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TO HUONG DAN SU DUNG
Vién nén nhai ANVOTUS
Almagate ...........500 mg

Khuyén cdo:
boc k¥ hudng dan sir dung trude khi ding

Pé xa tim tay tré em
Théng béo ngay cho bac sT hodc duge s§ nhitng tic dung khong mong mudn gip
phai khi sir dung thude

1. Thanh phin cong thirc thude:

M3i vién nén nhai chira:

Thanh phdn hoat chdt: AIMaate ..............cccccvveveiiiiieeeeeeeeeeeeeeneenn, 500 mg
Thémh phan td duoc:.. ~viradu 1 vién
(Mannitol, Povidon KSD I\am saccharm lmh le ngo, Menthol Magnem stearat).

2. Dang bao ché: Vién nén nhai

Vién nén nhai hinh tron, mau tréng, modt mat tron, mdt mit khic chit M, canh va thanh
vién lanh lin.

3. Chidinh:

ANVOTUS 14 thudng khang acid dugc chi dinh dé giam va didu tri triéu chimg ¢ nong,
¢ chua & ngudi 16m va tré em trén 12 tudi.

4. Liéu ding, cich dung:

4.1 Liéu ding

Ngudi lom va tré em trén 12 tudi:

Liéu khuyén cdo: 2 vién x 3 lan/ngay, sau khi an 30 phat — 1 gié sau bita an chinh.

Néu triéu chimg ¢ néng kéo dai, ¢6 thé ding mot lidu khéc truée khi di ngu.

Khoéng dimg qua 16 vién/ngay.

Khong nén duoc sir dung qua 14 ngay trir khi ¢6 sy chi dinh hodc gidm sat ctia béc si.
Néu céc triéu chimg van tdn tai, cin dénh gia tinh trang 1am sang.

Bénh nhdn cao ! uoi:

Khong can diéu chinh lidu & nhom tudi nay.

Bénh nhén suy thdn:

Almagate khong duge khuyén cdo & bénh nhan suy than ning.

Bénh nhén suy than nhe dén trung binh nén tréanh dung liéu cao.

4.2 Cach dung

Vién nhai ANVOTUS c¢6 thé duoc nhai hodc hoa tan trong miéng.

5. Chéng chi dinh:

Qu4 man voi Almagate hodc bt ky thanh phfm nao cua thube,

Bénh nhan Alzheimer.

Bénh nhén xuft hién tinh trang xXUdt huyét dudmg tiéu hoa hodc truc trang khoéng dugre
chén dodn, bénh tri, phti né, nhidm dée thai ky hodc tiéu chay.

6. Canh bdo va thén trong khi ding thude:

Tré em

Khong ding thudc khéng acid cho tré em dudi 12 twdi vi c6 thé che gidu c4c bénh da c6
tir trée (vi du nhu viém rudt thira). O tré nho, ¢é nguy co ting magie méu hodc nhiém
doc nhom, dic biét néu b mét nude hoic bi bénh than.
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Bénh nhan suy than

Almagate khéng khuyén cao cho b¢nh nhéan suy than nang. Bénh nhan suy thin nhe dén
trung binh nén than trong khi sir dung. Nén tranh ding liéu cao do c6 thé tich tu lau dai
céc ion nhém vé magié trong co thé.

Bénh nhdn cao tuéi

O nhitng bénh nhan nay, viéc tiép tuc st dung thude khéng acid c6 chita nhém ¢6 thé
lam nang thém mot s6 bénh Iy vé& xuong hién c6 (loding xwong va nhuyén xwong) do
giam phospho va canxi. Thudc khéng acid c6 chita nhém khéng nén ding cho bénh nhin
mic bénh Alzheimer. Nghién ciru cho thiy ring nhdm c6 thé gép phin vao su phét trién
ctia bénh vi n6 da duge ching minh 12 tp trung trong b6 s¢i than kinh trong md nio.
Than trong khi sir dung cho nhitng bénh nhan ¢ ché d6 an it phospho, bénh nhan dang
bi tiéu chay, bénh nhan c¢6 hdi ching hép thu kém hodc suy nhwoc nghiém trong, vi mubi
nhdm ¢6 xu huéng hinh thanh phosphate khéng hoa tan trong rudt, lam giam sy hip thu
va bai tiét qua phan. O nhimg bénh nhén nay, dic biét la khi didu tr kéo dai 6 thé gdy ra
giam phosphate huyét (chan an, yéu co, kho chiu.....) va chimg nhuyén xuong.

Théng bao ngay cho bac si néu ¢6 bit ky triéu ching cia xudt huyét tiéu héa nhu ndn ra
mau hodc phén den.

