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Hudng dan st dung thude
HYMAXTO
1. TEN THUOC: HYMAXTO
2. CACDAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
“Pge ky hwéng dan s dung trweée khi dimg”
“Pé xa thm tay tré em”
“Lic k¥ truée khi diang”
3. THANH PHAN CONG THUC THUOC
Liéu lwgng cho mdi
Thanh phén dugc chit:
250 ml 5 ml
2
Aluminum hydroxide 9,2% (kl/tt) 460 mg ,E
(dudi dang Dried aluminum hydroxide gel) C
Magnesium hydroxide 8,0% (kl/tt) 400 mg A
2
=

Thanh pht"in ta dugc: Hypromellose 2910, sodium clorid, sucralose, sorbitol 70%,
methylparaben, propylparaben, orange flavor (dang long), nuéce tinh khiét.

4. DANG BAO CHE

Hon dich uéng. Chét long, mau trang dén tring nga, ddng nhat, huong thom, vi ngot.
5. CHI PINH:
Thube duge sir dung cho ngudi 16n va tré em trén 15 tudi dé diéu tri céc triéu chimg do
tang acid da day: ¢ nong, trao ngugce da day - thyc quan.
6. CACH DUNG, LIEU DUNG
6.1 Ciach dung:
Thube diing dudng udng. Lic déu goi/ chai trude dung. Khong dugce pha lodng hdn dich.
6.2 Liéu dang:

A P . . . A - L . . gl A
< Doi véi quy eiach chai 250 ml: sir dyng coc dong ¢6 bao gom trong mdi chai dé dong thé
tich thuoc udng.

Nguweoi lom, tré em trén 15 twoi: 5 - 10 ml/ 1an, uong sau bira an 20 phat - 1 g _&10 budi tdi
trude khi di ngu, khi ¢é tri¢u chimg hoic theo chi dan cua bac si. Khong uéng qué 6 lan
mdét ngay.

Khong uéng qua 60 ml mot ngay.

Théri gian dicu tri khéng qua 10 ngay néu khdng ¢6 chi dinh cua béc si.
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Dbi voi quy cach goi 3 ml

Nguedi [6n va tré em trén 15 tuéi: 1 goi -2 goi/ 1an, udng sau bira an 20 phut - 1 gié, budi
: gt ow PREopare : . h i e s o - ok
tdi trude khi di nga, khi ¢6 triéu chimg hodc theo chi din ciia bac si. Khéng udng qué 6 lan

mot ngay.

Khong udng qué 12 goi mot ngay.
Thoi gian diéu tri khong qua 10 ngay néu khong cé chi dinh cia bac si.

Néu qucn unng mot li¢u thube, ng,l.rm bénh udng ngay l\ln nha. Tuy nhién, néu gan thon
gian udng liéu tiép theo thi bé qua liéu da quén. Khong udng gdp doi lidu dé bu lidu da
quén.

Tham khao y kién bdc ST truede khi dimg thuée.

Khéng o yéu cau dic biét vé xir ly thuée sau khi sir dung.

CHONG CHI PINH

Ngudi bénh bi méan cam véi duoc chit hode véi bat ky thanh phan ta duge nao cia thude.
Ngudi bénh suy than ning do thanh phin thude ¢6 chira magnesi.

CANH BAO VA THAN TRONG KHI DUNG THUOC.

Cinh bdo dic biét:

Nén tham khao ¥ kién bac si trude khi sir dung thude néu bénh nhan ;

Sut cdn khéng ré nguyén nhan.

Kho nuédt hoiic ¢ cam giac kho chiu & ving thugng vi kéo dai.

R&i loan tiéu héa xuét hién ldn dau hodc gin diy cé thay déi.

Suy thén.

