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Biviantac Fort
(3vx 10v)
Box size: 125x52x 18 mm

Blister: 120 x 48 mm

BOY TE
CUC QUAN LY DUQC

DA PHE DUYET
i 0% 2919

Lin dau:......1 ...

Hép 3 vi x 10 vién

THANH PHAN: Nhom hydroxyd dang gel kho 400 mg (tuong duong nhom hydroxyd 306 mg hodc nhom oxyd 200

mag), magnesi hydroxyd 400 mg, simethicon (dudi dang bdt simethicon 608 - 70%) 40 mg va 1 duge vira di 1 vién

nén nhai.

CHI B|NH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Boc tor hudng ddn sif dyng thudic.

BAO QUAN: Nhiét dd khong qud 30°C, trdnh dnh sdng va dm.
TIEU CHUAN: TCCS.

OE XA TAM TAY TRE EM.

BOC KT HUGNG DAN SUDYNG TRUDE KHI DUNG.

QR/ WHO-GMP

Nha shn xudt: CONG TY CO PHAN BV PHARMA
Ap 2,%a Tan Thanh, Huyén Ci Chi, TPHCM

COMPOSITION: Dried aluminum hyd gel 400 mg (equivalent to al
mg) , magnesium hydroxide 400 mg, simethicone (as simethicone powder 60-705

tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORI

STORAGE: Temperature not exceeding 30°C, protected from light and hlmidin
SPECIFICATION: in-house.

KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE USE.

ide 306 mg or alumi ide 200 SPK/Vi
exciptents sq. for 1 chewable Sa:

= WHO-GMP
e Manufacturer:
N BV PHARMA JOINT STOCK COMPANY

HCMC.

Wi b e @

HD/Exp:

S6165X%/Lot No.:

Hamlet 2, Tan Thanh Tay Village, Cu Chi District,

46901 (23 14145)

20/A64

5816 5X/ Lot No.:
NSX/Md:

HO/Exp:
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Biviantac Fort
(4vx 10v)
Box size: 125x52x28 mm

Blister: 120 x 48 mm

Hép 4 vi x 10 vién

THANH PHAN: Nhém hydroxyd dang gel khé 400 mg (tuang duong nhém hydroxyd 306
mg hodc nhém oxyd 200 mg), magnesi hydroxyd 400 mg, simethicon (dudi dang bt
simethicon 60% - 70%) 40 mg va td dugc vira did 1 vién nén nhai.

CHI BINH, CACH DUNG, CHONG CHI BJNH VA CAC THONG TIN KHAC: Boc 1 hudng

ddn s dyng thudc, W -GMP
BAO QUAN: Nhiét dg khong qua 30°C, trdnh dnh sang va dm. , )

TIEU CHUAN: TCCS. Nha san xudt:

D XA TAM TAY TRE EM, CONG TY CG PHAN BV PHARMA

BQC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG. Ap 2,Xa Tan Thanh, Huyén Cli Chi, TPHCM

Box of 4 blisters x 10 tablets

COMPOSITION: Dried aluminum hydroxide gel 400 mg (equivalent to aluminum hydroxide 306

mag or aluminum oxide 200 mg), magnesium hydroxide 400 mg, simethicone (as simethicone

powder 60-70%) 40 mg and excipients sq. for 1 chewable tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION: Refer to WHO-GMP
package insert. T e
STORAGE: Temperature not exceeding 30°C, protected fsgfri light and hiimidiy. N
SPECIFICATION: In-house. : :
KEEP OUT OF REACH OF CHILDREN. )
READ PACKAGE INSERT CAREFULLY BEFORE U§ E 7

Manufacturer:
BV PHARMA JOINT STOCK COMPANY
Hamlet 2, Tan Thanh Tay Village, Cu Chi
District, HCMC.

HD/Exp:

5616 5X/Lot No.:

Lo -

.

S6165X/LotNo.:

SO/ Visa:
NSX/Mifk:
HO/Exp:
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Biviantac Fort
(5vx 10v)
Box size: 125x52x 32 mm

Blister: 120 x 48 mm
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Hoép 5 vi x 10 vién

% THANH PHAN: Nhom hydroxyd dang gel kho 400 mg (tuong duang nhém hydroxyd 306
| mg hoac nhom oxyd 200 mg), magnesi hydroxyd 400 mg, simethicon (dudi dang bot
simethicon 60% - 70%) 40 mg va 14 dugc vifa du 1 vién nén nhai.
CHI D|NH, CACH DUNG, CHONG CHI BJNH VA CAC THONG TIN KHAC: Doc tiy hudng

diin st dyng thudc. WHO'C’.MP
BAO QUAN: Nhiét do khéng qua 30°C, trénh dnh séng va dm.

