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G6i 10ml

Hén dich udng

VARONEM

Nhém Hydroxyd Gel Kha... .525mg
...500mg

Magnesi Hydroxyd.....

SEPTEMBER 23" CORPORATION

VARONEM >

MOI GOI 10ml CHUA:
Nhém Hydroxyd.............. 525 mg
(dang gel kh tuang duong nhém oxyd..262,5 mg)
Magnesi Hydroxyd.............600 mg
T4 dugc vira dd.......omn. 1 géi
Chi dinh, liéu dung, céch ding,
chéng chi dinh va céc thong tin khac;
xem t& hudng din st dyng,
Tiéu chudn: TCCS
Bdo quén: Noi khd, nhiét a6 dudi 30°C,
trénh &nh sang.
Boc ki hutng dan sir dung trude khi ding
D& xa tim tay tré em

San xuat tai
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TO HUONG DAN SU DUNG THUOC

VARONEM

1. Tén san pham: Varonem

2. Cac cau khuyén cio

Théng bdo ngay cho béc sy hodc duwoc sy nhirng tic dung khén

0P PSR
gap phai khi sir dung thude %)

Poc ky hwong din siv dung trwée khi dung SSe—
Pé xa tAm tay tré em

3. Thanh phin: M3i géi gel 10 ml chira:

Nhoém hydroxyd 525 mg
(dang gel khé tieong dwong nhém oxyd) 262,5 mg)
Magnesi hydroxyd 600 mg
Ta dugc vira du 1 goi
(Td dwgc gom: Sorbitol 70%, Xanthan gum, Tween 80,
Methyl paraben, Propyl paraben, Natri saccarin)

4. M6 ta san phiam: Hon dich udng mau tréng duc, vi ngot.
5. Chi dinh

Thuéc Varonem duoe sir dung cho nguoi 16n va tré vi thanh nién tir 15 tudi trd 1én trong
cac trudomg hop:
- Chumng ¢ néng.
- Du acid dich vi (trong céc truong hop viém, loét da day, ta trantrdo nguoc da day thuc
quan).
6. Liéu diing va cich ding
Liéu ding:
Nguai lon va tré vi thanh nién tir 13 tuéi tré lén:
- Ubng 1 g6i/lan khi c6 tri¢u chimg clia chimg ¢ néng va du acid dich vi. Mai ngay khong
su dung qua 6 goi.
- Thai gian diéu trj khong qua 10 ngay va can ¢6 ¥ kién clia béc s¥ diéu tri.
Cich ding:
Cét bé mdi goi cho vao cée ubng ngay, khdng can pha loang thudc hodc khong can thiét
trang thudc khi str dung.
7. Chéng chi dinh
- Man cam véi bét ky thanh phian nao cue thude.

- Suy than ndng vi thudc c6 chira magnesi.
1

e

e
e
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Phu nir cho con bii:

o - e . . .. A
Do d0, viéc s dung Varonem nén dugc than trong cho phu nif trong thojA®iaa

Chi sir dung khi lgi ich vot trdi nguy =o.
Thudc Varonem cé chua magnesi hydroxyd c¢ thé gay tiéu chay va

thé lam tang tinh trang tdo bén trén bénh nhan mang thai.

Chua c6 nghién ciru chimg minh thudc ¢é phan b6 duwgc vao sita me hay khong. Tuy
- a A . . 5 ~ . . ~ 5 A . ~ . +t
nhién, do thudc c6 tac dung chu yéu khang acid trén dudng tiéu héa nén luong ion Al

va Mg™ ¢6 thé vao duoc sira me rat thép.

10. Anh hwéng cia thudc lén 1ai xe va ngwdi vin hanh may mée

Chua c6 nghién ciu vé tac dong cua thude 1én van hanh may méc va anh huodng lai tau

xe. Tuy nhién, bénh nhan cin duoc thdng bdo khi ding thube ¢6 triéu chimg di img, ban do,

may day trong qué trinh diéu tri bing thudc Varonem c¢ thé anh hwong dén qué trinh vén

hanh méy méc, dang l4i tau xe.

