APIGEL-Plus

Hén djch ubng APIGEL-Plus

“Boc ky hurong dén sir dung truée khi ding”
“Dé xa tdm tay tré em”

“L&c ky trude khi dung”

THANH PHAN CONG THU'C THUOC

Thanh ph&n trong 1 ml hén dich

-Thanh phan dwoc chat:

Nhom hydroxyd (Dwéi dang gel nhém h YATOXYT KNOYsiissticeiivnrirenieerisarscsisinsssssisssessiveessesseenes 80mg
L e e Rt e S A T W 80mg
] T SRRSO s S L 8mg

- Thanh phan ta duoc: Aspartam, sorbitol 70%, xanthan gum, natri carboxymethy! cellulose,
cellulose vitinh thé 101, methylparaben, hwong tutti frutti, nwérc tinh khiét,

DANG BAO CHE

H&n dich mau tréng hay tréng nga, mui thom vi ngot.

CHID|NH

H&n dich ubng APIGEL - PLUS dugrc chi dinh d& didu trj cdctridu chirng do tang acid da day nhw:
-Khé tiéu

-Q'ndng

-Day hoi

CACHDUNG, LIEU DUNG

-Céchding:

-Lac déu géitrwoc khi ubng.

- Duing thia ca phé dé dong lidu, 1 thiaca phé twong dwong véi 5 ml.

-Ubng sau bira &n 20 phut- 1 giér, buditdi trudic khi di ngu hodc khi cotriéu chirng.

-Liéu diing:

* NguroiIon (bao gém nguwei cao tudi) va tré em trén 12 tudi: Ubng 2,5 - 5 mi/ 14n, 4 1an/ ngay.

» Tréem tur5- 12 tubi: Ubng t6i da 2,5 mi/ 1an, 3- 4 4n/ ngay.

* Tréem tir 2 - 5tubi: Khong ubng qua 2,5 mi/ 1an, 3 1an/ ngay.

Néu quén uéng métliéu thude, ngudi bénh ubng ngay khinhér. Tuy nhién, néu gan thoi gian udng
liéu tiép theo thi bo qua lidu da quén. Khong ubng gép doilidu aa bi lidu d3 quén.

Khéng c6 yéu cau déc bit vé xtrly thubc sau khi strdung.

CHONG CHIDINH

- Ngudi bgnh bi man cam v&i nhém hydroxyd, magnesi hydroxyd, simethicon hosc bat ky thanh
phén nao clia thudc.

- Ngu&i bénh bj suy nhuwgc néing hodc bj suy than.

- Ngudi bénh bi gidm néng d6 phosphat trong mau.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Nhdm hydroxyd c6 thé gay ra tao bon va dung qua liéu muéi magnesi c6 thé gay giam nhu déng
rugt; dung thudc vailiéu cao c6 thé gay ra hoac lam trdm trong thém tinh trang tic nghén rudt va ligt
rudt & nhirng bénh nhan c6 nguy co cao nhw nguwdi bi suy than hozic nguoi cao tudi.

- Nhém hydroxyd duoc hép thu kém qua duwong tiéu hoa, do d6 rat hiém khi xay ra tac dung toan
than & bénh nhan c6 chire ndng than binh thuang. Tuy nhién, khi dung thube lidu qua cao hoac
duing lau dai, hodc dung liéu binh thudng & bénh nhan c6 ché do an it phospho, ¢ thé dan dén tinh
trang thiéu phosphat (do tao ra lién két nhém-phosphat) kém theo tinh trang tang tai hap thu vao
xuong va dao thai calci nigu gay ra nguy co' lodng xueng. Néu dung thuéc dai ngay hoac ding
thuéc cho bénh nhan c6 nguy co thiéu hyt phosphat, bénh nhan phai duge bac si diéu tri tu van
thich hgp.

- O bénh nhan suy than, ndng dé trong huyét tuong clia nhdm va magnesi déu tang. & nhirng bénh
nhan nay, viéc dung lau dai mudi nhém va magnesi voi lidu cao c6 thd din dén tinh trang mét tri,
thiéu méau héng cAu nhé.

- Nhém hydroxyd khéng dugc khuyén céo ding & nhiing bénh nhan bj réi loan chuyén hoa
porphyrin phai tréi qua qua trinh thAm phan mau.

- Thube nay chira sorbitol. Khéng diing thuéc nay cho bénh nhan cé bénh ditruyén khéng dung nap
fructose.

- Tré em: O tré nho, dung magnesi hydroxyd c6 thé gay tang magnesi mau, dac bidt néu cac tré nay
c6 cac bidu hién suy than hoac mét nuére,

SU DYNG THUOC CHO PHY N’ CO THAI VA CHO CON BU

- Phy nir ¢6 thai: Tinh an toan cla thudc trong thal ky chura dugrc chirng minh.

Khong co di liéu vé viéc dung nhém hydroxyd va magnesi hydroxyd & phy nir mang thai. Cac
nghién ciu trén ddng vét cling chua dwgc thye hién. Khong cé di ligu dé cho thay bat ky tac dung
c6 hai nao & phy ntr cé thai khi ding két hop nhém hydroxyd, magnesi hydroxyd va simethicon. Tuy
nhién c6 thé dung thubc thén trong cho phy ni mang thai, cht ¥ nén tranh dung lidu cao kéo dai.

- Phy nt¥ cho con bu: Méc du nhom va magnesi co thé tidt vao sra me nhung véi ndng dé rit nha.
Simethicon hau nhu khong vao dugc stra me. Do d6 thube co thé dugce st dung than trong & phu
nlrcho con bu




ANHHUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC

Thubc khdng anh huéng 18n kha néng 14i xe va van hanh may moc.

