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Femancia

Sat fumarat 305mg (Tueng ting sat 100mg)
Acid folic 350mcg

MEDISUN

Hép 6 vi x 10 vién nang ciling

GMP - WHO

Compositions: Each capsule contains Specifications: Manufacturer’s.
| Ferrous fumarate...........cccuree...305Mg  Bdo quan/Storage: Store in dry place,
(Equivalent Ferrous 100mg) below 30°C.
Aol foec 350MCG  Keep out of reach of children
Excipients qsf........ 1 capsule Carefully read the i
Indication, Contraindication, Adminis-  >tructions before use.
tration - Dosage and other information :
See the package insert inside.
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Box of 6 blisters of 10 capsules




ras.com/drug/
HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Tén thubc: FEMANCIA

2. Thanh phan: Mai vién nang citng chira:
Sit fumarat 305mg
Twong ing st 100mg
Acid folic 350ug
T4 duogce vd 1 vién

(Ta dwgc gc‘;inh bét san, gelatin, natri lauryl sulfat, bét tale, magnesi stearat).

3. Dang bao ché: vién nang cirng
4. Dic tinh dwge lue hoe, dwge dong hoc:
- Duge lue hoc:
Sat fumarat: Dang c6 ham lugng sat cao (33 yéu t& quan trong tham gia vao cdu tao
Hemoglobin va qua trinh oxy hoa cac mo song) la mot thanh phén ctia huyét sic t6, c6 nhiéu
nghién ctru ting ho gia thuyet rang viéc thiéu chat st ¢6 anh huong bat loi dén kha nang hoc &
tap va kha nang giai quyét cac van dé tré em tudi con hoc. Tré em thiéu mau duge didu tri bing /=,
chét sit 1am gia tang ty 1é tang cAn va cai thién ky nang tdm 1har1 van dong (phan tmg nhanh, :

chinh xac) hon tré em thiéu mau ding placebo. Khi thiéu hut sit co thé khong chi c¢6 su thay
doi sur tao mau, ma con thay doi chire nang cua nhiéu enzym quan trong. Do vay bd sung st
la bién phap rat quan trong dé diéu tri thiéu méau nhugce sic.
Acid folic: 1a vitamin thudc nhém B. Trong co thé, né duogc khir thanh tetrahydrofolat 1a
coenzym cuia nhiéu qua trinh chuyén hoa trong do co téng hop cac nucleotid ¢6 nhan purin
hodc pyrimidin; do vay anh huong Ién tong hop DNA. Khi ¢o vitamin C, agid folic :
chuyén thanh leucovorin 1a chat can thiét cho su tong hop DNA va RNA. Acid wyéu to
khong thé thiéu duoc cho tong hop nucleoprotein va tao hong cdu binh thuong; hleu acid folic
gdy ra thiéu mau nguyén hong cau khong 16 giéng nhu thiéu méau do thiéu vitamin B>
- Duge dong hoc
* Scit fumarat:
+ Hap thu: Khi ubng st dugce hép thu tai ta trang va phan déu cta hang trang khoang 5-10%
luong udng vao co thé van chuyén tich cue. Ty 1€ nay ¢6 thé tang dén 20-30% néu du trir sét
bi thiéu hut hoic cO tinh trang gia tang san xuat hong cau. Thure an, cac photphat, phylat ¢6 thé
lam giam hap thu sat. Cac muoi sat I1 dé hap thu hon cac mudi sat I1I gap 3 lan.
+ Phén bé - Chuyén hod: Sit dugc chuyén hoa trong huyet twong dudi dang transferrin dén
dich gian bao, cac mo nhit la gan va trlr & dang ferritin. Sat dugc dua vao tuy do xuong dé tré
thanh mdt thanh phén cta huyet t6 trong hong cau, vao trong co thé thanh mot thanh phan cuia
myoglobin. Hai noi du trir sit 16n nhét 12 hdng cau va hé vong ndi mo.
+ Thai trir: Sit duge thai trir khodng 1mg/ngdy ¢ nam khoé manh, da s6 qua dudng tiéu hod
(Mat, té bao niém mac tréc), con lai qua da va nude tiéu; & phu nir sit thai thém qua duong
kinh nguyet c6 thé dén 2mg/ngay.