TIEU CHUAN: TCCS. Nha sin xudt:

OF XA TAM TAY TRE EM. CONG TY €O PHAN BV PHARMA
20CKP 1A ollorsiToyme AN K0 Dl Ap 2, Xa Tan Thanh, Huyen Ct Chi, TPHCM

e e T o e R P e i

g
Box of 5 blisters x 10 tablets 52¢
\'
COMPOSITION: Dried aluminum hydroxide gel 400 mg (equivalent to aluminum hydroxide
306 mg or aluminum oxide 200 mg) , magnesium hydroxide 400 mg, simethicone (as
simethicone powder 60-70%) 40 mg and excipients sq. for 1 chewable tablet. WHO-GMP
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION: h

Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protectef]
SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN.

Manufacturer:
BV PHARMA JOINT STOCK COMPANY
Hamlet 2, Tan Thanh Tay Village, Cu Chi
District, HCMC.

LW

HD/Exp:

S6165%/Lot Mo
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TO HUONG DAN SU DUNG

d-damng gel kho: 400 mg

(twong duong nhom hydroxyd: 306 mg hodc nhém oxyd : 200 mg)

Magnesi hydroxyd : 400 mg

Simethicon (dudi dang bét simethicon 60% - 70%): 40 mg

- Thanh phin ta dugc: Mui tutti frutti bot, povidon K30, aspartam, lactose monohydrat, tinh dau bac ha, magnesi stearat vira
du.

DANG BAO CHE: Vién nén nhai (vién nén tron mau tring, mot mat ¢ vach ngang, mot mat tron).

CHI DINH PIEU TRI:

Diéu tri triéu chimg cac trudng hop do ting tiét acid quéa mirc nhu khé tiéu, dau ving thuong vi, truéng bung, ddy hoi, o
chua, tang d¢ acid, dau rat da day, va cac roi loan thuong gép trong bénh ly loét da day ta trang, thyc quan.

- LIEU LUQNG VA CACH DUNG:
Liéu lwgng: . ) ) )
- Ngudi 1én (bao gdm ngudi cao tudi) va tré em > 12 tudi: 1 - 2 vién, 3 - 4 1an mdi ngay, dung tir 20 phat dén 1 gid sau céc
bira an va trudc khi di ngu. To6i da khéng qua 12 vién mét ngay.
- Tré em dudi 12 tudi: Khéng nén ding hodc hoi v kién cta béc si.

Cdch ditng: Thudc dung dé nhai, nhai k¥ vién thudc trude khi nudt.

CHONG CHI PINH:

- Qua man cam v&i mot trong cac thanh phén cua thude.

- Ngudi bi suy nhuge ning, suy than, ting magnesi mau, giam phosphat mau.

- Tré nho vi nguy co nhiém doc nhom, dic biét 1a tré em mat nudce/suy théaz/

CANH BAO VA THAN TRONG KHI SU DUNG:

- Khdng nén ding liéu téi da qua 2 tudn ma chua c6 y kién cua bac si.

- Nhom hydroxyd c6 thé gy tao bon va ding qua lidu cac mudi magnesi c6 thé gdy giam nhu dong rudt, ding lidu cao san

phim nay c6 thé gay ra hodc lam ning thém sy tic rudt & nhing bénh nhén cé nguy co cao nhu nhitng ngudi bi suy thén,

hodic ngudi cao tudi. &

- O bénh nhén c6 chirc néng thén binh thudng nhém hydroxyd it duge hép thu qua dudng tiéu hoa nén tac dung toan than la

khong déng ké. Tuy nhién, str dung 1au dai liéu cao hodc thdm chi liu binh thudng & bénh nhan c6 che do an it phospho, c6

thé dan dén sy suy giam phosphat (do gin két nhom — phosphat) di kém v&i tang tiéu xwong va tang calci niéu v6i nguy co
N nhuyen xwong. Can khuyén cdo cho cic bénh nhan c6 nguy co giam phosphat dung thudc dai han.

- 0 cac bénh nhan bi suy than, nong do trong huyét twong cua nhém va magnesi thuong ting cao. O nhimg ngudi nay su

tiép xtc véi lidu cao cac mudi nhdm va magnesi co thé dan dén sa st tri tug, thiéu mau hong cau nho.

- Nhom hydroxyd ¢6 thé khong an toan & bénh nhén bi rbi loan chuyén hoéa porphyria dang 1ham phédn mau.

- Do thudc ¢6 chira ta dugc lactose monohydrat can thin trong cho bénh nhén c6 cac van dé vé di tmyen hiém gap khéng
dung nap fructose, giam hép thu glucose-galactose hodc thiéu sucrose-isomaltase khéng nén diing thubc nay.