TUONG TAC CUA THUOC V&I CAC THUOC KHAC

- Khéng nén dung APIGEL - PLUS abng thai véi cac thube khac vi ca thé gay can tré sy hép thu cac
thube nay néu ding chung trang vong 1 gior.

- Céc thube khang acid chiva nhdm cé thé ngan chén sy hap thu clia cac thube nhie tetracyclin, cac
vitamin, ciprofloxacin, ketoconazol, hydroxycloroquin, cloroquin, clorpromazin, rifampicin, cefdinir,
cefpodoxim, levothyroxin, rosuvastatin.

- Levothyroxin c6 thé lién két véi simethicon, do d6 1am cham hoac gidm' qué trinh hép thu
levothyroxin.

- Can than trong khi dung thuéc dbng théi véri polystyren sulphonat vi cé nguly ¢o':

*Lam gidm hiéu qua gan két cua resin vaikali.

“Gay rachuyén hba kiém & bénh nhan suy than (khi dung déng thei véi nhém hydroxyd va magnesi
hydroxyd),

-Gay ratinh trang tic rudt (khiding déng thei véi nhém hydroxyd),

- Dung ddng thei nhém hydroxyd va citrat ¢4 thé lam tang ndng d6 nhém, dac biét & nhirng bénh
nhéan suy than.

- Tinh trang kiém hoa nuwéc tidu thir cdp sau khi diing magnesi hydroxyd c6 thé 1am thay déi kha
néng baitiétclia mot sé thude, vi du tang baitiét salicylat.

TAC DUNG KHONG MONG MUON CUATHUOC

Ngirng dung thudc va lién hé véi bac si, dwge sihodc dén bénh vién ngay lap tirc néu ngudi
dung thubc cé cac ddu higu gdm: Phat ban da d6 va sung, sng mi mét, mat, méi, miéng hoac ludi,
ngtra, kho thé, khé nudt.

Cac tac dung khéng mong muén khac:

- Réiloan hé mién djch

Khéng ré tén suat: Phan (rng qua man, nhw ngdra, ndi may day, phi mach va phan trg phan vé.
-Réiloantiéuhoa

- It gap (1/1000 < ADR < 1/100): Tiéu chay hodc tao bén:

-Khong ré tan suat:Dau bung.

- Réi loan chuyén héa va dinh duéng

-Rét hiém g&p (ADR < 1/10.000): Tang nng 46 magnesitrang mau, bao gbm céc triéu chirng xay ra
sau khi diing magnesi hydroxyd kéo dai & nhirng bénh nhéan suy than.

-Khong ro tan suét: -

Tang néng d6 nhom trong mau

Giadm néng d6 phosphat trong méau, khi diing lau dai hodc khidiing lidu cao hodc tham chi diing liéu
binh thudrng & bénh nhan cé ché d6 &n it phospho cé thé 1am tang tai hap thu vao xwong va dao théi
cakgi qua duwdng tidu, tAng nguy co lodng xwong (xem phan Canh béo vé than trong khi dung
thuoc).

Hwéng dan cach xir tri ADR: Cac ADR nhe c6 thé tw khéi. Can theo doi cac tac dung khéng mong
mudbn va diéu trj tridu chirng. Phai ngleng thudc va bao cho bac st hodic dén bénh vién ngay 1ap tirc
khi co biéu hién tac dung khéng mong mudn nang.

Bao cao cac phan wng c6 hai: Hay bao cho bac s, duoc stnéu ngudi diing thude nhan thay bat ky
tac dung phu nao, ké ca cac tac dung chua duwge liét ké, hodc bdo cdo cac phan trng cod hai cia
thudc vé Trung tam Théng tin thuéc va Theo dai phan tng co hai clia thude (bao cdo ADR online tal
dia chi http://baocaoadr.vn).

QUA LIEU VA CACH XU TRI

Triéu ching: Cac tridu chirng clia qua lidu cép tinh khi st dung ket hop nhém hydroxyd va mudi
magnesi bao gém tiéu chay, daubung, nén mtra.

Duing thudc lidu cao co6 thé gay ra hodc 1am nang thém tinh trang tac rudt hoac list rust & nhirng
bénh nhén cé nguy co (xem phan Cénh béo va than trong khi ding thuéc).

Xcrtri: Nh&m va magnesi dwo'c dao thai qua dwong tidu; didu tri tinh trang qualiéu cap tinh bao gdm
tim tinh mach calci gluconat, bi nwéc va dao thai thubc qua duong tidu. Néu bénh nhan bj suy
giam chirc nang than, chn phai thirc hién qua trinh thAm tach mau ho&c thdm phan phicmac.

QUY CACHBONG GOI

-Hop 20 g6ix 10 ml.

-Hop30 gdix 10 ml.

-HOp 50 gbi x 10 M,

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQING CUA THUOC
- Diéu kign bao quan: Béo quan nol khd rao, tranh anh sang, nhiét doé dwai 30°C. P& thude ra khai
tAm nhin vatm tay clia tré em,

-Han ding: 36 thang ké tir ngay sén xuét.

- Tiéu chuan chét lwgng: TCCS.

CO'SO'SAN XUAT

Céngty Cé phdn Dwec APIMED

-Dijachitry s&: 263/9 Ly Thudng Kiét, Phirdmg 15, Quén 11, thanh phé H& Chi Minh.,
- Dja chi nha méay. budng N1, cum cong nghiép Phu Thanh - Vinh Thanh, xa Vinh Thanh, huyén

Nhon Trach, tinh Ddng Nai
APpinsd