* Acid folic.
+ Hadp thu: Thudc gidi phong nhanh ¢ da day va hap thu chu yéu ¢ dau doan rudt non.
+ Phdn bé - Chuyén héa: Acid folic trong ché do an binh thuong dugc hip thu rat nhanh va
phan bd cac mé trong co thé. Thude duge tich trir cht yéu & gan va dugc tap trung tich cuc
trong dich ndo tuy.
+ Thai trir: Mdi ngay khoang 4-5 microgam dao thai qua nude tiéu. Udng acid folic liéu cao
lam luong vitamin dao thai qua nudc tiéu tang 1én theo ty I1¢ thuan. Acid folic di qua nhau thai
va ¢0 ¢ trong slra me.
5. Quy céach dong goi:

Hop 6 vi x 10 vién. Kém theo to huong dan str dung thude.

6. Chi dinh, liéu ding, cich dung va chéng chi dinh:
- Chidinh:
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Piéu tri cac truong hop thleu méu do thiéu cung cip hodc mat chét sét va cac yéu tb tao mau.
Cac truong hop tang nhu cdu tao mau nhu & phu ni¥ ¢6 thai, cho con bu, nguoi suy dinh dudng,
thoi ky hau phau, giai doan phuc hoi sau bénh ning.

- Cach dung va liéu ding:

+ Dung thudce tot nhét khi bung doi. C6 thé dung vai thire an dé giam kho chiu dudng tiéu hoa.
+ Nguoi 16n udng 1 vién /ngay trude khi an.

+ Tré em: Khong khuyén céo sir dung.

- Chéng chi dinh:

Man cam v6i mot trong cac thanh phan cta thude, chung nhiém sic t6 sit, loét da day tién
trién, truyen méu l3p lai, viém rudt non timg ving, viém loét dai trang, thiéu mau khong do
thiéu sit.

7. Than trong:

- Sét fumarat:

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

Thoi gian diéu trj thiéu méu do thiéu sit khong bién chimg thuong khong nén vuot qua 6 thang.
Do thiéu méau do thiéu sat két hop va Vitamin Bi> hogc thiéu chat folat co thé 1a bénh thiéu vi ===

0634
lwgng, bénh nhan thiéu méu tiéu cau khong dung nap véi diéu tri bing sit nén duoc kiém tra —
xem c¢6 thiéu Vitamin B> hay folat hay khong. ONG TY
- Acid folic: :6 PHAN

I0C PHA

Khong dugce dung acid folic riéng biét hay dung phoi hop voi vitamin By voi lidu khong du
dé diéu tri thiéu mau nguyén hong cau khong 16 chua chan doan dugce chic chin. Cac ché phdm
da vitamin ¢6 chira acid folic o the‘nguthlen} vi che(lap mirc do thiéu thuc su vitamin Blg\i}iﬁﬁ\?
trong bénh thiéu mau nguyén hong cau khong 16 do thi¢u vitamin Ba.

Miic du acid folic c6 thé giy ra dap img tao mau & nguoi bénh bi thiéu mau nguyén hong cau

khdng 16 do thiéu vitamin By> nhung van khong duge ding né mot cach don doc trong trudng .
hop thiéu vitamin By2 vi né ¢6 thé thic dy thoai hoa tiy sdng ban cap.

Can than trong & ngudi bénh ¢é thé bi khdi u phu thuge folat.

- Thude c6 chira ta dugc lactose: Bénh nhan mac cac rbi loan di truyén hiém gip vé du a
galactose, chimg thiéu hut lactase Lapp hodc réi loan hip thu glucose- galactose khorjg nén
ding thube nay. , ’

- Ngudi ¢6 luong sit trong mau binh thuong tranh ding thude kéo dai. Ngung dung thude néu
khong dung nap.

- Phu ni¥ ¢6 thai va cho con bii: Thude dung duge cho dbi tuong nay.

- Sir dung cho nguwoi ldi xe va viin hanh may moc: Thude ding duge cho ngudi 1ai xe va van
hanh may moc.

8. Twong tic thude:

- St fumarat:

Khong ph01 hop thudc véi cac thude khang sinh nhu: Ofloxacin, ciprofloxacin, norfloxacin.
Udng dong thoi thude véi cac thude khang acid nhu calci carbonat, natri carbonat va magnesi
trisilicat hodc v6i nude che o thé lam giam hip thu sit. "

Sét c6 thé chelat hoa véi tetracyclin va lam giam hap thu cta ca hai loai thudc.

