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1. THANH PH:&NCONGTHISI’QTHUOC

M3 7,5 ml hén dich bt ehie

Thémh phén hoat chat: Almagat 1,0 g,

Thanh phén té dwege: Dung dich sorbitol 70%, natri saccharin, propylen glycol, glycerin, gdbm

xanthan, NaCMC — MCC, methylparaben, propylparaben, hwong bac ha, nudc tinh khiét.

2. DANG BAO CHE
Hon dich ubng.

M0 ta: Hon dich udng mau tring duc, thom mii bac ha, vi ngot.

3. CHi PINH
Chi dinh @é lam giam triéu chimg va diéu trj triéu chimg ¢ ndng va ¢ chua & ngudi 16m va tré em
trén 12 tudi.

4. CACH DUNG, LIEU DUNG

Céch dung:

Pudng uéng. C6 thé udng tryc tiép hdn dich uéng hogc d6 hén dich vao nira céc nude, khudy déu
rdi udng. Ding thudc t6t nhat 1a sau khi in 30 phat dén 1 gio.

Liéu diing:

- Nowoi Ién va tré em trén 12 tubi:

Liéu khuyén cdo 1a 1 gam almagat (tirc 7,5 ml hdn dich) (twong dwong 1 géi hodc 1 6ng), ngay
diing 3 lan, t6t nhét la sau khi &n 30 phut dén 1 gio.

Trong trudmg hgp chimg ¢ néng van tiép dién, ¢6 thé udng thém mét lidu niva trude khi di ngu.
Khong nén ding vugt qua 8 gam almagat mdi ngay.

Thudc nay khéng nén sir dung qua 14 ngy ngoai trir theo chi dinh cuia bac si hofic dudi sy gidm
st y té. Néu cdc triéu chimg van tiép dién, cin phai danh gia tinh trang ldm sang.

- Bénh nhdn cao tugi:

Khéng cén diéu chinh liéu ding & nhém tudi nay.

- Bénh nhdn suy thdan:
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Khéng khuyén cédo diing thudc cho bénh nhan suy thdn ning.
Bénh nhén suy thén nhe dén trung binh nén tranh ding liéu cao.

5. CHONG CHI PINH

- Qud min cam véi almagat hoac véi bat ky ta duge nao cia thube.

- Bénh nhan mic bénh Alzheimer.

- C6 chay méau dudng tiéu héa hodc tryc trang chua duge chin doén, tri, phi né, nhiém doc thai
nghén, tiéu chay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

* Bénh nhadn tré em:

Khong nén ding thube khang acid cho tré em dudi 12 tudi, vi thudc nay co thé che Idp cac bénh
Iy da méc tir trude (vi du nhu viém rudt thira). O tré nho c6 nguy co ting magie huyét hojic ngd
doc nhom, dac biét 1a néu tré bj mét nude hodic suy than.

* Bénh nhdn suy than:

Khong khuyén cdo ding cho bénh nhan suy than nang. Bénh nhén suy thin nhe dén trung binh
nén than trong khi ding thudc nay. Nén tranh ding liu cao vi ¢6 thé tich tu ion nhém hoiic
magie trong co thé lau dai.

* Bénh nhdn cao tuoi:

O nhimg bénh nhan nay, viéc tiép tuc sir dung thudc khéng acid ¢6 chira nhém c6 thé lam trim
trong thém mét s& bénh vé xwong hién c6 (loding xuong va nhuy&n xuong), do 1am giam phospho
va calci. Khong nén diing thuéc khang acid c6 chira nhém cho bénh nhin méc bénh Alzheimer.
Nghién ciru cho théy réng nhém cé thé g6p phdn vao sur phat trién ciia bénh vi chat nay tap trung
& céc dam réi sgi than kinh ctia mé ndo.

Cén than trong & nhimg bénh nhan ¢6 ché do &n it phospho, bi tiéu chay, kém hip thu hodc suy
nhuge nghiém trong, vi mudi nhém ¢6 xu huéng tao thanh phosphat khéng hoa tan trong rudt,
lam giam kha néing hép thu va bai tiét qua phin. O nhiimg bénh nhén nay, dic biét la khi diéu trj
kéo dai, c6 thé xdy ra tinh trang ha phosphate méu (chan an, yéu co, khé chju toan thén,...) va
nhuyén xwong.

