vi vay, thube duoc chi dinh cho phu nit ¢6 thai bi thiéu hut
sat va acid folic.

Phu ni¥ cho con bii: acid folic va sit bd sung khong thai trir qua sita me va khong hap thu & tré so
sinh. Nong do cua thube ¢ tré so sinh 1a rat thip va khong thay c6 anh hudng dang ké. Vi vay,
thude ¢6 thé ding & phu nit cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thube khong anh hwong dén viée 14i xe, van hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC:

Twong tac cia thude

Tranh dung phdi hop sit voi ofloxacin, ciprofloxacin, norfloxacin.

Ubng dong thoi véi cac thube khang acid nhu calci carbonat, natri carbonat va magnesi trisilicat,
hodc voi nude cheé ¢6 thé lam giam su hép thu sét.

Sét ¢6 thé chelat hoa voi tetracyclin va lam giam hap thu cua ca hai loai thude. Sat ¢6 thé lam giam
hép thu cua penicilamin, carbidopa/levodopa, methyldopa, cac quinolon, cic hormon tuyén giap va
cac mudi kém.

Sulfasalazin: lam giam hép thu folat

Thube tranh thai duong udng: cac thube tranh thai udng lam giam chuyén hoa cua folat va gay
giam folat va vitamin B12 & mot muire d nhét dinh.

Céc thude chong co gidt: Néu dung acid folic d& nhim b sung thiéu folat c6 thé do thube chdng co
gidt gay ra thi ndng do thube chdng co giat trong huyét thanh c6 thé bj giam.

Cotrimoxazol: cotrimoxazol lam giam tac dung diéu trj thiéu mau nguyén hong cau khong 16 cua
acid folic.

Twong ky ciia thude

Do khéong ¢6 céc nghién ctru vé tinh tuong ky cua thuée, khong tron 1an thude nay véi céc thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Cic tan suat phéan #ng c6 hai ciia thudc dwge phin loai nhw sau: Rdr thuong gap (ADR > 1/10),
thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100) hiém gap (1/10.000 < ADR <
1/1.000), rat hlem gdap (ADR < 1/10.000) va khéng ro tan sudt (khéng wéc tinh dwoc tan sudt tiv
cdc dir liéu san co)

- Lién quan dén sét:

It gap: mot sb phan tng phy ¢ duong tiéu hoa nhu dau bung, budn nén, non, tdo bon. Phan den
( khong c6 y nghia lam sang).

Hiém gdp: ndi ban da.

Da thay thong béo c6 nguy co ung thu lién quan dén du trit qua thira sit.

- Acid folic: hiém gdp céc tridu chimg ngira, nbi ban, may day. C6 thé c6 rdi loan tiéu hoa.

Luwu y: Théng bdo cho bdc sy nhitng tic dung khong mong muén gip phai khi sir dung thuéc.
*Huwéng dan xiv tri ADR:
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C6 thé han ché cac ADR khong thuong xuyén bing cach udng lidu thép sau tang dan, hodc ubng
cung mot it thirc an.

11. QUA LIEU VA CACH XU TRi:

- Triéu ching: Dau bung, budn non, ndn, ia chay kém ra médu, mét nudce, nhiém acid va sbe kém
ngl ga. Lic nay co thé co mot giai doan tudng chimg nhu da binh phuc, khong c6 triéu ching gi,
nhung sau khoang 6 - 24 gid, cac triéu chimg lai xuét hién tro lai v6i cac bénh dong mau va truy
tim mach. Mot s biéu hién nhu: sbt cao, giam glucose huyét, nhidm doc gan, suy than, con co giat
va hon mé. DE c¢6 nguy co thing rudt néu udng lidu cao. Trong giai doan hdi phuc c6 thé ¢ xo gan,
hep mon vi. Ciing c6 thé bi nhiém khuén huyét do Yersinia enterocolia.