Sit ¢ thé lam giam hip thu cta pemcllamm carbidopa/ levodopa, methyldopa, céc quinolon,
cac hormon tuyén gidp va cac muoi kém

- Acid folic:

Hap thu cta thude co thé bi giam khi ding thude dong thoi véi sulphasalazin.

Céc thudc tranh thai dudng udng lam giam chuyén hoa cuia folat va gay giam folat va vitamin
B2 & mot mic do nhit dinh.

Cotrimoxazol lam giam tac dung diéu tri thiéu mau nguyén hdng ciu cua acid folic

9. Tac dung khong mong mubn ciia thude (ADR):

Hiém gdp, ADR<1/1000
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Duong tiéu hoa: dau bung, budn nén, non, tio bon. Phan den (khong ¢6 ¥ nghia [am sang).
Da: Ngira, ndi ban, may day.
Hudng dan cach xir tri ADR
C6 thé han ché cac ADR khong thudong xuyén bing cach ubng lidu thap, sau tang dan
Tuy nhién khi thdy céc hién twgng khac la phai nging st dung thude va hoi y kién ctia bac sy
hay dugc sy
10. Qua lidu va xiv tri:
- Triéu chitng qua liéu: Dung sit qua lidu co cac dau hiéu ngd doc nhu: Pau bung, budn nén,
non, ia chay kém ra mdu, mét nudce, nhiém acid va soc kém ngi ga. Luc nay ¢6 mot giai doan
twong nhu binh phuc, khong co triéu ching gi, nhung sau khoang 6-24 gio, cac triéu ching
xudt hién lai voi cac bénh dong mau va truy tim mach (suy tim do thuong tén co tim). Mot sb
biéu hién nhu: Sét cao, giam glucose huyet nhiém ddc gan, suy thn, con co gidt va hon mé.
Dé ¢ nguy co thing rudt néu udng liéu cao. Trong giai doan hoi phuc co thé c6 xo gan, hep
mon vi. Cling ¢6 thé bi nhiém khuén huyét do Yersinia enterocolica
- Diéu tri: Rira da day bang sira hodc dung dich carbonat. Sau khi rira sach da day, bom dung
dich deferoxamin vao da day qua bng thong. Trong trudong hop luong sit dung trén 60mg/kg
can ning, hogc khi c6 tri¢u chimg ning, d4u tién phai cho deferoxamiiitiém truyén tinh mach.
Liéu tiém truyén tinh mach 15mg/ kg/ gio dén khi hét triéu chimg va t i nfmg do Fe** giam
dudi mirc 60micromol/ lit. Cén thiét c6 thé dung liéu cao hon. Néu can g g cao huyet ap dung
dopamin, tham phan néu c¢6 suy than. Piéu chinh cin bing acid base“v‘ djEn giai, dong thoi bu
nuoc. &
11. Khuyén cdo: Khi thdy thube bi mdc, nhan thude in s6 16 S mo...hay c6 céc biéu
hién nghi ngd khac phai dem thude t6i hoi lai noi ban hodc noi san xuat theo dia chi trong don.
12. Diéu kién bio quin va han dung:
- Bao qudn: Noi kho, nhiét do dudi 30”(;.
- Han ding: 36 thang ké tur ngay san xuat. Khong dugc dung thube da qua han dung.
13. Tén, dia chi ctia co s& san xuat:
CONG TY CO PHAN DUQC PHAM ME DI SUN
Dia chi: $6 521, khu phd An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong
bién thoai: 0650 358 9036 - 0650 358 9298 - Fax: 0650 358 9297
14. Ngay xem xét sira doi, cip nhat lai ngi dung hwéng din sir dung thube:

Ngay......... thang.......... 5
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HUONG DAN SU DUNG THUOC CHO NGU'OI BENH

1. Tén thuéc: FEMANCIA

2. Khuyén cio:

“DPoc ky hudng dan sir dung trude khi dung”
“Pé xa tim tay tré em”

“Thong b,ao ngay cho bac sy hodic dugc sy nhitng tic dung khong mong mudn gdp phai khi sur

dung thude”

3. Thanh phin, ham lhrong: Mdi vién nang cirng chira.
Sét fumarat 305mg
Twong ung sdt 100mg
Acid folic 350pg
Ta dugce vd 1 vién

