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ALFOLAC

(Almagat 1,5 g)
“Dé xa tam tay tré em”
“Doc kj hedng ddn ste dung trieée khi ding”
“Léic ky trudc khi dimg”
1. Thanh phin cdng thitc thube: M&i gbi (15 ml) chira:
- Thanh phén duge chit.
Almagal.......ccoovevivinininninnnnn L5g
- Thanh phd‘n ta duoc: Sucrose, dung dich d-sorbitol, hypromellose, gdbm xanthan, chlorhexidin
acetat, dimethicon, huong cam va nudc tinh khiét.
2. Dang bao ché: Hin dich ubng mau tring
pH: Khong nhé hon 8,5
3. Chidinh:
Ngudi 16n va tré em trén 12 tudi: Viém da day, ting tiét acid da day, hd tro trong didu trj loét da day
- tA trang, vi€ém thuc quan trao nguoc.
Bénh nhén nén gip bac sT @& duoc tr vén néu bénh niing hon hojc khéng khoi sau 14 ngay ding
thude.
4. Cich ding, lidu ding
Liéu ding:
o Ngudi I6n va tré em trén 12 tudi: 1 géi (1,5 g almagat) x 3 1in/ngay, nén ding sau bita &n 30
phiit. Trong mét s trudng hop cé thé dung thém mét lidu trude khi di ngd nhung khéng nén qué
8 g/ngay (5 goi)
o O bénh nhan cao tudi: Khong cn phai diéu chinh lidu
e () bénh nhén bi bénh than:
Khéng khuyén cso dung thudc ndy trén bénh nhan b suy thin ndng
Néu bénh nhén suy thén nhe hodc trung binh, bac si c6 thé ding li€u thap hon
Cach dung:
Dung du'cmg ubng. C6 thé udng truc tiép hoic do ra cbe de udng.

Néu quén ding thubc: Bo qua lidu da quén va ubng 1idu tiép theo. Khong ding [idu gép ddi dé bi lidu
dd quén.

5. Chong chi dinh

o Qué min véi almagat hodic v&i bét ky thanh phan ndo cta thudc.

e Ngudi bi bénh Alzheimer

e Ngudi bj chay méu dudng tidu héa, bénh tri, phit né hoic tidu chay.
6. Canh bdo va thin trong khi ding thubc

Bénh nhén suy thin:

Do thiéu dir lidu vé& viéc str dung ché phdm trén bénh nhan suy than, nén thin trong- khi.sur dung
thudc nay & nhitng bénh nhén suy than ning, c6 nguy co tich lu§ 1au dai ion magnes; va~nhom trong
co th. AR SarTe L TIN
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Thén trong khi st dung cho nhitng bénh nhan véi ché @6 dn cd lwong phospho thip, bénh nhin
dang bi tiéu chdy, bénh nhin cé hji chieng kém hdp thu hoic suy nhuge nghiém trong béi vi nhém
c6 xu huéng tao mudi phosphat khé tan trong rudt, din dén 1am giam su hdp thu phosphat vao méu.
O nhiing bénh nhan nay, dic biét 1a khi didu tri kéo dai c6 thé gy ra giam phosphat huyét (chén an,
suy nhuge co bip, khé chju,...) nhuydn xuong. Théng bao ngay cho céc béc si néu ¢ bét k¥ tricu
chirng ciia xuét huyét tidu héa nhu nén ra mdu hoiic phin cé mdu.
Swr dung ¢ tré em
Viée str dung thude khang acid cho ué emn dudi 12 i khong duoe khuyén co, vi chang ¢6 thé che
gifiu céc bénh di c6 tir trude (nhwr viém rudt thira). O tré nho, ¢6 nguy co ting kali méau hodc ngd doc
nhdm, dic biét néu chiing bi mét nudc hodic bi suy than.
St dung 6 nguwdi cao tudi
O nhitng bénh nhén nay, viéc sir dung lau dai cac thubc khéng acid c6 chira nhdm c6 thé lam trim
trong thém mot bénh Iy xuong hién ¢é (lofing xwong) do 1am giam lugng phospho va calci. Thube
khéng acld cd chira nhém khéng nén ding cho bénh nhan bi bénh Alzheimer. Nghién ctru d4 chi ra
ring nhém cé thé gép phéan vao s phat trién ctia bénh nay, vi da duge chitng minh ring né tap trung
(rong c4c b sgi thin kinh trong md nfo.
Thin trong lién quan dén tic dung gdy ung thu, dt bién va qudi thai:
Khi xem xét kha niing céc ion duge hdp thu vao mau khi sir dung almagat, két qua ciia mot nghién
ctru trén dong vat véi 1idu 1én dén 4 g/kg almagat khong cho thdy ting dang k& ndng d6 trong huyét
thanh clia nhém va magnesi.
Mic dil cic nghién ciru trén dong vat khong cho thiy bang chimng vé tic dyng gdy quai thai, khong
nén str dung thudc nay cho phy nit mang thai.
Td dwoc:
Thubc ¢6 chira sucrose. Bénh nhén c¢6 céc vAn @& v& di truyén hiém gip nhu khong dung nap
fructose, kém hép thu glucose-galactose ho#ic thiéu hut sucrase-isomaltase khong nén ding thubc
nay. Didu nay ciing nén dugc xem xét & bénh nhén tiéu dudng.
Thubc c6 sorbitol ¢6 thé gay kho chiu dudng tiéu héa va c6 tac dung nhudn tring (cé thé gy tidu
chay).