7. Sir dung thude cho phu nir ¢é thai va cho con bu:

7.1 Sir dung thude cho phu nir ¢6 thai

Vige su dung thude khiang acid khi mang thai duge coi 14 an toan, nhung viéc sir dung
kéo dai hodc diing liéu cao bi chdng chi dinh do co thé xay ra tic dung toan than. Trong
mot s6 nghién ctru, da phat hi¢n dugc céac truomg hgp cé biét tang canxi mau va ting va
ha magie mau lién quan dén viéc st dung thube khang acid kéo dai trong thai ky. Tuong
tw nhu vay, cdc truomg hop riéng 1é tang phan xa gén xuong di duge mo ta & thai nhi va
tré so sinh c6 me st dung thude khang acid ¢6 chira nhom hodic magié thudong xuyén va
& lidu cao

7.2 Sir dung thudc cho phu ni¥ cho con bt

Nén tranh ding kéo dai hogc lidu cao.

Mic di mdt lugng nhé nhom va magnesi ¢o thé duoc bai tiét qua sita me, nhung nf‘:nng
do khong du dé gay tac hai dén tré bu me.

8. Anh hwéng cua thuée 1én kha niing l4i xe, vin hanh may méc:

Thudc khéng c6 anh hudng 1én kha nédng 14i xe va van hanh may méc.

9. Twong tic, twong ky ciia thude:

9.1 Twong tic ciia thude

Thubc khéng acid lam thay doi su hép thu cta nhiu loai thube, vi vdy viéc st dung
Almagate nén cach xa voi bat ky loai thube nao khac.

C6 nhiing nghién ciru mo ta sy giam hép thu khi st dung dong thoi Almagate va thude
khang viém khong steroid (flufenamic hodc acid mefenamic, indomethacin), thube
khang histamin (cimetidin. famotidin, ranitidin), cac thudc nhoém digitalis (digoxin,
digitoxin), chlorpromazin, lansoprazol, prednisone.

D3 c6 bdo cdo va kha ning gidm hip thu do thay dbi pH dudmg tiéu héa déi véi
gabapentin va ketoconazol.

V6i cde thude nhu penicillamin. quinolon (ciprofloxacin), tetracyclin (chlortetracyclin,
demeclocycline. doxycyelin), mudi sit (sat sulfat), su giam hép thu xay ra do hinh thanh
cac phurc kém tan, do do nén dung cach tir 2 — 3 gio.

Boc tinh cia quinidine ¢ thé tang 1én do bi giam bai tiét vi Almagate gdy kiém hoa
nudc tiéu.
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Véi salicylat (acid acetylsalicylic), da c6 cac nghién ciru cho thiy ham lugng salicylat
giam do bj tang bai tiét nude tiéu vi kiém hoa nude tiéu, dic biét khi ding salicylat lidu
cao.

9.2 Tuwong ky ciia thude

Do khong c6 cac nghién ciru vé twong ky cta thube, khong trén 14n thude nay véi cae
thude khéc.

10. Tde dung khdng mong mudn cia thude

Do khé nang hip thu kém & rudt, cac tic dung phu ctia Almagate rét hiém.

Réi loan tiéu hoa (tiéu chay), tin suit khong ro (khong thé uée tinh tir dit liéu co sin),
dién ra nhe, thoang qua va bién mat sau khi ngimg diéu tri.

Théng bdo ngay cho bdc sy hodc dugc sy nhitng phan iing c6 hai gap phai khi sic dung
thuéc.

11. Qua liéu va cich xir tri:

11.1 Qui liéu

C6 thé xdy ra tinh trang nhuy?n xuong va ha phosphat mau ¢ bénh nhén sir dung thubce
véi liéu cao hodc dai ngay hodic & bénh nhan ¢6 ché do #n {t phospho.

11.2 Céch xit tri khi dung thude qui liéu
Tich cyc theo dai dé co bién phép xi tri kip thai.

12. Théng tin vé dwge Iy, 1Am sang:

12.1 Dic tinh dwoc luc hoc

Nhém duge 1y: Thube khang acid

Ma ATC: A02ADO3

Co ché téc dung:

Almagate (Al2MgeC2020H,4.41120, nhém-magnesi hydroxycarbonat ngdm nuéc) 1a mot
hop chit khang acid, c6 kha ning trung hoa acid hydrocloric va trc ché hoat déng cua
pepsin.

So sénh tic dung khang acid cua Almagate v6i nhom hydroxyd trong viéc trung hoa
chimg téng acid do pentagastrin gdy ra & ngudi tinh nguyén khoe manh. Almagate (1 g)
gdy giam dang ké (p < 0,01) luong acid da day nhiéu hon so véi cling mdt lidu nhém
hydroxyd (45,1%). Tuong tu, hoat dong phén giai protein ctia pepsin trong cac mau dich
vi dé giam 58,9% bdi Almagate va chi 27.5% béi nhdm hydroxyd. Hon nita, tdc dung
trung hoa clia almagate kéo dai hon (90 phut) so véi thube khéng acid khac (30 phut).
Céc xét nghiém dwoc ly da duge thyc hién dé dua ra ddnh gid ban dau vé hop chét khang
acid Almagate. O chudt ¢6 ndi mon vi, Almagate (125-500 mg / kg) lam ting pI hiéu
qua hon, dong thoi lam giam d8 acid toan phdn ctia dich vi nhanh hon ma khdng anh
hwéng dén thé tich dich chiét. Almagate ciing trc ché dang ké hoat déng ctia pepsin trong
dich vi ngay ca sau khi diéu chinh dén pH béng 2 la pH hoat dong t6i wu cia enzyme.
Kha néng nay khong thdy & nhom hydroxyd. Almagate voi liéu udng 1én dén 3 g / kg
khong ¢6 téc dung 1én h¢ than kinh trung wong, tw chu va thin kinh soma & chudt. Ciing
nhu & mie 500 mg / kg, né khéng anh hudng dén hé tim mach hodc huyét ap & meo
duge gdy mé. Cée két qua xdc nhan Almagate 12 mét loai thudc khang acid manh khong
¢0 tac dung dugc ly hoac doc tinh toan than.

