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To hwéng din sir dung

o6 PHAN, ) CHEWKALCI
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Dé xa tim tay tré em

Doc ki hiwong din sie dung trude khi diong

1. THANI PHAN CONG THUC THUOC
Mdi vién nén nhai chira:

Thanh phan hoat chit:

Soditn Al@NALE: . . v ssmesons 250 mg
Sodium bicarbonate.............106,5 mg
Calcium carbonate...............187,5 mg

Thanh phin ti dwpe: Polycthylene glycol (PEG 6000). Hypromellose (HPMC 50cps).
Xylitol, Sorbitol, Sucralose. Magnesium stearate, 1luwong bac ha.

2. DANG BAO CHE
Vién nén nhai.

Mé ti dang bao ché: Vién nén nhai hinh tron, mau trang, bé mat vién nhan. thanh va canh
vién lanh lian, vi ngot, huong bac ha.

3. CIi DINH

Diéu tri céc tri¢u ching cua trao nguoe da day — thue quan nhu trao nguoc acid, ¢ nong va
kho tidu, nhu sau bita dn hodc trong khi mang thai, hodc céc tri¢u chimg thira acid da day
(tang tiét acid).

4. CACH DUNG, LIEU DUNG

Cach duang

Dung duong uéng. Nhai k§ vién trude khi nudt.

Liéu ding

Neudri 16n va tré em tir 12 wdi try 18n: 2-4 vién/ln, 16i da 4 1an/ngdy, sau bira dn va trude
khi di ngu.

Tré¢ em dudi 12 wdi: Chi dung theo 101 khuyén cua béc si.

Neuoi cao tudi: Khong céin didu chinh lidu dbi voi nhom udi ndy.

Neuoi suy gan: Khong cn diéu chinh li¢u.
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G CHI DINH

voi bat ky thanh phédn nao cua thuoc.

ude nay co chira 223,56 mg natri trong mdi lidu 4 vién, twong duong 11,18% luong
natri t6i da duoe khuyén nghi hang ngay ciia WIIO, lugng natri t6i da mdi ngay dugc
khuyén cdo cho ngudi lon 1a 2 g.

Licu ti da hang ngay cia san pham nay tuong duong véi 44,71% lugng natri t6i da
duoc khuyén nghi hang ngay cua WIIO.

San pham nay duge coi la ¢6 ham lugng natri cao. Diéu ndy cin duoge dic bidt luu ¥ dbi
véi nhitng ngudi co ché dé @n it mudi (vi du trong mot sd truomg hop suy tim sung huyét
va suy than).

Mai liéu 4 vién chita 300 mg calci. Cin than trong khi diéu tri cho bénh nhan tang calci
huyét, nhiém calci thin va soi calci than tai phat.

Thong thudmg thudc nay khéng duoc khuyén ding cho tré em dudi 12 tudi, trir khi ¢o
101 khuyén cua bac si.

Néu cac triéu chirng khong cai thién sau 7 ngay. nén di kham dé duge tu vin y €.
Ciing nhu céc san pham khéng acid khac, dung san phidm nay c6 thé che gidu cac tri¢u
chimg cua cac tinh trang bénh ly {iém 4n nghiém trong khac.

Thude ¢6 chita xylitol: ¢6 thé gay tic dung nhdn trang nhe. Mic calo ticu thu 2.4 keal/g
xylitol.

Thude ¢o chita 50 mg Sorbitol trong mdi vién nén nhai. Sorbitol ¢o thé gay tac dung
nhén trang nhe. Sorbitol 12 nguon dinh dudng giau fructose, bénh nhdn b rdi loan khéng
dung nap [ructosc do di truyén khéng nén duge chi dinh thude nay.

Khoéng nén su dung thude trong cac trudmg hop:

+ Bénh nhén bi suy giam chirc nang than/suy thén.

+ Bénh nhéin bi ha phosphat mau.

g

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

Phu nir co thai

Mot lugng dir li¢u vira phai vé& phu nit mang thai (tir 300-1000 két qua mang thai) cho thiy
cic hoat chdt khong gdy di tit hodc gdy ddc cho thai nhi/tr¢ so sinh.

Dua trén kinh nghiém nay va kinh nghiém truge do, san phim thude ¢6 the duge su dung
trong thoi kv mang thai va cho con bi, néu can thict v¢ mat lam sang.

Tuy nhién, ¢é tinh dén sy hicn dién cua calci cacbonat nén han ché thoi gian dicu tri cang

nhi¢u cang 161.
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) tdc dung nao cua cac hoat chat dwoc ghi nhin ¢ wré so sinh/tré so sinh bu stra me
me duoc diu tri. San phim nay ¢6 thé duoc str dung trong thdi gian cho con

ang sinh sian :

chién ctru tién lam sang trén dong vat da cho thiy alginate khong gy anh hudng bét
loi dén kha ning sinh san hodc qua trinh sinh san cta bd me hay con cai.

D liéu 1am sang khong cho thdy thude nay ¢6 anh hudng dén kha ning sinh sin cta con
nguol.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN ITANII MAY
MOC

San phim nay khong ¢6 hodc anh huong khong dang ké dén kha néng ldi xe va van hanh
may moc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tdc cia thube

Twong tic thude

« Do thude chira calci va carbonate, tac dung nhu mot thude antacid. nén ¢én nhac khoang
thoi gian 2 ior giita viée sir dung san pham nay va sir dung cdc san pham thude khace, dac
biét la thude khiang histamin Iz, tetracycline, digoxine, [luoroquinolone, mubi sat.
hormone tuyén giap, ketoconazole, thude an than, thyroxine, penicilamin, thude chen beta
(atenolol, metoprolol. propanolol), glucocorticoide, chloroquine, diphosphonate va
estramustine.