Bénh nhén nén théng bdo cho béc s bt ky triéu chimg chay méu nao, ching han nhu nén ra mau
hodc di ngoai phén den.

* Canh bdo td dwge:

- Thude ¢6 chira sorbitol: bénh nhén bi réi loan khéng dung nap fructose do di truyén khdng nén
duge chi dinh thuée nay.
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- Thudc ¢6 chira methylparaben va propylparaben: c6 thé gy ra céc phan img di img (c6 thé xay
ra chdm).

- Thude ¢6 chira propylen glycol: néu tré em dudi 4 tuan tudi, hoi ¥ kién béc sT hodc dugc st
trude khi cho tré ding thudc, nhat la khi tré duge cho ding cdc thudc khdc c6 chira propylen
glycol hay alcol.

- Thube ¢6 chira glycerin: c6 thé gdy dau dau, rdi loan tiéu héa nhe va tiéu chay.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai:

Viée sir dung thubc khéng acid trong khi mang thai duge coi 4 an toan, nhung viée sir dung
thudc kéo dai hodic lidu cao bj chdng chi dinh do ¢6 khé ning giy téc dung toan than. Trong mdt
s& nghién ciru, ngudi ta da phét hién ra nhimg truong hop ting calci huyét va ting, ha magie
huyét don 1é lién quan dén viéc sur dung thudc khang acid trong thoi gian dai khi mang thai. Cac
truomg hop don 1¢ vé ting phan xa gn ciing dd dwgc md ta & thai nhi va tré so siinh ¢6 me sir
dung thudc khédng acid c6 chira nhém hodc magie trong thisi gian dai va liéu cao.

Thoi ky cho con bu:

Mic di mét lugng nhé nhém va magie ¢6 thé duge bai tiét vao sita me, nhung ndng dd cua
chiing khong du cao dé gy tac dung phu & tré bii me. Nén tranh sir dung lau dai vi/hoic qué

mirc.

8. ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc khong anh hudng dén kha nang 14i xe va vin hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuwong tdc thube:

Thude khang acid 1am thay déi kha ning hép thu ciia nhiéu loai thude, do d6 nhin chung ching
phai dugc ding riéng véi céc loai thube khac.

C6 nhirng nghién clru mb ta sy giam hip thu khi sir dung ddng thoi almagat va thude chéng viém
khong steroid (flufenamic hodc acid mefenamic, indomethacin), thude chéng loét (cimetidin,
famotidin, ranitidin), digitalis (digoxin, digitoxin), clorpromazin, lansoprazol, prednisolon.

Kha nang giam hﬁp thu ¢6 thé xay ra do sur thay dbi do pH trong dudmg tiéu hoa da duge bdo cdo
khi diing gabapentin va ketoconazol.

V6i cac thuée nhur  penicillamin, quinilon (ciprofloxacin), tetracyclin (clortetracyclin,
demeclocyclin, doxycycline), mudi sit (sit sulfat), kha nang hép thu giam do hinh thanh céc
phire hgp kho tan, do dé nén gidn cédch thai gian dung thudc 2 dén 3 gio.
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Ngudi ta da ghi nhén kha nang ting doc tinh clia quinidine do gidm bai tiét thudc nay do kiém
héa nuée tiéu.

Véi salicylat (acid acetylsalicylic), da cé nhimg nghién ciru cho thiy ndng do salicylat giam do
tang bai tiét do kiém hoa nudc tiu, déc bigt Ia & lidu cao salicylat. Chi nén si dung thube khéing
acid c6 chira mudi nham vi tac dung cia chiing ¢6 thé kém hon.

Nén ubng thudc it nhét 2 gi¢r sau khi diing bét k¥ loai thube nao khéc.

Tuwong ky thubc:

Do khong 6 cac nghién ctu vé tinh twong ky ciia thudc, khong trén 13n thude nay véi céc thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

-Do kha nang hip thu kém & rudt nén rit hiém khi xdy ra pha timg bt lgi véi almagat.

- Réi loan tiéu héa:

Khéng ré tan sudt (khong thé udc tinh tir dir liéu hién ¢6): tiéu chay. Tinh trang nay thudng nhe
va thodng qua, s& bién mét sau khi ngimg diéu trj.