11. Twong tic cua thude véi cac thuoe khdc va cac loai twong tac khac

Khi str dung thude khang acid ¢6 thé tranh dung v&i mot s6 thude dudng uéng. Do lam giam

hép thu cua céc thude khac khi sir dung dong thoi. Dé xr tri, néu c6 thé udng cac thude dudi

day, sau it nhat 2 gid thi udng khéang acid:

Acid Acetylsalicylic
Khang H»

Nhom Biphosphonat
Nati;i;rulfo catiorési_n
Chloroquin

Cyclin

Nhom Digitalic

Elvitegravir: gan nhu giam mot nira nong dd elvitegravir khi st du

Ethambutol
Fexofenadin

Sét (dang mudi)
Floorin
Fluoroquinolones
Glucocorticosteroid ngoai trir hydrocortison nhu 12 liéu phap thay thé (md ta cho
prednisolon va dekamethason)

Hobc mon tuyén gidp

Indomethacin

Isoniazid

()
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- Do dé, viéc su dung Varonem nén duoc thdn trong cho phu nit trong thg

Phu nit cho con bu:

Chi str dung khi loi ich vot trdi nguy co.
Thudc Varonem c6 chira magnesi hydroxyd c6 thé giy tiéu chay va

thé lam ting tinh trang tio bon trén bénh nhan mang thai.

Chua c6 nghién clru chimg minh thude ¢6 phan bd duge vao sita me hay khong. Tuy
nhién, do thude co tic dung chu yéu khéang acid trén duong tiéu hoa nén luong ion A7

va Mg ¢6 thé vao dugce sira me rit thip.

10. Anh hwong cia thude 1én 14i xe va ngudi van hanh may méc

Chua cé nghién clru vé tdc dong ctia thudc 1én vén hanh may méc va anh huodng lai tau

xe. Tuy nhién, bénh nhan cin duge théng bao khi ding thude ¢6 tridu ching di tmg, ban do,

may day trong qué trinh diéu trj bing thuéc Varonem c6 thé anh huong dén qua trinh van

hanh may moe, dang l4i tau xe.

11. Twong tic cua thude véi ciac thuoce khic va cic loai twong tic khic

Khi sir dung thudc khéang acid c6 thé tranh ding véi mot s6 thude dudng udng. Do 1am giam

hép thu cua cdc thude khac khi st dung dong thoi. D€ xur tri, néu ¢é thé udbng cic thude dudi

day, sau it nhat 2 gi¢ thi uong khang acid:

Acid Acetylsalicylic
Khang H»

Nhoém Biphosphonat
Natri suifo catioresin
Chloroquin

Cyclin

Nhom Digitalic
Elvitegravir: gan nhu giam mot nura nong do elvitegravir khi st ddng thoi.
Ethambutol
Fexofenadin

Sét (dang mudi)
Floorin
Fluoroquinolones
Glucocorticosteroid ngoai trir hydrocortison nhu 1a liéu phap thay thé (md ta cho
prednisolon va dexamethason)

Hoéc mén tuyén gidp

Indomethacin

Isoniazid

(VS
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- Ketoconazol (giam su hdp thu tiéu héa cta ketoconazol do ting do
dung khang acid)
- Lanzoprazol

- Lincosamid

- Metoprolol

- Thude giam dau Phenothiazin

- Penicillamin

- Phospho

- Propanolol

- Rosuvastatin

- Sulpirid

- Ulipristal: ¢6 nguy co giam hiéu qua cua ulipristal do giam su hip thu thuéc.
12. Tac dung khéng mong mudn

Tan sudt xuét hién céc tac dung khdong mong mubn cua thude duge xép theo quy udc sau:
Thuong gap (> 1/100, <1/10); ft gap (= 1/1.000, <1/100); hiém gap (> 1 / 10.000, <1 / 1.000):
rét hiém (<1 / 10.000), khong xéc dinh (khong thé ude tinh duoe tir dit lidu ¢6 san).

Hé thong mién dich:

Tan suat khong xac dinh: Phan img qud man nhu ngira, ban do, ndi may day va phan tng /
sOc phan vé.

Chuyén héa va dinh diine:

Tén sudt khong xéc dinh:

- Tang magnesi huyét: mot sb truomg hop ting magnesi huyét da duoc Bao.ce, Cac truong
hop nay chu yéu dugce bao cdo & nhitng bénh nhan suy than, ting m.}1gnesi huyét ¢6 thé
do sy tich liiy magnesi bang cach lam giam bai tiét qua than.

- Tang nhém huyét: Cac truong hdp taing nhém huyét di duoc béo cdo. Céc truomg hop
nay chu yéu duoc bao c4o & bénh nhan suy than, va / hodc nguoi cao tudi. Nguy co nay
tang 1én khi an udng twong tmg vai acid citric, sodium citrat hodc calcium citrat.

- Giam phospho huyét: néu dung thudc trong thoi gian dai hodc & lidu cao, hodic tham chi
trong thoi gian st dung binh thuong ¢ bénh nhan c6 ché do an phospho thp c6 thé lam
tang thai trir can xi vao nude tiéu va cé nguy co gay bénh xuong khép.

Tiéu hoa:

Tan sut khong xac dinh: tiéu chay hodc tio bon.

