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TIEU CHUAN: TCCS

S0 16 SX: NSX: HD:

PHACOLUGEL

Hon dich udng/Oral suspension
THANH PHAN: Trong 20 g hén djch uéng:
Nhom phosphat gel 20% ......
(Tudng duong 2,476 g AIPO,)
TEAUIC: oo VU@ AU 1 6L
CHIBINH:
Phacolugel 1& mot thudc khéng acid. N6 1am gidm tinh do
acid da day.
Thusc duge st dung d& diéu trj con dau, bong rat va tinh
trang kho chiu do acid gay ra & da day hoc thyc quan.
LIEU DUNG VA CACH DUNG:
Ligu dung thdng thubing 1 - 2 g6i x 2 - 3 I&n/ ngay.
Diing hon 6 g6/ ngay thubng khong thé hidn thém tac
dyng. N&u trigu chiing khong gidm vdi ligu dung 6 goi/
ngay thi hdi ¥ kién bac sy.
Céch ding:
Diing dubng udng.
Phai udng sau bla &n hoéc khi xudt hign dau
Hodc theo sy chi dn cta Thay thudc.

CHONG CHI DINH & NHUNG THONG TIN KHAC:
Xem td hudng dén sif dung thudc kém theo.

BE XA TAM TAY CUA TRE EM.
DOC K¥ HUGNG DAN SU DUNGTRUGC KHI DUNG.
LAC KY TRUGC KHI DUNG.
BAO QUAN NOI KHO MAT, NHIET B DUGI 30°C,
TRANH ANH SANG

san xust tir PHAPHARLD
CONG TY C3 PHAN DUGC & VTYT BINH THUAN

192 Nguyén Hoi, P. Phii Trinh, TP. Phan Thigt,
Tinh Binh Thuan, Viét Nam.
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Hén dich udng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,38g

1
wiplro
(130x55x117)

Hop 20 goi x 20g

Hén dich udng/Oral suspension

HAGOLUGEL

20% colloidal aluminium phosphate gel 12,38g

PHAPHAHCD
CONG TY CO PHAN DUGC & VTYT BINH THUAN

HACOLUGEL

THANH PHAN:

Trong 20 g hén djch uéng:
Nhdm phosphat gel 20%
(Tudng dudng 2,476 g AIPO,)

Ta duge: .. .. vifadii 1 géi

LIEU DONG VA CACH DONG:

Liéu dung thong thuding 1 - 2 g6i x 2 - 3 1dn/
ngay.

Diing hon 6 géi/ ngdy thubng khéng thé hign
thém téc dyng. N&u trigu chiing khdong giam
véi liéu diing 6 géi/ ngay thi hdi y kign bac sy.
Céch ding:

Diing dudng udng.

Phai udng sau bila &n hoc khi xudt hign dau
Hodc theo sy chi ddn clia Thdy thudc.

2,389

CHONG CHi DINH & NHUNG THONG
TIN KHAC: Xem trong td hudng din
st dung thuéc kém theo.

TIEU CHUAN:
SOK: .....

CS

S6 16 SX:
NSX
HD

Hép 20 g6i x 20g

Hén dich uéng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,389

PHy Sr’rfr\ 2Ny

CONG TY ¢6 PHAN DUGC & VTYT BINH THUAN
192 Nguy&n Hoi, P. Pha Trinh, TP. Phan Thigt, Tinh Binh Thuan, Vigt Nam

HACOLUGEL

CHI DINH:

Phacolugel 1A mét thudc khang acid. N6
1am gidm tinh d¢ acid da day.

Thudc dugc sif dung dé didu trj con dau,
bdng rat va tinh trang kho chiu do acid
gdy ra § da day hodc thyc quén.

DE XA TAM TAY CUA TRE EM
B0C KV HUGNG DAN SU DYNG TRUGC KHI DUNG
LAc K TRUGC KHI DUNG
8A0 QUAN NdI KHO MAT. NHIET D) DUGI 30°C.
TRANH ANH SANG