Nhém hydroxid ¢6 thé g gay ra tao bon va dung qua lidu mudi magnesi ¢o thé giy giam nhu
ddng rudt; ding thude vai lidu cao co thé gay ra hodc lam trdm trong thém tinh trang tic

nghén rugt va liét rudt & nhimg bénh nhan ¢6 nguy co cao nhu ngudi bi suy than hodc ngudi
cao tudi.

Thén trgng khi ding thube:

Nhom hydroxid hap thu kém qua dudng tiéu hoa, do do rt hiém khi xay ra tac dyng toan
than & bénh nhén ¢6 chirc ning thdn binh thuéng. Tuy nhién, khi dung thudc licu cao hodc
dung thoi gian dai, hodce dung liéu binh thuong & bénh nhén ¢6 ché d6 an it phospho, c6
thé dan dén tinh trang thiéu phosphat (do tao ra lién két nhom-phosphat) kém theo tinh
trang tdng tdi hap thu vao xuong va dao thai calei ni€u gy ra nguy co lodng xuong. Néu

ding thude dai ngay hodc ding 1huoc. cho bénh nhan ¢6 nguy co thiéu hut phosphat, bénh
nhan phai duge béc si diéu tri tw van thich hop.

O bénh nhan suy thdn hodc chay than nhén tao mén tinh, ndng do trong huyet tuong cua
nhom va magneﬂl déu tang. O nhirng bénh nhan nay, wer., diang lau dai mub6i nhom va mudi
magnesi vdi lidu cao co thé gy ra bénh ndo, chirng mét tri nhé, thiéu méu hong ciu nho
hodc lam trdm tr ong thém chimg lodng xuong do loc mau.

Nhém hydroxid khong durge khuyen cdo ding & nhimg bénh nhén bj r6i loan (,huyen hoa
porphyrin phai trai qua qua trinh tham phian mau. Nén tréanh sir dung kéo dai thude khang
acid trén bénh nhan suy than.

O nhimg b¢nh nhan suy than, vige két hop véi citrat ¢6 thé dan dén tang ndng d6 nhom
trong huyét tuong.
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Néu céc triéu ching kéo dai qua 10 ngay diéu tri hoje tram trong hon, can phai tién hanh
didu tra nguyén nhén va danh gia lai qua trinh diéu tri.
Tranh sir dung thudc khang acid kéo dai ¢ nhitng bénh nhan suy than.
Canh bdo ta duoe:

Thude nay cé chia sorbitol, nhitng bénh nhén bi réi loan khong dung nap fructose do di
truyén khong nén sir dung thude nay.

Thuoe nay ¢6 chira dudi 1 mmol natri (23 mg) trong mdi liéu S ml, vé co ban duge xem
nhu khéng chira natri

Methylparaben, propylparaben: c6 thé gy ra cac phan (mg dj tmg (c6 thé xay ra cham).
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai: Khéng ¢6 dit liéu vé su an toan cta thude trén phy nit ¢ thai, chi nén dun
thude néu loi ich vuot trdi so véi nguy co. Céc nghien ctru trén dong vt chua diy @ vé
doc tinh sinh san. Mubdi magie hydroxid co thé gay tiéu chay. Mudi nhdm gdy tdo bon va
cé thé lam trim lmng thém tinh trang tdo bén trong thai ky. Nén tréanh st dung thude nay
trong thoi gian dai va vai lidu luong cao.

Phy nir cho con bu: Vi sy h;"ip thu han ché & ngudi me nén phéi hop nhém hydroxid,
magnesi hydroxid c¢d thé xem xét st dung dugce trong thoi ky cho con bu.

Kha nang sinh san: Chua c6 dir liéu vé anh hudng cua thuce 1én kha nang sinh san & nguoi
va dong vat.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 bing chimg cta thude vé anh hudng 1én kha ning lai xe, van hanh may mdc.
TUONG TAC, TUONG KY CUA THUOC

Twong Tac

Thude khang acid c6 thé lam thay ddi kha nang hip thu céc thude khac.

