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TAI LIEU HANH CHINH

TO HUOGNG DAN SU DUNG
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AMICOGEL- API
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Trang 2/5
Hiedng dén sie dung thude
AMICOGEL- API
1. TEN THUOC: AMICOGEL- API
2. CACDAUHIEULUU Y VA KHUYEN CAO KHI DUNG THUOC
“Poc ki hwéng din siv dung truwée khi dung”
“Dé xa tAm tay tré em”
“Lic ky truwée khi dung”
3. THANH PHAN CONG THU'C THUOC
Liéu lwgng cho mdi
Thanh phin duge chit:
250 ml 20 ml 10 ml
Dried aluminium hydroxide gel 4,4% (kl/tt) 880 mg 440 mg
Magnesium hydroxide 3,9% (kl/tt) 780 mg 390 mg

Thanh phin ta dugc: Hypromellose E6 (Hydroxypropyl methylcellulose 6¢ps), sodium
clorid, sucralose, sorbitol 70%, methylparaben, propylparaben, orange flavor (dang long),
nuée tinh khiét.

DANG BAO CHE
Hon dich uéng. Chat long, mau triang dén triing nga, dong nhét, huong thom, vi ngot.

CHI PINH:

AMICOGEL- API dugec chi dinh cho tré em trén 12 méi, nguoi 16m va ngudi cao tudi.
Lam dju c4c triéu chimg do ting acid da day (chimg o néng, ¢ chua, diy bung, khé tiéu do
tang acid). Tédng acid da day do lo¢t da day, ta trang. Diéu tri tri¢u ching trao ngugc da day
- thue quan.

CACH DUNG, LIEU DUNG

Cach dung:

Thude dung dudong udng. Lic déu goi/ chai trude ding.

Lidu dung:

Déi voi quy cich chai 250 ml: sit dung cbe dong c6 bao gdm trong mdi chai dé dong thé
tich thudc udng.

Nguoi lém (bao gom nguai cao tuéi), tré em trén 12 tuoi: 10 - 20 ml/ 1an x 3 1an mdi
ngay, udng sau bita an 20 phut - 1 gidr, budi t6i trude khi di ngu, khi ¢6 tridu chimg hodc
theo chi dén cua bac sy.
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Trang 3/5

Doi véi quy cdch goi 20 ml

Nguoi lon (bao gom ngudi cao tuoi), tré em rén 12 tuoi: T6i da 1 géi / 14n x 3 13n mdi
ngay, uong sau bita &n 20 phut - 1 gio, budi t6i trude khi di nga, khi ¢6 trigu ching hoic
theo chi ddn cua béc s¥.

Déi véi quy cich g6i 10 ml

Nguoi lom (bao gom ngueoi cao tuéi), tré em trén 12 tuoi: 1 - 2 géi/ lan x 3 1an mdi ngay,
uong sau bira an 20 phut - 1 gio, budi toi trude khi di ngn, khi co triéu ching hodc theo
chi dan ctia béc s¥.

Tré em duwoi 12 tudi:

Thude khéng nén ding cho tré em dudi 12 tudi.

Néu quén uung mot li¢u thube, Ilgll'GI bénh uong ngay khl nhé. Tuy nhlen neu gan thoi
gian udng liéu tiép theo thi bo qua liéu da quén. Khong ubng gap doi liéu dé bu liéu da
quén.

Tham khao y kién bdc s tricée khi dimg thude.

Khéng c6 yéu cdu ddc biét vé xir Iy thude sau khi sir dung.

CHONG CHI PINH

Nguoi bénh bi min cam véi duoe chét hodc véi bat ky thanh phén té duoe nao cta thude.
Ngudi bénh bi suy nhuge néng hodc bi suy than.

CANH BAO VA THAN TRONG KHI DUNG THUOC.

Tré em: Ding magnesi hydroxyd c6 thé gy ting magnesi mau, dic biét & tré em cé cic
biéu hién suy than hodc mat nudc.

Canh bao td duoc:

Thmf)c ndy c6 chira sorbitol, nhitng bénh nhan bj rdi loan khéng dung nap fructose do di
truyén khong nén str dung thuoc nay.

Thudc nay ¢6 chita 27,5 mg Natri trong mdi lidu 10 ml. Cén cht ¥ dén khéu phéin an hang
ngay, ddc biét 1a bénh nhén co chi dinh dn kiéng mubi.

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

Khéng ¢6 dir liéu vé sur an toan ctia thube trén phu nit ¢6 thai.

Cac nghién ciru trén dong vat khong thay nhitng tac dong c6 hai truc tlep hodc gidn llep
lién quan dén thai ky hogc sy phat trién cia phdi/ thai nhi, qua trinh sinh san.