Hwéng din cach xir tri ADR:

Phai ngimg thudc va xin y kién cua béac sy diéu tri néu co cac biéu hién tac dung khong

mong muodn cua thuoc.
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13. Qua lieu va cach xi tri

Tricu chirng qud liéu:

ddc magnesi huyet Céc dau hiéu cua nhiém doe magnesi huyét nhu:

- Ha huyét 4p.

- Budn ndn, ndn mura, tiéu chay, dau bung.

- Bubdn ngu, giam phan xa, moi co, chimg liét than kinh co.

- Chimg nhip tim cham, rdi loan ECG.

- Trong céc truong hop niang nhat, gay liét dudng ho hdp, hon mé, suy thian hodc ngung
tim c6 thé xay ra.

- Hdi chimg than kinh.

- Ngoai ra, khi sit dung qué liéu Varonem c6 thé lam trdm trong thém céc bénh tic rudt
hodc tiéu chay 6 nhirng bénh nhan ¢6 nguy co cao.

Xii tri:

- Dé xtr tri khi qua lidu thuc Varonem c6 thé gay non. AI™™ va Mg ¢6 thé duoc thai trir
qua nudc tiéu.

- Trong trudng hop qua lidu Mg ™ ¢6 thé sir dung tiém tinh mach chat déi khang nhu calci
gluconat. Trong truong hop bénh nhan ¢6 suy than, nén sir dung tham tach mau hoic
thAm phan phiic mac néu can thiét,

14. Dic tinh dwoge luce hoce
Nhém dieoe Iy: Thude khang acid
Ma ATC: A02A

Nhom hydroxyd: C6 kha nang lam tiang pH dich da day. Nhom hydro tang pH dich
da day cham hon cac chat khang acid nhém calci va magnesi. Udng khi| d6i, thude cé thé di
qua da day rong quéa nhanh dé thé hién hét tac dung trung hoa acid cua né. Su ting pH dich vi
do chat khang acid gdly nén sé& irc ché tac dung ti€u protid ctia pepsin; tic dung nay rat quan
trong & nguot bénh loét da day.

Magnesi hydroxyd: Céc thuée khang acid chira magnesi hydroxyd 14 cc hop chat magnesi
v0 co tan trong acid dich vi, giai phong ra cac anion ¢6 tac dung trung hoa acid da day, hoic
lam chit dém cho dich da day, nhung khéng tac dong dén sy san sinh ra dich da day. Két qua
la pH da day tang lén, lam gidm triéu chimg ting acid. Thubc cling lam giam d¢ acid trong
thuc quan va lam giam tdc dung cia men pepsin la 1,5-2,5; do thude khang acid lam tang pH

da day lén (rén 4, nén tac dung phan giai protein cila pepsin 1a thip nhét. Magnesi hydroxyd

L
s & il
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con ¢o tac dung nhuan trang, nén thuong dung phdi hop A" d¢é giam tdc dung giy tdo bon
cua nhom hydroxyd.
15. Dic tinh dwgc dong hoc

{Vhém hydroxyd:

Nhom hydroxyd tan cham trong da day va phan img véi HCI da day tao thanh AI™™.
Khoang 17-30% Al tao thanh duoc hdp thu nhanh qua than ¢ ngudi o chirc ndng than binh
thuong. O rudt non, AI™™ chuyén nhanh thanh mudi nhém kiém khong tan, kém hép thu. A"
s& duge két hop véi géc phosphat trong thitc an dé tao thanh nhom phosphat khéng tan trong
rudt va dugc thai trir qua phan. Néu ché do an it phosphat, cac thude khang acid chira nhom sé
lam giam hap thu phosphat va gdy chiing giam phosphat trong mau, ¢6 nguy co lodng xuong.

Magnesi hydroxyd:

Magnesi hydroxyd phan tmg véi acid HCI tao thanh Mg™. Khoang 15-30% lugng Mg™
vira tao ra duge hap thu va sau d6 duoe thai trir qua nudc tiéu & nguot ¢6 chite nang than binh
thuomg. Mot luong Mg ™ chua duoc hip thu s& duoc chuyén héa & rudt non va hap thu khong
déng ké.

16. Quy cich déng goi: Hop 10 goi, 20 goi, 30 gbi x 10 ml.
17. Piéu kién bao quan, han dung, tiéu chuin chit lwong thu

Bao quan: Noi kho rdo, trdnh 4nh séng, nhiét do khong qua 307C.

Han dung cua thude: 36 thédng ké tir ngay san xuét.

Tiéu chuén chét lugng: TCCS
18. Tén, dia chi, biéu twong (néu ¢6) ciia co s& sin xuit
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