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76 hudng ddn sir dung thude

Hén dich uéng Nabiscab extra suspension

PE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN

LAC KY TRUGC KHI DUNG
1. Thanh phén:
: ; Ham luong Ham luwong
Thanh phan h it . ong
i G615 mi G6i 10 ml
228, 7T mg 457,4 mg
(tuong dwong (tiwong duong

Dried aluminium hydroxide gel

aluminium hydroxide \aluminium hydroxide

175 mg) 350 mg)
Magnesium hydroxide 200 mg 400 mg
Simethicone 25 mg 50 mg
Thanh phan ta dwoc: Dung dich sorbitol 70%,
Methyl paraben, Propyl paraben, Glycerin, Gom Vua du Vira du
xanthan, Natri saccharin, Polysorbat 80, Tinh diu 5 ml 10 ml

bac ha, Nude tinh khiét,

2. Dang bao ché: Hon dich ubng.

Mé ta san phéam: Hon dich duc, mau tre"lng dén tréng nga, vi ngot, huong bac ha.
3. Chi dinh didu tri

Lam giam céc triéu chimg:

v' Kho tiéu
v' O ndng
v Déy hoi

4. Cich ding - Liéu ding
4.1. Liéu ditng
Céng ty chiing t6i ¢6 sin cdc quy cich dong géi: Goi 5 ml, g6i 10 ml.
Nguoi lén: Udng 5 — 10 ml sau bita an 20 phut dén 1 gio va trude khi di nga hodc khi cAn thiét.
Tré em: Theo ty 1& phu hop véi lidu dung ctia ngudi lon.
Tré em dudi 5 woéi: Liu t6i dala 5 ml x 3 lan/ngay.
Ngudi cao tuéi: Dung liéu tuong ty nhu & ngudi 1én.
4.2. Cach dung
Thude ding dudng udng.
5. Chéng chi dinh
- Qua man v&i hoat chat hodc bat ky thanh phan ndo cta thude.
- Bénh nhan suy nhuoc nang, suy than hoéc giam phosphate mau.
6. Cinh bdo va thin trong khi dung thube
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- Aluminium hydroxide c6 thé gdy tdo bon va qua lidu magnesium hydroxide ¢6 thé gay giam nhu
dong rudt; liéu cao ctua Nabiscab extra suspension co thé gy ra hodc lam trdm trong thém tinh
trang tdc rudt va liét rudt & nhiing bénh nhéan cé nguy co cao hon nhu nhitng ngudi bi suy thén
hoiic nguoi cao tudi.

- Aluminium hydroxide khéng dugc hép thu tét qua dudng tiéu hoa va do do, cic tic dung toan
than hiém khi xay ra & nhitng bénh nhan cé chirc ning than binh thudng. Tuy nhién, sir dung qua
lidu hodic kéo dai, hodc tham chi liéu binh thudng & nhitng bénh nhén ¢ ché d an it phosphate,
¢o thé dan dén thiéu phosphate (do lién két aluminium - phosphate) kém theo tang tiéu xuong va
ting calci nigu véi nguy co lodng xuong. Khuyén céo, nén hoi y kién béac si trong truomg hop sir
dung 1au dai hodc & nhitng bénh nhén cé nguy co thiéu phosphate.

- O bénh nhan suy than, ndng do aluminium va magnesium trong huyét twong déu tiang, dung lau
dai véi liéu cao aluminium hydroxide va magnesium hydroxide c6 thé gy ra bénh ndo, chiing
mét tri nhé va thién mau hdng cau nhé hodc 1am trim trong thém chimg loang xuwong do loc
mau.

- Aluminium hydroxide c6 thé khong an toan & nhitng bénh nhan réi loan chuyén héa porphyrin
dang chay than nhén tao. Trénh st dung thubc khang acid trong thoi gian dai ¢ nhitng bénh nhan
suy than.

Tré em

O tré em, sir dung magnesium hydroxide c¢6 thé 1am ting magnesium huyét, ddc biét néu tré bi suy

than hodc mit nuéde.

Canh bdo ta duoc

- Thude nay ¢6 chira it hon lmmol (23mg) natri mdi goi, v& co ban duge xem nhu “khong chia
natri”.