Tinh trang kiém hoa nudce tjéu thir cép sau khi dung magnesi hydroxid c6 thé lam thay déi
kha nang bai tiét cia mot sé thude, vi du ting bai tiét salicylat.

Céc phdi hop khéng khuyén céo sit dung:

+ Raltegravir
+ Diéu tri khang virus phdi hop Tenofovir alafenamide/Emtricitabine/Bictegravir
+ Vi cdc chat tre ché integrase (doluterabir, raltegraver, bictegraver), nén tranh két hop.

Céc phdi hop thude can than trong khi ding:

Lam giam hap thu qua dudng tiéu héa cia cic thude ding ddng thoi:
+ Acid acetysalicylic
+ Thube khang histamine H2

+ Atenolol

+

Bisphosphonat

+

Sulfosodium catioresin: Lam giam kha néng j,fll] két ctia chdt nhira véi kali, ting nguy
co nhiém kiém chuyén hoa & ngudsi suy thin va tic rudt.
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+ Cefpodoxim

+ Citrat: Diing déng théi nhom hydroxid va citrat ¢6 thé 1am tang ndng dd nhom, diic biét
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O bénh nhan suy than.
Cloroquin.

Cac cyclin.

Dasatinib monohydrat
Digitalis glycosid
Eltrombopag olamine.
Elvitegravir: Giam gén 50% ndng dd elvitegravir khi dung déng thoi.
Ethambutol
Fexofenadine

Céc mudi sit

Fluor

Fluoroquinolon

Céc glucocorticoid ngoai trir hydrocortison nhu liéu phép thay thé (duge ké don cho
prednisolon va dexamethason).

Thube hormon tuyén giap
Indomethacin

[soniazid

Ketoconazol (giam hap thu ketoconazol tir hé tiéu héa do ting pH da day)
Lanzoprazol

Lincosamid

Metoprolol

Thube an thin nhom phenothiazin.
Nilotinib

Penicillamin.

Thude bd sung phosphat.
Propanolol.

Rilpivirin

Riociguat

Rosuvastatin

Sulpirid

Ulipristal: Nguy co giam tac dung cua ulipristal do giam hép thu.

Do thén trong, nén udng cac thuoe khang acid cach xa céc thude khac 2 gior. (4 gior dbi véi
fluoroquinolones)
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Twong ky thube:
Do khéng ¢é cde nghién ciru vé tinh twong ky cua thude, khéng tron 14n thude ndy véi cac
thuoc khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Tém tit cdc phan Gmg ¢6 hai duge phin nhém theo tin sudt: Rét t hum1g gip (= 1/10),
thudng gap (= 1/100 dén <1/10), it gap (= 1/1. 000 dén <1/100), hiém gip (= 1/10.000
dén <1/1.000), rit hiém gap (<1/10.000), khéng rd tin sudt (khong thé udce tinh tir dir lidu
c6 san).

. A . .
R6i loan hé mién dich:
Khong rd tén suat: Phan ng qua man, nhu ngira, ndi may day, phit mach va phan mg phan
veE.
Rdi loan chuyén héa va dinh dudng

Rét hiém gip: Tang ndng dd magnesi trong mau, bao gdm céc tridu ching xay ra sau khi
dung magnesi hydroxid kéo dai & nhitng bénh nhan suy than.,

Khong 1o tan sudt: Tang ndng do nhdm trong mau.

Giam nong dd phosphat trong mau, khi dung lau dai hozc khi dung liéu cao hogc thdm chi
diing lidu binh thudmg & bénh nhén co ché do an it phospho ¢6 thé lam tang tai hép thu vio
xuong va dao thai calei qua dudng tiéu, ting nguy co lodng xwong (xem phéin Canh béo va
thén trong)

R&i loan tiéu hoa:

Khong 16 tan sut:

Dau bung.