7. Sir dung thude cho phu nit c6 thai va cho con bii:
Sir dung thudc cho phy nit ¢6 thai:
Mt sb nghién ctru di chirng minh céc trudng hop don doc bi ting calei huyét va giam magnesi huyét
lién quan dén viée sir dung kéo dai cac thudc khéng acid trong thai ky. Ngoai ra, dd ¢ bdo céo ca
riéng 1€ bi ting phan xa gan & thai nhi va tré so sinh ¢ me lién tuc ding lidu cao thube khang acid c6
chita nhdm hoiic magnesi. Do d6, can nhic lgi ich — nguy co néu diing thude nay cho phu nit ¢6 thai.
Sit dung thudc cho phu nit cho con bii:
Mot lugng nhd nhdm va magnesi ¢6 thé duoc bai tiét trong sita me nhung ndng d6 khong di cao d¢é
co tac dung phu @i véi tré bu sita me. Thudc ¢6 thé dwoc st dung trong thoi gian cho con bu bénh
nhén can dwoc khuyén cdo nén trénh sir dung kéo dai va/ hoic lidu cao. g
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8. Anh hwong cita thude 18n kha ning lai xe, vin hanh miy méc
Chua c6 bing chitng v& anh hudng ctia thude 1&n kha ning 14i xe, vin hanh may mac.
9. Tuwong tic, twong ky cia thude

Céc thube khang acid c6 thé thay ddi sy hip thu ciia nhiéu loai thude, do d6 thudng khuyén cso ding

ddo 14p hoiic cach xa thdi diém ubng almagat voi cac thude khc:

- Céc nghién ciu véi thube chéng viém khong steroid (flufenamic hodc mefenamic acid,
indomethacin), thudc khéng histamin [2 (cimetidin, famotidin, ranitidin), thube nhém glycosid
(digoxin, digitoxin), chlorpromazin, lansoprazol va prednison d4 cho thdy su giam hép thu khi
ding ciing almagat.

- Nguy co gdy giam hép thu d dugc ghi nhén véi gabapentin va ketoconazol do sy bién déi pH
dudng tiéu hoa.

- Voi cac thubc nhu penicilamin, quinolon (ciprofloxacin), tetracyclin (chlortetracyclin,
demeclocyclin, doxycyclin) va mudi st (st sulphat), sy giam hép thu xay ra do su hinh thanh
phirc hgp khong hoa tan, bénh nhan nén ubng thudc céch nhau tir 2 dén 3 gid.

- Vé6i quinidin, nguy co gia ting doc tinh d& duge ghi nhén 13 két qua ciia viée giam bai tiét do
kiém héa nude tidu.

V6i salicylat (acid acetylsalicylic), cac nghién clru d& chimg minh su giam ndng do salicylat do do

kiém héa nude tiéu gay tang bai tiét, dfic biét véi lidu salicylat cao. Nén sir dung céc thude khing

acid chi chira muéi nhém.

Thudc nén dwoc udng it nhit 3,gi(} sau khf’ ding bit kp logi thudc néo khdc

10. Tac dung khong mong muon ciia thuoe

Almagat thuéng dugc dung nap tdt.

T4o bén hoic tidu chiy dbi khi duge bao cdo. T4c dung ndy thudmg nhe va thoéng qua, xuét hién sau

khi dimg diéu tri.

Théng bdo ngay cho bdc sj hodic duge sy nhitng phén 1mg c6 hai gdp phdi khi sir dung thude
11. Qua lidu va cich xi tri

Thudc ¢6 thé gély giam phosphat hyyét va lofing xwong do didu tri kéo dai & lidu cao hoic & nhitng

bénh nhan c6 che df &n phospho thap. )

Neu ¢6 triéu chung bat thudng xdy ra, can bdo ngay cho béc si. Tich cuc theo dbi dé c6 bién phap xir

tri kip thoi.