Cén than trong khi sir dung cho phu nir ¢6 thai, tranh ding lidu cao kéo dai.
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ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg clia thudc vé anh hudong 1én kha ning li xe, van hanh mdy mac.
TUONG TAC, TUONG KY CUA THUOC

Tuong Tic

T‘hu(‘)c khéng acid ¢6 thé ngin sy hap thu cta tetracyclin va céc vitamin vi vy khéng ding
dong tho.

Tinh trang k;cm hoa nude tleu thu cap sau khi dung magnesi hydroxyd c6 thé lam thay doi
kha nang bai tiét ciia mot s6 thude, vi du tang bai tiét salicylat.

Twong ky thude:

Do khéng c6 céc nghién ciru vé tinh twong ky cta thude, khéng tron I3n thude nay véi cac
thuée khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung phu trén dudmng tiéu hod thudng it xdy ra. Su két hgp hai thanh phan duge chét
trong cong thire gitp giam tac dung phu thuong gép ¢ duong tiéu hoa: tao bon, tiéu chay.

Tom tit cac phan ung cé hai duge phan nhom theo tan sudt: Rt thuong gap ( = 1/10),
thudng gép (= 1/100 dén <1110), it gap (= 1/1 .000 dén <1/100), hiém gip (> 1/10.000
dén <1/1.000), rat hiém gip (<1/10.000), khong rd tén sudt (khong thé wéc tinh tir dit lidu
¢ san).

Réi loan chuyén héa va dinh dudmg

Rat hiém gdp: Tang ndng do magnesi trong mau, thuomg gip sau khi dung magnesi
hydroxyd kéo dai cho bénh nhén suy thén.

Roi loan tiéu héa:

Khéng ré tan sudt: Dau bung.

Hwéng dan cach xir tri ADR: Cac ADR nhe c6 thé tir khoi. Can theo déi céc tac dung

khéng mong mudn va diéu tri tri¢u chimg. Phai ngimg thudc va bao cho bac si hodc dén
bénh vi¢én ngay lap tirc khi co biéu hién tac dung khong mong mudn ning.

Bio cdo cic phan irng ¢6 hai: Hay bdo ngay cho bac si hodc duge si nhitng phan tmg c6
hai khi sir dung thude, ké ca céc tac dung chua dugc liét ké, hodc bao cdo céc phan tmg c6
hai cua thube vé& Trung tm Théng tin thude va Theo ddi phan (g c6 hai ciia thude (xem

chi tiét huéng dén tai: http://canhgiacduoc.org.vn/CanhGiacDuoc/ADROnline.aspx)
QUA LIEU VA CACH XU TRi

Qua liédu: Cac triéu ching nghlem trong khong xay ra khi sir dung thubc qua liéu. Khéng
¢6 dit liéu vé sir dung thude qua lieu, khong ding qua liéu chi dinh cta thudc.

Céch xir tri: Tich cuc theo dai dé c6 bién phap xr tri kip thoi.

PAC TINH DUQC LU'C HQC

Nhém dwee 1y: Thube khéng acid

Ma ATC: A02ADO1

Hai thanh phén khan_s, acid la magnesi hydroxid la thanh phén tac ~dong nhanh va nhom
hydroxid la thanh phén tac dong cham. Su phdi hop nay tao ra sy tAn cong nhanh va tang
tong hop thoi glan dém. Nhom hydroxid 1a mét chit 1am sin se va co thé gdy tao bon. Piéu
nay dugc can bang bai higu qua ctia magnesi hydroxid ciing nhu cidc mudi magnesi khéc
c6 thé gay tiéu chay.
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. PAC TINH DUQC PONG HOC

Khong ap dung.

. QUY CACH PONG GOI

Hop 20 goi; 30 goi; S0 goi x 10 ml; Hop 10 goi; 20 goi; 30 goi x 20 ml.
Hop 1 chai PET x 250 ml, kéem 1 coe dong.

. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA

THUOC

Diéu kién bio quén: D¢ noi kho rdo, tranh anh sang, nhiét 6 khong qua 30 do C.

Han dang: 24 thang ké tir ngdy san xuét.

Han ding sau mo ndp chai: Chi sir dung trong vong 30 ngay ké tir khi m& nip chai lan
dau.

Tiéu chuin chit lwgng: TCCS.

TEN BIA CHI CUA CO SG SAN XUAT THUOC

Céng ty Cé phan Dugc APIMED

Dia chi tru s&: 263/9 Ly Thuong Kiét, Phudng 15, Quéan 11, Thanh phé Hé Chi Minh, Viét
Nam.

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