12.2 Cdc dic tinh dwoe djng hoc

Almagate khong hap thu vao tudn hoan chung, do dé khong do duoc cic thong sb dwoc
dong hoc trong tuan hoan.

Sau khi trung hoa acid co trong da day, thi s& dugc thai trir qua phén.
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Nhém:
Khi uéng, nhém oxyd phéan ting cham véi acid hydrocloric da day dé tao thanh nhém
clorid hoa tan, mdt s6 nhd dugc hp thu vao co thé. Cac thire n trong da day lam cho
thude ra khéi da day chdm hon khi khéng c6 thirc &n nén kéo dai thoi gian phan ung cla
nhom hydroxyd véi acid hydrocloric da day va lam tang lugng nhdém clorid. Khoang 17 -
30% nhém clorid tao thanh dugc hap thu va dao thai rét nhanh qua thin & ngudi c6 chic
nang thin binh thuomg. O rudt non, nhém clorid duge chuyén nhanh thanh céc mubi
nhém kiém khéng hoa tan, kém h:flp thu, co thé 1a mét hdn hop nhém hydroxyd,
oxyaluminum hydroxyd, cac loai nhém carbonat kiém va céc xa phong nhom.
Nhom hép thu duge dao thai qua nude tidu, Do d6, ngudi bénh bi suy thén c6 nhiéu nguy
co tich Ity nhéom (dac biét trong xwong, hé than kinh lrung uong) va nhiém ddc nhom.
Nhom hap thu s& gin vao protein huyét thanh (thi du albumin, transferrin) va do d6 khd
duge loai bo bang tham phan.
Magnesi:
Thuée bét ddu tac dung ngay khi d6i, thube tac dung kéo dai trong khoang 30 = 10 phut.
Néu ubng vao bira an, hodc trong vong 1 gio sau khi an, tac dung kéo dai trong khoang 1
- 3 gio. Khoang 30% magnesi duge hap thu. Magnesi it hoa tan trong nuée, hip thu kém
5o v6i natri bicarbonat nén khong s¢ gy ra nhiém kiém. O nguoi ¢6 chire ning than binh
thuong, tich 1y mét luong khiém tén magnesi khong thanh vén dé, nhung & nguoi suy
thén, cin phai than trong (1am ting magnesu huyét).
Do lam thay dbi pH dich vi va nude tiéu, thude chéng acid c6 the lam thay ddi toc do
hoa tan va hip thu, sinh kha dung va dao thi qua than ctia mot s thude; mudi Mg cling
con ¢6 khuynh huong hép phu thude va tao ra mot phitc hop khong hoa tan nén khong
duge hép thu vao co thé. Magnesi dao thi qua than khi chirc ndng thdn binh thudng,

Phan khéng dugc hap thu thai qua phan. . \c\
13. Quy ciich déng géi: >
Hop 3 vi Alu—PVC x 10 vién, kém 1 t& hudng dan sir dung. “MH)
Hop 10 vi Alu—PVC x 10 vién, kém 1 t& huéng din st dung, f__;jﬁ:jj
Hop 10 vi Alu—PVC x 5 vién, kém 1 t& huéng dén sir dung. j‘/

14. Diéu kién bao quin, han ding, tiéu chuin chit lwong ciia thube:
Biéu kién bao quan: Noi kho réo, tranh 4nh sang, nhiét d¢ khong qué 30°C.
Han dung: 36 thang ké tir ngdy san xut,

Tiéu chuan: TCCS

15. Tén, dia chi ciia co sé san xuit, co s¢ ding ky thude:

Co s¢ sin xudt: CONG TY CO PHAN DUQC PONG NAI

$6 221B, Dudng Pham Vén Thudn, Phudng Tan Tién, Thanh phé Bién Hoa,
Tinh Péng Nai

Co s¢ ding ky: CONG TY CO PHAN DUQC PHAM LIVIAT

Tang 46, Toa nha Bitexco, $6 2 Hai Triéu, Phudng Bén Nghé, Quén 1,
Thanh phd H5 Chi Minh

TP. Ho Chi Minh, ngay/Sthang 12ndm 2024
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