(Td dwge gom: Lactose, tinh bét sdn, gelatin, natri lauryl sulfat, bét talc, magnesi stearat).
4. MO0 ta san pham
Vién nang cimg so 0, mau do, khong nit vd, khong moép méo. Bén trong c6 chira bt thude
mau nau.
S. Quy cach dong goi:
Hop 6 vi x 10 vién. Kém theo to huéng dan sir dung thude.
6. Thubc diung cho bénh gi?
Céc truong hop thiéu maéu do thiéu cung cdp hodc mét chit st va cic yéu t tao mau. Céc
truong hop tang nhu cdu tao méau nhu & phu ni¥ ¢6 thai, cho con bi, nguoi suy dinh dudng, thoi
ky hau phau, giai doan phuc hdi sau bénh nang.
7. Nén diung thuoc nay nhw thé nao va liéu lwgng?
+ Duing thude tot nhét khi bung do6i. Co thé dung véi thire dn dé giam khoé chiu dudng tiu hoa.
+ Nguoi lon uong 1 vién /ngay trudc khi an.
+ Tré em: Khong khuyén cdo sir dung.
8. Khi nao khong nén dung thudc nay?
Min cam v6i mot trong cac thanh phan cta thude, ching nhiém séc t si a day tién
trié}n, tl:uyén mau 1ap lai, viém rudt non tirng vung, viém loét dai trang, thi¢u mau khong do

thiéu sat.

9. Tac dung khong mong mudn (ADR):
Hiém gap, ADR<1/1000 ’
Puong tiéu hoa: dau bung, budn non, ndn, tao bon. Phan den (khong c¢6 y nghia 1am sang). o

Da: Ngira, ndi ban, may day.

Hwéng din cach xir tri ADR

C6 thé han ché cac ADR khong thudng xuyén bing cach udng liéu thp, sau ting dan

Tuy nhién khi thiy cac hién tuong khéc la phai nging sir dung thudc va héi y kién cta bac sy
hay duoc s§. _

10. Nén tranh dung nhirng thube hodc thue phfim gi khi dang sir dung thude nay?

- St Jumarat:

Khong ph01 hop thude voi cic thude khang sinh nhu: Ofloxacin, ciprofloxacin, norfloxacin,
Udng dong thoi thude véi cac thude khang acid nhu calci carbonat, natri carbonat va magnesi
trisilicat hodic voi nude ché co thé lam giam hép thu sat.

S#t c6 thé chelat hoa véi tetracyclin va lam giam hip thu ctia ca hai loai thudc.

Sit ¢ thé lam giam hap thu cua penicilamin, carbidopa/ levodopa, methyldopa, cac quinolon,
céc hormon tuyén giap va cac mudi kém

- Acid folic: ) g '

Hap thu cta thudc ¢ thé bi gidm khi ding thudc dong thoi véi sulphasalazin. Cac thudce
tranh thai duong udng lam giam chuyén hod cua folat va gy giam folat va vitamin B2 & mot
mirc d§ nhat dinh.
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Cotrimoxazol lam giam tdc dung diéu trj thiéu mau nguyén hong cau ciia acid folic

11.Cin lam gi khi mot lan quén khong ding thudc?

Bé sung liéu ngay khi nh ra. Tuy nhién, néu thoi gian gian cach voi lleu tlep theo qua ngé.n
thi bo qua liéu da quén va tiép tuc lich dung thude. Khong dang lidu gap doi dé bu cho liéu da
bi bo 15.

12.Cén bao quén thude nay nhu thé nao?

Giir thude trong hop kin, ngoai tim voi ctia tré em.

Béo quan thude & noi kho, nhiét do khong qué 30°C.

