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SAMELIC

1. TEN THUOC
SAMELIC

2. THANH PHAN
Mbi vién sui chira:
Sat (dudi dang sat (I11) hydroxyd polymaltose) ...... 100 mg
AcidfOlic ..o, 0,35 mg

T4 dugc co tac dung d3 biét: Sodium carbonate, sodium bicarbonate, saccharin sodium,

sorbitol.

Dé biét danh sach diy du cac ta dugc, xem phan 6.1.

3. DANG BAO CHE
Vién sui

Vién sui canh va thanh vién lanh lan.

4.DUQC LAM SANG
4.1 Chi dinh
Chi dinh chinh: du phong thiéu sét va acid folic cho phu nit mang thai.

Thiéu méu thiéu sit do bat ky nguyén nhén nao, cic truong hop thidu sit, ngudi sau cit da
day.

4.2 Liéu dung va cach dung

Nguoi 16n: 1-2 vién/ngay.

Tré em trén 6 tudi: 1 vién/ngay.

Céc vién sui duge hoa tan trong 1 cbc nude va udng, tot nhat 14 udng trude bira an.

Khi diéu tri bing cac ché phim chira sit ¢6 thé gay ra hién twgng phan den.



https://trungtamthuoc.com/

Théi gian diéu tri: PSi v6i ngudi 16n va thanh thiéu nién trén 12 tudi, st dung liéu 100 mg
sat/ngdy thoi gian diéu tri dugc x4c dinh theo bang sau:

Thoi gian diéu tri (tuin)
Trong lwong
co thé (ke) Hb Hb Hb Hb Hb Hb

6,0e%* | 7.5¢%” | 9,0¢% | 10,58% 12¢% | 13,5¢%
35 7 6 7 6 5 4
40 8 7 8 7 6 5
45 9 7 8 7 6 5
50 9 8 9 7 6 5
55 10 9 9 8 6 5
60 11 9 10 8 7 5
65 12 10 10 9 7 5
70 12 11 11 9 7 5
75 13 11 11 9 7 6
80 14 12 12 10 8 6
85 15 13 12 10 8 6
90 15 13 13 11 8 6

*: Phwong phap diéu tri duoc liwa chon & nhitng bénh nhén c6 gia tri huyét sic t6 thip hon 9
2% la tiém tinh mach. Néu khong thé tiém tinh mach, dung ché phim sit duéi dang udng
v6i liéu 200 mg sat nguyén té/ngdy trong 2 tuan, sau d6 giam liéu xudng con 100 mg/ngay.

4.3 Chéng chi dinh

Qua man cam vdi sat hodc bit ky thanh phan nao cua thude.

Thiéu mau khong thiéu sat, trir khi ¢6 bang ching thiéu sat.

Bénh thiéu mau tan mau man tinh (thalassemia (tan mau bam sinh)), hoi chimg hdng cau
hinh liém), thiéu mau sideroblastic (nhu nhimg ngudi cin dung pyridoxin), thiéu méau do
bénh min tinh hoc rdi loan chuyén hoa porphyrin.

Xo gan do ling dong, thuong do ling dong mot lrgng sit dang ké trong gan.

Thiéu mau hong cau khong 16 do thiéu vitamin B12, thiéu méu do thiéu acid folic (do ham
lwong acid folic trong vién thap).
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4.4 Than trong

Khong str dung thudc trong truong hop thiéu mau khong rd nguyén nhan. Diéu tri thiéu mau
héng ciu khéng 16 khi chwra dugce chian doan chinh x4c c6 thé 1am ning thém céc triéu
chirng trén than kinh.

Su xuit hién cua hién twgng phan den khéng phai 14 Iy do dé ngimg thudc.
Bénh nhén ¢6 can bing sit binh thuong nén tréanh sir dung thude kéo dai.

Ngimg dung thudc khi bénh nhan c6 céc triéu chimg nghiém trong cla sy khéng dung nap
thude.

Canh bao ta dwoc:

Ché pham c6 chtra sorbitol: Bénh nhin c¢6 cac di truyén hiém gip vé van dé khong dung
nap fructose khong nén ding thudc nay.

Ché pham c6 chira khoang 222,61 mg sodium (natri)/vién. Than trong khi str dung cho bénh
nhén c6 ché @ 4n can kiém soat natri.

4.5 Twong tic thudc

Thudc khang acid, enzym tuy va cholestyramin lam giam hép thu sit.
Allopurinol lam tang ling dong sét trong gan & bénh nhan xo gan.

Sét 1am giam hép thu tetracyclin. Nén dung 2 thudc cach nhau it nhat 2 gio.

O nhimg bénh nhan thiéu acid folic, viéc diéu tri bang acid folic c¢6 kha ning lam ting
chuyén héa phenytoin, din dén giam ndng d¢ cta thudc trong huyét thanh.