- Xt tri: Rua da day ngay bang sira (hodic dung dich carbonat). Néu ¢6 thé, dinh luong sit huyét
thanh. Sau khi rua sach da day, bom dyung dich deferoxamin (5 - 10 g deferoxamin hoa tan trong 50
- 100 ml nuéce) vao da day qua dng thong. Néu can nang cao huyét 4p, nén dung dopamin. Tham
phan néu ¢6 suy than. Diéu chinh cn bang acid base va dién giai, ddng thoi ba nude.

12. PAC TINH DUQC LUC HOC:
Sat (1) sulfat: Co thé dung céc ché phém c6 st dé didu tri cac bat thuong vé tao héng cau do thiéu

sat. Sat khong kich thich tao hong cau ciing khong chita cac rdi loan hemoglobin khéng do thiéu sét.

Ngoai ra, ding st ciing c6 thé lam giam nhe mot s6 bidu hién khac cua thiéu sét nhu dau lui. nudt
kho, loan dudng méng chan, tay, nirt ké & goc moi.
Acid folic: la mét vitamin hoa tan trong nudc thude nhom B. Ddi véi ngudi, acid folic trong thirc
an can thiét dé téng hop nucleoprotein va duy tri tao hdng cau binh thuong. Trong co thé, acid folic
bi khur thanh tetrahydrofolat hoat dong nhu mdt coenzym trong nhiéu qué trinh chuyén héa bao
gom tong hop purin va thymidylat cua acid nucleic.

13. PAC TiNH DUQC PONG HOQC:

- Sét (11) sulfat: hap thu sét phtrc tap va bi anh huong bai nhiéu yéu t6 nhu dang thubc, liéu lugng,
du trit sdt, muc do tao h@)ng cau va ché do an. St c6 thé duoc hép thu sudt theo chidu dai cua
duong tiéu hoa, nhung duoc hép thu manh nhét ¢ ta trang va doan dau hdng trang. Su hép thu st
c6 thé tang boi su tiét acid cua da day hay acid tir ché do an va sét dang hem. Hap thu ciing tang
trong & nguoi thiéu sit va giam & ngudi da thira sét. Khoang 5 - 15% sat trong ché do an duoc hép
thu & ngudi khoe manh va 10 - 30% & nguoi thiéu hut sit. Sau khi hdp thu, phén 16n st gin véi
transferin, dwgc van chuyén dén tuy xuong va sap nhap vao hemoglobin. Phan con lai duoc luu trit
dué6i dang feritin, mot sb it & hemosiderin. Chuyén hoéa st xay ra trong mot hé théng hau nhu khép
kin. Pa s6 sat dugc giai phong do pha hily hemoglobin dugc co thé tai sir dung. Luong sit bai tiét &
nam khée manh chi bang 0.5 - 2 mg. Bai tiét nay chu yéu qua phén va do bong cac té bao nhu da,
niém mac dudng tiéu héa, méng va toe: chi mot lwong vét sit duoc dao thai qua mat va md hoi.

- Acid folic: hép thu nhanh & dudng tiéu hoa, chi yéu & doan dau (ta trang va hong trang). Acid
folic tong hop ¢6 sinh kha dung 1a 100% khi udng lic doi. Acid tetrahydrofolic va cac din chét
dugc phén bd vao tit ca cac md trong co thé. Folat du trit chu yéu & gan va tap trung nhiéu ¢ dich
ndo tuy. Acid folic ¢6 phan bd vao sira. Acid folic bi khir va methyl héa nhidu & gan. Thude duoc
bai tiét qua nude tiéu, luong dao thai ty 1é thuan véi liéu dung.

12. QUY CACH PONG GOI: Hop 3 vi x 10 vién, Hop 10 vi x 10 vién.

13. PIEU KIEN BAO QUAN: Du6i 30°C, noi khé rdo, tranh anh sang.
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14. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xut.

15. TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM KHANH HOA

Dia chi: Pudng 2/4, Khém Dong Bac, Phudng Vinh Hoa, Thanh Phd Nha Trang, Tinh Khanh Hoa

Nha Trang, ngay /4 thang 40 nam 2024 e~(\/
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