TRUONG HQP CO THAI VA CHO CON BU

Phu nir ¢6 thai

- Tinh an toan cuia thude khi sir dung cho phu nir trong thoi ky mang thai chua dugce thiét lap.

- Do su hap thu cua nguoi me rét han ché nén khi sir dung & lidu khuyén cdo, c6 rét it lugng mubi nhém hydroxyd va mudi
magnesi két hop dugc bai tiét vao sira me.

- Simethicon khéng dugc hip thu qua dudng tiéu hoa.

Phu nir cho con bu

- Thude khong giy anh hudng gi ddi vai tré so sinh / tré em b me vi s tiép xtic toan than ctia phu nir cho con bt véi nhém
hydroxyd, magnesi hydroxyd va simethicon la khéng déng ké.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 bdo cdo vé anh huong cua thuoe dén kha ning lai xe, van hanh may moc.

“/&1/(% 1/3
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TUG TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
i¢ g FieR\d ung dong thi vai cac thude khac vi chiing c6 thé gay trds ngai cho su hép thu ciia cac thube

g v

oflo xacﬁickgt CSJ!naZ t

ra nhom c6 thé can trd sw hip thu thich dang cua cac thudc nhu céc tetracyclin, cac vitamin,

cip ydroxychloroquin, chloroquin, chlorpromazin, rifampicin, cefdinir, cefpodoxim, levothyroxin,
ros

-Le \{ QXin ciing ¢ .=. gin két voi simethicon lam cham hoic giam su hap thu levothyroxin.

- Polystyset sl "-?". than trong khi sir dung cung ltc véi polystyren sulphonat do c6 tiém ning nguy co lam giam
hiéu qua cliaresi : et véi kali trong su chuyén héa kiém & céc bénh nhan suy thén (bdo cdo vdi nhdém hydroxyd va

magnesi hydroxyd) va téc nghén rudt (bao céo v6i nhém hydroxyd).

- Nhém hydroxyd va céc citrat co thé lam ting ndng do nhém, dic biét & bénh nhén suy than.

- Sur kiém hoa nuée tiéu do diing magnesi hydroxyd c6 thé lam thay déi sy dao thai mot sb thude; do d6, da thiy c6 sy tang
thai trir cac salicylat.

TAC DUNG KHONG MONG MUON:
Céc tac dung phu sip xép theo phan loai va tan suat dugc liét ké trong bang sau:

. . £ it gap Rét hiém gap
Phin logi rdi | : 6
4n loai roi loan  1/1000 - < 1/100) (< 1/10000) Tén suit chua rd
. Phén (mg qua man, nhu ngira ngay,
Hé mién dich noi may day, phut mach va phan (g
phan vé.
Tang lugng nhém trong mau.
Téang magnesi huyét (thdy & cac Ha phosphat‘huyét, khi sir dung kéo
Chuyén Yisa v diiih bénh nhan suy thin diing magnesi dai hodc ¢ liéu cao hodc tham chi
dudng hydroxyd kéo dai). liéu binh thudng & céc bénh nhén c6
ché do an phospho thip, didu nay c6
thé din dén tang tiéu xuong, ting
calci niéu, nhuyén xuong.
Puong tiéu hoa Z{];u s Pau bung.

THONG BAO NGAY CHO BAC ST HOAC bUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUOC

Huwéng din cach xir tri ADR:

Diéu tri ting magnesi huyét nhe thudng chi can han ché lugng magnesi dua vao co thé. Trudng hop ting magnesi huyét
ning, c6 thé can hd trg théng khi va tuan hoan. Tiém tinh mach chdm 10 - 20 ml gyng dich-calci gluconat 10% dé dao
ngugc cac tac dung trén hé hd hip va hé tudn hoan. Néu chirc ning than binh thM{) du dich dé diy manh thanh
thai magnesi & than (c6 thé ding furosemid dé tiang cudng). Dung dung dich khong c6 magnesi dé tham phan mau giap loai
b duge magnesi c6 higu qua, c6 thé cén thiét & nglrcn suy thén hodc ¢ nhitng ngudi ding phuong phép khac khong hiéu
qua. C6 trudng hop da diéu tri thanh cong cho ‘ngudi bi ting magnesi huyet & mirc d ning, thudng gay tir vong bing hé trg
thong khi, tiém tinh mach calci clorid va loi tiéu cudng birc bang truyen manitol.

QUA LIEU VA CACH XU TRIi

Triéu chimg qué lidu:

Khi qua heu, it xdy ra cdc triéu chimg nghiém trong cac triéu chimg qua liéu duge bao cao bao gbm tiéu chay, dau bung,
nén mtra. Liéu cao c6 thé gay hozc 1am tram trong thém su tic rudt va tic hdi trang & cac bénh nhan c6 nguy co.