- Thude nay c¢é chira sorbitol, cAn xem xét téc dung hiép ddng cua céc thubc ¢b chia sorbitol (hay

fructose) va luong sorbitol (hay fructose) ding theo ché do an kiéng. Ham luong sorbitol ¢ trong
thudc udng co thé anh hudng sinh kha dung cua céc thude khéc khi ding chung,

- Thudc nay ¢o chtra methyl paraben va propyl paraben C6 thé gy ra cac phan tmg di ing,

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

Phu nit co thai

Khong c6 dit lieu. Khong biét lidu thube niy ¢é an toan cho phu nit ¢6 thai hay khéng. Chi nén sir

dung thudc khi loi ich mang lai vuot trdi hon so v6i nguy co ddi véi ngudi me va thai nhi.

Phu nit cho con bu

- Vi sy hdp thu han ché cua nguoi me, khi sir dung voi lidu khuyén cdo, luong rit nho (néu co)
aluminium hydroxide va magnesium hydroxide duge bai tiét qua sira me.

- Simeticone khong duge hap thu qua dudng tiéu hoa.

- Dy doan khéng ¢6 anh huong dén tré méi sinh/tré so sinh bt sita me vi hip thu toan than cta phu
nit cho con b véi aluminium hydroxide, magnesium hydroxide va simeticone 1a khong dang ké.

8. Anh hwong trén kha ning Ii xe va vin hinh may méc

Chua ¢6 bang chimg vé anh huéng ciia thude 1én kha ning 1ai xe, vin hanh may mac.

9. Twong tac va twong ky cua thube

9.1. Twong tdc thubc

- Khéng nén str dung Nabiscab extra suspension dong thoi voi cac thude khac vi chiing ¢é thé bi
giam hip thu ndu duoc ubng trong vong 1 gio.

- Céc thubc khéng acid chira aluminium c6 thé lam giam hép thu cac thude nhu tetracyclin, cic
vitamin, atenolol, bisphosphonates, cefdinir, cefpodoxime, chloroquine, chlorpromazine,
ciprofloxacin, cyclines, dasatinib monohydrate, dexamethasone, diflunisal, digoxin, eltrombopag
olamine, elvitegravir, ethambutol, fluoroquinolones, glucocorticoids, hydroxychloroquine,
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indomethacin, iron salts, isoniazid, ketoconazole, levothyroxine, lincosamides, metoprolol,
nilotinib, phenothiazine neuroleptics, penicillamine, propranolol, raltegravir potassium,
rifampicin, rilpivirine, riociguat, rosuvastatin, sodium fluorure, tenofovir alafenamide
fumarate/emtricitabine/bictegravir sodium, tetracyclines va cac thudc khang Ha.

- Véi céc chit e ché integrase (dolutegravir, raltegravir, bictegravir), nén tranh két hop (chi tiét
vui 1ong tham khao t& huéng din sir dung cua cac thube nay).

- Do kha ning hap thu bj suy giam, nén duy tri khoang thoi gian it nhét 2 gid gitra viée ding thude
da day lién két v6i acid va cic loai thube khéc.

- Levothyroxin ciing c6 thé lién két v6i simeticone, tir d6 ¢6 thé 1am chdm hodc giam sy hép thu
levothyroxin.

- Polystyren sulphonate: Than trong khi sir dung ddng thdi véi polystyren sulphonate do nguy co
tiém 4n lam giam hiéu qua cua resin trong lién két kali, nhiém kiém chuyén hoa & nhiing bénh
nhan suy thén (dugc béo cdo dbi v6i aluminium hydroxide va magnesium hydroxide) va tic rudt
(duoc bao céo dbi voi aluminium hydroxide).

- Quinidin: Str dung ddng thoi san phadm chiia aluminium véi quinidin ¢6 thé lam ting ndng dod
quinidin trong huyét thanh va din dén quaé lidu quinidin.

- Tetracyclin: Vi thudc ¢6 chira aluminium, nén khong sir dung dong thoi véi thude khang sinh
nhém tetracyclin hay bat ky mudi tetracyclin ndo.

- Céc citrate: Aluminium hydroxide va céc citrate ¢6 thé lam ting ndng do aluminium, dic biét &
nhiing bénh nhén suy than.

- Kiém héa nudc tiéu thir phat sau khi ding magnesium hydroxide c6 thé 1am thay ddi su bai tiét
ctia mot s6 thube, do do, ting bai tiét salicylate di duge ghi nhan,

9.2. Tuong ky ciia thudc

Do chua ¢6 cdc nghién ciru vé trong ky cia thude, khong tron 14n thude nay véi cac thude khéc.