Tiéu chay hodc tao bon. (Xin xem muc Canh bdo va than trong khi ding rhmf;c)

Huéng din cich xir tri ADR: Céc ADR nhe ¢6 thé tu khoi. Cén theo doi cac tac dung
khong mong mudn va diéu tri triéu chimg. Phai ngimg thude va bao cho bac si hodc dén
bénh vién ngay lap tie khi ¢6 biéu hién tac dung khéng mong mubn ning.

Bio cido cic phiin wng ¢6 hai: Hay bao ngay cho bac si hodc dugce si nhitng phan tng c6
hai khi sir dung thude, ké ca céc tde dung chua duge liét k&, hodc béo cdo cac phan timg c6
hai cua thude vé Trung tdm Thong tin thude va Theo doi phan tng c6 hai cia thude (xem
chi tiét huéng dén tai: hitp://canhgiacduoc.org. vn/CanhGiacDuoc/ADROnline.aspx).

QUA LIEU VA CACH XU TRi

Quud liéu:

Khi uéng magnesi llurcm;, phan tng doc khong xay ra doi véi ngudi ¢6 chire nang than binh
thudomg. Tuy nhién nhxem doe magncm c6 thé xdy ra trong trudng hop suy than. Téc dung
doc tiy thude vao néng do magnesi trong mau v&i nhitng y ddu hiéu sau day:

Ha huyét ap.
Budn non, ndn mua, tiéu chay. dau bung.
Buén nga, giam phan xa, moi co, li¢t than kinh co.

Ching nhip tim cham, ECG bét thuong.

A |

L AN
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Giam thong khi. i

o . .- £ s A 1A ~ - - . \ . .
Trong nhiing trudong hop nghiém trong nhat, liét hd hap, hon mé, suy than va nging tim ¢o
theé xay ra.

Hoi chimg vo nigu.

Dung thuoc liéu cao c¢6 thé gdy ra hodc lam tram trong thém tinh trang téc rudt hodc liét
rudt & bénh nhan cd nguy co nhu ngudi suy than, hodc nguon gia.

Cacli xa tri:

Nhom va magnesi duge dao thai qua dudng nude ticu. Diéu tri qud licu cap tinh bao gom
tiém tinh mach calci gluconate, bu nude, loi tiéu.

Trong trudng hop suy giam chirc ning than, thim tach méu va thim tach phic mac la cdn
thiét.

PAC TINH DUQC LUC HQC

Nhém dwoe ly: Thude khing acid

Mi ATC: A02ADO1

(A: Nhém thude dudng tiu hoa va chuyén hod)

Bao v¢ ni€ém mac da day- thue quan.

Khong ¢6 tdc dung can tia X.

Kha nang trung hoa acid 1a 20 mEq H'/ gbi. (Nghién citu in vitro voi thiét ké don liéu theo
phuong phdp Rossei- Rice)

. DAC TINH DUQC PONG HQC

Nhom hydroxyd va magnesi hydroxyd tic dong tai chd trong da day bang céch trung hoa
acid da day.

. QUY CACH DONG GOI

Hop 20 goi; 30 goi; 50 goi x 5 ml.
HOp 1 chai PET x 250 ml, kém 1 cde dong.

. PIKU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA

THUOC
Picu kién bao quéan: PE noi kho rio, tranh anh sang, nhiét do khong qua 30 do C.
Han diing: 24 thang ké tir ngay san xut,

Han diing sau moé ndap chai: Chi str dung trong vong 30 ngay ké tir khi ma nép chai 14n
dau.

Tiéu chuan chat lugng: TCCS,

TEN PIA CHI CUA CO SO SAN XUAT THUOC

Céng ty C6 phan Dwge APIMED

Eja chi tru so: 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, Thanh phd Hé Chi Minh, Viét
dll.

Dia chi nha may: Puong N1, cum cdng nghi¢p Phu Thanh - Vinh Thanh, xa Vinh Thanh,
huyén Nhon Trach, tinh Pong Nai, Viét Nam.