Xir tri:

Nhém va magnesi duge bai tiét qua duong tiéu; didu tri qué lidu cip tinh bao gdm viéc dung calci gluconat tiém tinh mach,
bu nude va lam loi tiéu. Trong trudong hop suy than, can tham tich méau hodc tham phén phiic mac.

PAC TINH DUQC LU'C HQC: Md ATC: A02A F02. Nhém thude: Thube khang acid ket hop chit chéng ddy hoi.
BIVIANTAC FORT la san phim két hop hai hoa giita 2 chit khang acid va mot chat chéng day hoi simethicon. Hai cht
khang acid gbm magnesi hydroxyd co tac dung nhanh va nhém hydroxyd ¢6 tac dung cham. Sy két hop lam cho san pham
c6 tac dung nhanh chéng va kéo dai thoi gian d¢m. Nhom hydroxyd ban chit 12 mét chat 1am se c6 thé gdy tdo bon. Tac
dung nay duoc can bing bai magnesi hydroxyd thudng c6 tac dung gy tiéu chay.

DUQC DONG HQC:

- Nhém hydroxyd: Khi ubng, nhom hydroxyd phan @mg cham véi acid hydrocloric da day dé tao thanh nhém clorid hoa tan,
mot s6 nho duoc hip thu vao co thé. Cac thic an trong da day lam cho thudc ra khoi da day cham hon khi khong c6 thire an
nén kéo dai phan img cua nhém hydroxyd véi acid hydrocloric da day va lam tang lugng nhom clorid. Khoang 17 — 30%
nhém clorid tao thanh dugc hap thu va dao thai rat nhanh qua than & nguoi co chirc nang than binh thuong. O rudt non,
nhdm clorid chuyén nhanh thanh mudi nhém kiém khong hoa tan, kém hap thu. C6 thé 12 mot hdn hgp nhém hydroxyd,
oxyaluminum hydroxyd, cac loai nhom carbonat kiém va cac xa phong nhém. Nhom hydroxyd ciing phm hop véi phosphat
trong thirc &n & ruét non dé tao thanh nhém phosphat khong hoa tan, khong hép thu va bj dao thai vio phén. Néu phosphat
thirc &n duoc dua vao co thé it & ngudi ¢6 chirc ning than binh thudng thi nhdm hydroxyd s& l1am gidm hap thu phosphat va

o)
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8. Do do ngudi bénh bi suy than c6 nguy co tich liy nhom (ddc biét trong xuong va hé thén kinh
hom. Nhom hap thu sé gin vao protein huyét thanh (nhu albumin, transferin) va do dé khé duge

c bit dau tac dung ngay khi déi, thudc tac dung kéo dai trong khoang 30 + 10 phut. Néu ubng
ng vong 1 gid sau khi @n, tac dung kéo dai trong khoang 1 - 3 gi&. Khoang 30 phut, magnesi dugc
it he a tan trong nudc, hap thu kém so voi natri carbonat nén khong s¢ gdy ra nhiém kiém. O nguoi cé
bitth thudng, tich liy mdt lwong khiém tén magnesi khéng thanh van de, nhung & ngudi ¢6 suy than, cin
phai lhan trong (lam tdng magnesi huyet) Do lam thay le pH dich w va nudc tiéu, thude cé thé lam thay déi tée do hoa tan
va hép thu, sinh kha dung va dao thai qua than cua mot s6 thude, mudi magnesi con c6 khuynh huéng hapshu thubeva tao
ra mdt phirc hgp khéng hoa tan nén khong duoc hap thu vao co thé. Magnesi dao thai qua thin khi chir ¢ than binh
thudng, phan khdng dugc hap thu thai qua phan.

- Simethicon: Simethicon c6 tinh tro vé mét sinh 1y. Sau khi ubng, thuéc khong hip thu qua dudmg tiéu héa, ciing khéng can
trd bai tiét acid da day hodc hép thu cac chét dinh dudng. Simethicon dugc thai trir duéi dang khong ddi trong phan.

QUI CACH PONG GOI:
- Hop 3 vi, 4 vi, 5 vi x 10 vién (vi nhém - PVC).
- Hop 1 chai 40 vién (chai nhira HDPE, kém 1 goi silicagel).

BAO QUAN: Noi nhiét d6 khéng quéa 30°C, tranh 4nh sang va am.
HAN DUNG: 36 thang ké tir ngay san xuit.
TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY CO PHAN BV PHARMA
Dia chi: Ap 2, Xa Tan Thanh Tay, Huyén Cu Chi, TP. HCM.

TUQ.CUC TRUGNG
PTRUONG PHONG
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