12. DPac tinh dwoge luce hoe

Almagat (Al:Mgs(OH)14(CO3)2.4H20, nhdm-magnesi hydroxycarbonat ngdm nudc) 12 mét hop chit

khéng acid, ¢6 kha ning trung hoa acid hydrochloric va irc ché hoat dong ciia pepsin.

Almagat ¢6 tac dung khéng acid manh. 1g almagat trung hoa duge 28 mmol HCI va 1,5g almagat

trung hoa dugc 42-45 mmol HCI (theo phuong phép ctia USP). Thir nghiém trén dich da day & nguoi

tinh nguyén khde manh cho thay almagat ¢ kha ning trung hda acid hydrochloric trong da day truéce
va sau khi kich thich bing pentagastrin, ddng thdi 1am ngirng hoat ddng ctia pepsin.

So v&i nhém hydroxid, almagat 1am ting pH hidu qua hon dong thoi lam giam db acid toan phén cua

dich vi nhanh hon ma khong anh huéng dén thé tich dich tiét cling nhu khéng cé tac dung phy ‘gly

tho bén. Almagat ciing trc ché dang ké hoat ddng cha pepsin trong dich vi ngay ca sau khi didu chinh
, e
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dén pH bing 2 1a pH hoat dong t6i wu cia pepsin. Kha ning nay khong thdy & nhém hydroxid.
Ngoai ra, almagat cdn c6 kha ning bao phi dong déu tao mdt mang bao vé trén niém mac thyc quan
va da day.
13. Dic tinh dwge dfng hoc
Almagat khéng dugoe hip thu vio vong tudn hoau vi thé khong cdn x4c dinh céc thong 8 duge dong
hoe tidu chudn. Sau khi trung hoa acid hydrochloric trong da day. almagat duge ddo thai ra khoi co
thé qua phén.
Magnesi:
Thubc bét ddu tac dung ngay khi d6i, thude téc dung kéo dai trong khoang 30 + 10 phat. Néu uéng
vao bita &n, hodc trong vong 1 gid sau khi dn, tdc dung kéo dai trong khoang 1 ~ 3 gi¢. Khoang 30%
magnesi dugce hip thu. Magnesi it hoa tan trong nude, hip thu kém so v6i natri bicarbonat nén khéng
gdy ra nhiém kiém. O ngudi c6 suy thdn, cin phai than trong do c6 kha ning lam ting magnesi
huyét.
Do lam thay ddi pH dich vi va nudc tidu, thubc chéng acid c6 magnesi 1am thay dbi tde @0 hoa tan va
hép thu, sinh kha dung va ddo thai qua thin cta mot sb thubc; mudi magnesi ciing con c6 khuynh
huéng hép phu thudc va tao ra mdt phirc hgp khong tan nén khong duge hp thu vao co thé. Magnesi
dao thai qua than khi chirc niing thén binh thudng. Phan khong duoc hip thu thai qua phan.
Nhom:
Khi ubng, nhém oxyd phan tmg chdm véi acid hydrocloric da day dé tao thanh nhdm clorid hoa tan,
mdt lrong nhd duge hip thu vao co thé, Ubng thudc liic no 1am kéo dai thoi gian phéan ung ctia nhém
oxyd vo¢i acid hydrocloric da day va lam ting lwgng nhdm clorid. Khoang 17 — 30 % nhém clorid
tao thanh duge hip thu va dio thai rit nhanh qua thin & ngudi ¢6 chire niing than binh thudng. O rudt
non, nhém clorid duge chuyén nhanh thanh cac mudi nhém kidm khong hoa tan, kéim hép thu, c6 thé
12 mt hdn hgp nhom hydroxyd, oxyaluminum hydroxyd, céc loai carbonat aluminum kidm va cac xa
phong nhom. R ’-\
Nhém hép thu duge do thai qua nude tidu. Do d6, ngudi bénh bi suy than c¢6 nhiéu nguy co tich 1uy
nhdm (dac bict trong xwong, hé than kinh trung wong) va nhidm doc nhom. Nhom hap thu s& gén -
vao protein huyét thanh (vi dy albumin, transferrin) va do d6 khé duoc loai bd bing thim phan B
14. Quy cach déng géi: Hop 20 gdi, 15ml/goi o
15. Diéu kién bio quin: Bio quan trong bao bi kin, noi kho ro, thoang mét, tranh 4nh sdng, or nh1et
do dudi 30°C
16. Han dung: 36 thang k& tr ngdy san xudt
17. Tiéu chuén chét hrong cita thudec: TCCS
18. Tén, dia chi cita co s& sin xuét thudc: o
SAMJIN PHARMACEUTICAL CO., LTD. R
52, Jeyakgongdan 1-gil, Hyangnam-eup, Hwaseong-si, Gyeonggl-Do Han Quoc
19. S6 diing ky:
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