Thong bdo ngay cho bdc sy hodc duwgc sy nhitng phdn iing c6 hai gap phai khi sic dung thuéc.
Béo cdo cdc tdc dung khéng mong mudn

Vige béo cdo céc tdc dung khong mong mudn sau khi thubc duge phé duyét la rét quan trong.
Diéu nay cho phép tiép tuc theo ddi danh gi lgi ich/rii ro cta thudc. Céc chuyén gia chim séc
stic khoe duge yéu céu béo cdo bit ky tac dung khong mong mubn nao téi:

Trung tdm DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Ni.

Website: hitp:/canhgiacduoc.org.vn/

11. QUA LIEU VA CACH XU TRi
Khi diéu tri kéo dai véi liéu cao hodc & nhimg bénh nhén c6 ché dd an it phosphat, thude ¢6 thé
gdy ha phosphat huyét va loding xuong.

12. PAC TINH DUQC LUC HQC

Nhém duwge ly: Thube khang acid: su két hop va phirc hgp cita cée hop chit nhém, calci va
magie.

Ma ATC: A02ADO3

Almagat 13 hoat chét c6 kha nang trung hoa acid clohydric va trc ché pepsin hoat déng. Né ciing

¢6 kha nang hip phu va trung hoa acid mat.
Ubng thube nay s& trung hoa duge acid clohydric. Do d6, 1 gam almagat trung hoa duge 28
mmol HCI theo phwong phép USP (Dugc dién Hoa K¥).
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Trong céc thir nghiém in-vitro, almagat da chimg minh kha nang trung hoa cta né. Trong thir
nghiém in-vitro ciia Holbert v6i dich da day nhan tao, ngudi ta quan sét thiy ring, trong mot
phut, 1 gam almagat lam tang do pH cia hén hop tir 1,27 1én 3,92.

Thong qua céc nghién ciru vé do pH da day khi bung déi, ngudi ta quan sét thdy almagat c6 tdc
dung nhanh. Trong m§t nghién ctru trén nhirng ngudi tinh nguyén khoe manh, ngudi ta thdy ring
almagat tao ra kha ning trung hoa nhanh chéng (< 1 phit) acid da day (> pH 3), duy tri tac dung
niy trong khoang mdt gio.

Biing céch hat dich vi da day & nhimg ngudi tinh nguyén khée manh, ngudi ta da chimg minh
ring almagat c¢6 kha ning trung hoa acid clohydric trong da day & diéu kién co ban va sau khi
kich thich bing pentagastrin, ciing nhu kha niing bét hoat pepsin.

Trong mot nghién c@u v&i nhimg ngudi tinh nguyén khoe manh, khong thiy nong d6 nhom va
magie trong huyét thanh ting déng ké sau khi ding almagat nhiéu lan.

13. PAC TINH DUQC BONG HQC

Cic ion nhom va magié duge hip thu rét it & rugt. Chi nhimg chit trong tmg véi hgp chét hoa
tan duoc hinh thanh va lugng dur thira khong bj két qua trong rudt.

Mot lugng nhé duge hip thu s& nhanh chéng bai tiét qua thin, do d6 khong c6 nguy co ngd dde
khi diing thudc khéng acid, trir khi b suy thn tién trién hoic bénh Alzheimer.

14. QUY CACH PONG GOI

Hép 20 géi x 7.5 ml + to HDSD. G6i nhém gidy
Hép 30 g6i x 7,5 ml + to HDSD. G6i nhém gidy
Hop 20 6ng x 7,5 ml + t& HDSD. Ong PVC/PE
Hop 30 éng x 7,5 ml + to HDSD. Ong PVC/PE

15. PIEU KIEN BAO QUAN
Dé noi kho réo, trénh 4nh sdng, nhiét d khong qua 30°C.

16. HAN DUNG
36 théng ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUQNG

Tiéu chun co s&.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
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CONG TY DUQC PHAM VA THUONG MAI PHUONG PONG — (TNHH)
Dia chi: TS 509, t& ban db s 01, cum CN Hap Linh, phuong Hap Linh, thanh phé Béc Ninh,
tinh Béc Ninh, Viét Nam.
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