9.2. Twong ky cia thube

Do khong ¢6 cdc nghién ciu vé tinh twong ky cia thude, khong tron lin thude nay véi cic
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan (mg ¢6 hai cta thude (ADR) dugc phén loai theo tan suat xay ra: rat thuong gip
(ADR > 1/10), thuémg gdp (1/100 < ADR < 1/10), it gédp (1/1000 < ADR < 1/100), hiém
2ap (1/10000 < ADR < 1/1000), rat hiém gip (< 1/10000). khong xac dinh (khdng thé woc
tinh tir dir liéu san co.

11¢ co quan Tin suiit Cac bién ¢6 bat lyi

| R&i loan hé théng midn | . Phan (g phan v¢, phan ting dang phan vé.
Rét hi¢m gép

| dich Phan tmg qua min nhu ndi may day
S M . i i : 1
RGi loan chuyén hoa va Nhiém kiém ', trdo nguge acid ', tang |

Khong xéc dinh oM ST R TR
calci mau ', 11§i chimng ki¢m stia

" dinh duong

wd
i
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| Ri loan ho hép, Bng| . ... . |.. _ =
- ! Rat hi¢m gép lI'dc dung trén hé hap nhu co thit phé quan

iéu hoa Khéng xac dinh | Tao bon !

vamoé dudi da | Rat hiém gdp | Phat ban ngira

P
S MTLy
s Ay

Théng bao ngay cho bdc sy hodc dwoc sp nhitng phan ieng co hai gap phai khi
st dung thubc.

Bio cdo cic tic dung khong mong mudn: Can théng bao cho bac s3. duoc s dbi voi
céc phan tmg c6 hai ¢6 thé gap phai khi st dung thude hodic bio cao cdc phan g c6 hai
ctia thude vé ‘Trung tdm Théng tin thude va Theo déi phan (mg ¢6 hai cta thude.

11. QUA LIEU VA XU TRI

Qui licu

Céc tricu ching ¢6 thé nhe khi qua li¢u cp tinh; ¢6 thé nhan thdy mot s truong hop
chudng bung. 1oi chirng kiém sita dd xay ra & nhitng ngudi dung licu lon calei carbonale
mdi ngay trong thoi gian dai.

Xar tri

I'rong truémg hop qua liéu, cin diéu tri triéu ching. Tich cye theo doi dé ¢6 bién phap xu
tri kip thoi.

12. DAC TINH DUQC LUC HQC

Nhom duge ly: Cac thude khéc di¢u tri loét da day ta trang va bénh trao ngugce da day-
thue quan.

Mia ATC: A02BX

San pham thudc 1a su két hop cua hai thude khang acid (calci carbonate va natri bicarbonat)
va mdt alginat.

Sau khi udng. thudce phan tmg nhanh véi acid da day dé tao thanh mot I6p mang gel acid
alginic ¢6 do pll gan nhu trung tinh va cdc nghién ctru da chi ra ring l6p mang nay tuong
tac va bit kin tGi acid trong da day. 1am giam su tiép xtic voi acid thue quan. Mang nay lo
ling va ndi rén cac chét trong da day, ¢6 tac dung can trd trdo nguoc da day thye quan
hi¢u qua trong 161 da 4 gior va bao vé thuc quan khoi acid, pepsin va mit. Trong nhiing
truong hop bénh nang, 16p mang gel co thé tu trao nguoe vao thue quan, hon la cac chit
trong da day va tao tac dung lam diu. Ngoai ra, nghicn ciru trong dng nghiém da chi ra ring
16p gel con ¢o tac dung gitr mat va pepsin trong cdu tric cia nd, bao v¢ thuc quan khoi
nhirng thanh phin nay.

Calei carbonate trung hoa acid da day gitp giam nhanh chimg kho ti¢u va ¢ chua. Tdac dyng
ndy duoc ting 1én bing cich két hgp voi natri bicarbonat cling ¢6 tac dung trung hoa. Tong
kha ning trung hoa cua san pham & li¢u thdp nhét ciia hai vién nén 1a khoang 10 mligI1i.
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13. DAC TINII DUQC DONG HOC

h¢ tac dung cua thuoc la co ché vat 1y va khong phu thudc vao su hap thu vao hé¢ tudn

o6 prild. QUY CACH DONG GOI
DUJC PHAM L

S ., e e
Y mr TS Aop 6 vi x 10 vién, vi Alu-Alu

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG
Diéu kién bao quan: Bao quan noi kho rao, nhi¢t d§ duoi 30°C, tranh anh sang.
Han dimg: 24 thang ké tr ngay san xut. Xem théng tin trén nhan hop.

Tiéu chuan chat luong thuoe: TCCS.

16. TEN, DIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM SOIHA VIMEX

Dia chi: Dudng N1- Khu ¢ong nghiép Yén My I1. Thi trin Yén M3, Iluyén Yén
My, Tinh Iung Yén, Vi¢t Nam.