Nén tranh sir dung ddng thdi acid folic va thude tranh thai.

4.6 Kha nang sinh san, phu nir ¢6 thai va cho con bu
Thubc duoc chi dinh nhu mét liéu phap diéu tri hodc du phong thiéu sit va acid folic trong
thai ky.

Thudc ¢6 thé dugc sir dung trong thoi ky cho con bu.

4.7 Anh huéng dén kha niing lii xe va vin hanh may méc

Thudc khong anh hudng dén kha néang lai xe va van hanh may maoc.



https://trungtamthuoc.com/

4.8 Tac dung khong mong mudn

Thude it gdy ra cac tac dung khong mong muon. Cac tac dung khéng mong mudn c¢6 thé
xay ra nhu: Budn non, non, tiéu chay hodc dau bung. Su xuat hién cia céc triéu chimg trén
phu thude vao liéu va thudng gidm khi giam li€u.

Phan tng di (g 14 rit hiém.

O tré so sinh, khi sir dung sét dang 16ng, c6 thé giy xin mau rang.

Béo cdo tic dung phu cua thudc

Viéc bao cao cac taic dung khong mong mudn sau khi thuéc duge phé duyét 1a rit quan
trong. N6 cho phép tiép tuc theo ddi danh gié lgi ich / rii ro cua thube. Céc chuyén gia
cham séc ste khoe duge yéu ciu bao céo bat ky tac dung khong mong mudn nio téi:

Trung tdm DI &ADR Quéc gia
13 - 15 L& Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

4.9 Qui liéu
Doc tinh cép tinh cia sit polymaltose rat thip nén ngé ddc sau khi vé tinh ding qua lidu
duoc coi 1a khong dang ké.

5. CAC PAC TINH DUQC HQC

5.1 Pic tinh dwoc luc hoe

Nhém duoc 1y: Ché phim sit két hop véi acid folic.
Ma ATC: BO3AD

Phire hop sit (IIT) hydroxyd polymaltose dac trung boi kha nang tan tét trong nmrée va
khong bi ion héa nhu cac mudi sit thong thuong. Do d6, n6 khong gay kich (g niém mac
da day, khong lam xin mau rang va dugc dung nap t6t & tAt ca cac bénh nhan. Phuc hop sit
(IIT) hydroxyd polymaltose cé thé dugc udng trudce, trong hodc sau bita dn. Phirc hop sét
(IIT) hydroxyd polymaltose la mot ngudn bd sung sit trong cac truomg hop thiéu méu thiéu
sét vi n6 duge hap thu nhanh, mirc d6 hép thu cao va dat duoc sy ting huyét sic t6.

350 pg acid folic c6 trong cong thire la liu lrgng hang ngay can thiét dé bo sung acid folic
cho phu nir ¢6 thai.
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5.2 Pic tinh dwgc dong hoc

Lwong sét trung binh dwgc cung cép tir ché d6 an hang ngay 1a 18-20 mg/ngay, trong d6 chi
c¢6 khoang 5-10% (1-2mg/ngay) dwgc hap thu & nguoi binh thuong.

Luong sit duoc hip thu ting 1én (20-30%) trong cac trudong hop thiéu st hodc ting tao
mau.

Sat duge hap thu & ta trang va doan dau cua hong trang théng qua co ché van chuyén tich
cuc va sy hip thu sit bi anh hudng boi lidu ding,

Liéu cao lam tang hap thu sit, mic du téc do hap thu giam.

5.3 Dir liéu an toan tién lim sang

Khoéng ap dung.

6. CHI TIET SAN PHAM

6.1 Danh muc ta dwgc

Anhydrous citric acid, tartaric acid, sodium carbonate, sodium bicarbonate, sorbitol,

saccharin sodium, polyethylen glycol 6000, hwrong dau.
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6.2 Tuwong ky
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Khéng 4p dung

6.3 Han sir dung
36 thang ké tir ngay san xuat

6.4 Lwu y dac biét trong bao quan
Noi khé rdo, tranh anh sang, nhiét do dudi 30°C

6.5 Quy cach dong goi
Hop 2 vi, 3 vi, 4 vi, 5 vi, 10 vi x vi 4 vién, kém t& hudng dan st dung.

Hop 1 tuyp 10 vién, hop 1 tuyp 20 vién, kém t& huéng din sir dung.
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6.6 Lwu ¥ diic biét dé tiéu hiy va xit Iy khc

Khéng c6 yéu cau dic biét.

6.7 Tiéu chuin chit lugng
TCCS

7. TEN VA PIA CHI CUA CO SO SAN XUAT

CONG TY CP DUQC VTYT HA NA

Cum CN Hoang Dong, Duy Tién,

S———