13. Nhirng diu hiéu va triéu chirng khi dung thube qua lidu?

Dung sat qua liéu co cic dau hiéu ngd doc nhu: Pau bung, budn nén, non, ia chay kém ra mau,
mat nude, nhiém acid va sdc kém ngu ga. Luc nay c¢6 mot giai doan tudng nhu binh phuc,
khong c6 tri¢u chirng gi, nhung sau khoang 6-24 gid, cic triéu chimg xuz’it hién lai voi cac bénh
dong mau va truy tim mach (suy tim do thuong ton co tim). Mot s6 biéu hién nhu: Sét cao,
giam glucose huyét, nhiém doc gan, suy than, con co giat va hon mé. Dé ¢6 nguy co thing rudt
néu udng liéu cao. Trong giai doan hoi phuc c6 thé c¢o xo gan, hep mén vi. Ciing ¢6 thé bj
nhiém khuan huyét do Yersinia enterocolica \00634;
14. Cin phai lam gi khi ding thudc qua liéu khuyén cdo? .
Rira da day bang sira hodc dung dich carbonat. Sau khi rira sach da day, bom dung dich ¢&put
deferoxamin vao da day qua ong thong. Trong truong hop lugng sit dung trén 60mg/kg cénDbUGC PH
nang, hodc khi co triéu chimg néng, dau tién phai cho deferoxamin tiém truyen tinh mach. LiduMEDIS
tiém truyén tinh mach 15mg/ kg/ git dén khi he‘g triéu ching va t6i khi nong do Fe?| giam du6iny> e
mirc 60micromol/ lit. Can thiét ¢6 thé dung liéu cao hon. Néu can néng cao huy§ty dung\h-l#
dopamin, thim phan néu c6 suy than. Diéu chinh c4n bing acid base va dién giai, ddng thoi bu

nudc.

15. Nhitng diéu cin than trong khi ding thudc nay?
- Sit fumarat:

Cén than trong khi diing cho ngudi bénh ¢6 nghi ngo loét da day, viém rudt hoi hodc viém loét

rudt két man.

Thoi gian diéu tri thiéu mau do thiéu sit khong bién chimg thuong khong nén vuot qua 6 thang.

Do thiéu mau do thiéu sit két hop va Vitamin By hoac thiéu chat folat co thé 12 bénh thiéu vi N
lurong, bénh nhan thiéu mau tiéu ciu khong dung nap voi diéu trj bang sit nén dugc kiém tra :
xem ¢6 thiéu Vitamin B2 hay folat hay khong.

- Acid folic:

Khong dugc dung acid folic riéng biét hay dung phdi hop véi vitamin By voi liéu khong du
dé diéu tri thiéu mau nguyén hong cau khong 16 chua chan doan dugc chic chin. Cac ché pham
da vitamin c6 chira acid folic co thé nguy hiém vi che lap mire do thiéu thyuc sy vitamin B>
trong bénh thiéu mau nguyén hong cau khong 16 do thiéu vitamin By..

Mic du acid folic ¢6 thé gay ra dap ung tao mau o ngudi bénh bi thiéu mau nguyén hong céu
khdng 16 do thiéu vitamin B> nhung vén khong duge dung no mot cach don dgc trong truong
hop thiéu vitamin B2 vi n6 ¢6 thé thuc day thoai héa tity séng béan cap.

Can than trong & ngudi bénh ¢6 thé bi khdi u phu thudc folat.

- Thude ¢6 chira ta dugc lactose: Bénh nhan mac cac rdi loan di truyén hiém gip vé dung nap
galactose, chimg thiéu hut lactase Lapp hodc rdi loan hap thu glucose- galactose khong nén
ding thude nay.

- Ngudi ¢6 lugng sit trong mau binh thuong tranh ding thube kéo dai. Ngung dung thude néu
khong dung nap.

- Phu ni¥ ¢6 thai va cho con bii: Thude dung duge cho doi tuong nay.

- Sir dung cho nguoi lai xe va van hanh may moéc: Thude ding dugce cho ngudi 1ai xe va vén
hanh may moc.

16. Khi nao can tham van bac sy, duge sy?

Khi can thém thong tin vé thude xin hoi y kién ctia bac sy hay dugc sy.
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Khi thdy c6 nhiing tac dung khong mong mudn gap phai khi sir dung thude.

Khi dung thuée ma thay tri¢u chirng cua bénh khong thuyén giam.

17. Han ding cia thude:

- Han ding: 36 thang ké tir ngay san xudt. Khéng dwge dung thude da qua han dung.

* Luu y: Khi thiy thude bi mde, nhan thude in s6 16 SX, HD md...hay c¢6 cac biéu hién nghi
ngd khac phai dem thude téi hoi lai noi ban hoﬁc noi san xuét theo dia chi trong don.

18. Tén, dia chl, bleu twong cua nha san Xuat:

CONG TY CO PHAN DUGQC PHAM ME DI SUN

Dia chi: $6 521, khu pho An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh B ong

Dién thoai: 0650 358 9036 - 0650 358 9298 - Fax: 0650 358 9297

MEDISUN

19. Ngay xem xét sira doi, cip nhit Iai ndi dung huéng din sir dung thude:

TUQ.CUC TRUONG
P.TRUCNG PHONG

Y Mindy, H fﬁ?y