10. T4c dung khéng mong mudn cia thudc (ADR)

Phdn loai tén sudt: Rat thuong gip (> 1/10), thuong gap (> 1/100 dén < 1/10), it gap (> 1/1000 dén
< 1/100), hiém gip (= 1/10000 dén < 1/1000), rat hiém gap (<1/10000), chua 1& (khong thé wdc
tinh tir dit liéu ¢6 san) .

Mién dich

Chua ré: Phan tmg qua man nhu ngira, ndi may day, pht mach, phan Gng phan vé.

Tieu hoa

It gdip: Tiéu chay hoic tio bon.

Chira ro: Dau bung

Ton thuong, ngd dic va cdc bién chiing thi thudt

Chua r6: Tang aluminium méu (lién quan dén thanh phan aluminium).

Chuyén héa va dinh dwing

Rdt hiém: Tang magnesium huyét, bao gdm céc quan sat sau khi sir dung magnesium hydroxide kéo

dai ¢ nhiing bénh nhan suy than.

Chua ré: Tang aluminium huyét, giam phosphate huyét, st dung thoi gian dai hodc lidu cao hogc lidu

binh thuong ciia thude & bénh nhan c6 ché do an it phospho, ¢6 thé 1am tang calci niéu, ting tiéu

xuong, lodng xwong (xem Cdnh bdo va thdn trong khi dimg thuéc).

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI

KHI SU DUNG THUOC

Hudng din cdch xiv tri ADR

- Dénh gia mirc d6 nghiém trong cia ADR @ quyét dinh huéng xir tri 1am sang phit hop.

- Giam liéu hodc nging thudc trong diéu kién 14m sang cho phép.

- Thue hién céc bién phap didu tri tricu ching, didu tri ho trg, dam bao chirc nang séng con cho
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nguol bénh.

11. Qud liéu va xir tri
Qud liéu

- Thudng khong cd cac tri¢u ching nghiém trong sau khi qua lidu.

- Céc triéu chimg duge bdo cdo cua qud liéu cdp tinh do sy két hop aluminium hydroxide va
magnesium hydroxide bao gbm tiéu chay, dau bung, non. Lidu cao cta thudc cé thé gay ra hoic
lam trAm trong hon tinh trang tic rudt hay liét rudt & nhiing bénh nhan cé nguy co (xem Cdnh
bdo va than trong khi dung thube).

Xir tri
Aluminium va megnesium dugc thai trir qua duong tiét niéu, diéu tri qua liéu cip tinh ding calci
gluconate dudmg tiém tinh mach, b nuée va ding thude 1gi tiéu. Trong truong hop suy giam chiic
nang than, cAn phai chay than nhan tao hozc thim phan phtic mac.
12. Diic tinh dwoe lwe hoe (khong yéu cau dbi véi thudc khong ké don):
Nhém duoe 15: Thube didu tri cac rdi loan lién quan dén acid, khéng acid chbng day hoi.
Ma ATC: A02AF02
- Aluminium hydroxide: Khang acid

- Magnesium hydroxide: Khang acid

- Simeticone: Chéng tao bot/ chéng day hoi.

- Thuéc 12 hdn hop cén bang ctia hai khang acid va simeticone - mot chit chong day hoi/ chéng
tao bot. Hai khang acid gdm: magnesium hydroxide c6 téc dong nhanh va aluminium hydroxide
¢6 téc dong cham. Su két hop ndy tao ra thoi diém phat huy tac dung nhanh chéng va tang tong
thoi gian dém. Ban than aluminium hydroxide 1a mét chat 1am se va c6 kha ning gay tho bon.
Téc dong nay duoc can bing véi tac dong cla magnesium hydroxide va cac mudi magnesium
khéc do c6 thé gay tiéu chay.

13. Céc diic tinh vé dwge dong hoc (khong yéu cdu dbi voi thude khong ké don)

14. Quy cach dong géi:

Mang INK/PET 12/Alu 7/LLDPESS. Hop 20, 30, 50 goi x 5 ml; Hop 20, 30, 50 g6i x 10 ml; kém
huéng dan sir dung.

15. Diéu kién bio quin, Han dung, Tiéu chufin chét lirong:

Dibu kién bao quan: Dé & noi kho réo, nhiét do khong qua 30°C, tranh anh séng truc tiép.

Han dimg: 24 thang ké tir ngly san Xuéit

Tiéu chudn chdt hrong: TCCS

16. Tén — Dia chi co s¢ san xuit :

tinh Hai Duong, Viét Nam.
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