IR

38501108969

Nguyén Hoi, P. Pha Trinh, TP. Phan Thigt,Tinh Binh Thuan, Vigt Nam
A
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Hn dich udng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,38 g
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S} HACOLUGEL HACOLUGEL
(@)] Hop 26 géix20g Hop 26 géix20 g
- . THANH PHAN: - ,
g Hon dich udng/Oral suspension Trong 20 g hdn dich udng: Hon dich udng/Oral suspension - —
Nhom phosphat gel 20% .. .12,38¢ i 7 . .
Q_ (Tuong duong 2.476 g AIPO,) :"h;':cdoAIuge_IdX?1 n;oat thudc khang acid. N6 1am giam
«O- T4 AU ... vita i 1 goi. nhdpaciddaddy. .
I LIEU DUNG VA CACH DUNG: Thudc duge st dung dé diéu trj con dau,‘bong rat
St ‘ Lidu ding thong thudng 1 - 2 goi x 2 - 3 I4n/ ngay. va tinh trang kho chiu do acid gay ra & da day
] - y 6i/ ngay thudng khong thé hign the : ini an.
m \ 20% colloidal aluminium phosphate gel 12,38 g g‘i"guﬂ‘;'_‘ﬁéﬂ""{,e"fzzﬂn;"k"h%ng°g'}§m N :%'LL;,E 20% colloidal aluminium phosphate gel 12,38 g Hake hueaten
o 1 6 goi/ ngay thi hi y kign bac sy
: | Cach ding:
| Duing dudng udng.
— | Phéi udng sau bira &n hoac khi xudt hign dau .
(@] Hodc theo su chi ddn ciia Thay thudc. _ BEXATAM TAY COATREEM
O ‘ CHONG CHI DINH & NHUNG THONG TIN KHAC: gc k¥ NUﬂgﬁ DAN S‘{i“U“G TRUGC KHI DUNG
| P s LAC KY TRUGC KHI DUNG.
< } om{ciidng ddmad aymythudcikdr e, BAO QUAN NOI KHO MAT, NHIET B DUGI 30°C,
T ‘ ) TRANH ANH SANG.
o TIEU CHUAN: TCCS
(D ‘ SDK: e
> ‘ PHAPHATCD 610 9% PHAPHATIET HH'”H I” IHI
by a 2 = N ~ NSX PN 2 = < ~
{®) CONG TY CO PHAN DUQC & VTYT BINH THUAN "o CONG TY CO PHAN DUGC & VTYT BINH THUAN oo AARLEN] AL 0Tk
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TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
Hon dich uéng PHACOLUGEL

1. Tén thuée: PHACOLUGEL
2. Thanh phin ciu tao cia thudc:
* Trong 20 gam hén dich uéng:
« DShcwn phesphel Bel ZUTE s s s msmmms i mim 5 s s 12,38¢
(Twong duwong 2,476g AIPO,)
- Téa duogc: natri carboxymethyl cellulose, methylparaben, kali sorbat, menthol,
sorbitol 70%, ethanol 960, RUGC EI KRB oo, vua du 1 goi.
3. Dang bao ché: hdn dich udng.
4. Cac dac tinh dwge lwe hoc, dwgee dong hoc:

Duwge lwe hoe:

Nhém phosphat duoc ding nhu mot thube khang acid dich da day dudi dang gel nhém
phosphat. Ciing gidng nhu nhdm hydroxyd, nhdém phosphat c6 nhiing dac tinh chung tuong
tu nhu lam gidm acid dich vi du thtra dé lam giam do acid trong da day, nhu vay, lam giam
céc triéu ching trong viém loét da day ta trang, o chua, ¢ néng, ddy bung hoic trao ngugc
da day thuc quan. Gel dang keo tao mdt mang bao vé tua chét nhay che pht dién rong niém
mac dudng tiéu hoa. Lép mang bao vé gdm nhdm phosphat phan ta min lam lién nhanh 6
viém va loét, bdo vé niém mac da day chéng lai tdc dong bén ngoai va 1am ngudi bénh dé
chiu ngay. Nhom phosphat gy tdo bon, nén ciing thudng két hop vai thube khang acid chira
magnesi hydroxyd 1a thubc c6 tic dung nhuén trang. Nhung khic véi nhom hydroxyd,
nhém phosphat khong gin véi phosphat thirc an trong da day rudt nén khong lam giam
phosphat huyét.

Binh thuong thude khong dugc hip thu vao co thé va khong anh huong dén can bing
acid-base ctia co thé.

Nhom phosphat ciing dugc ding lam chat phu (ta dugc) trong véc xin hip phu, nhung c6

I

bdo céo vé phan tmg phu do nhom. j

Dwoec dong hoc: , d
Khi ubng, nhom phosphat hoa tan chdm trong da day va phan &Mﬁm véi acid

hydrocloric dé tao thanh nhom clorid hoa tan, mot s it duoc hdp thu vao co thé. Ngoai viée 7'5%

tao nhom clorid, nhém phosphat con tao acid phosphoric. Udng ltc no, thube & lau trong da N

day, nén kéo dai thoi gian phan tmg cua nhom phosphat véi acid hydroclorid da day va lam
tang luong nhom clorid. Khoang 17 — 30 % lwong nhom clorid tao thanh duge hdp thu va
nhanh chéng dugc thadn dao thai & nguoi ¢6 chirc ndng than binh thuong. Nhom phosphat
khong tan trong nuée, khong duge hip thu s& dao thai qua phan. Nhém phosphat khong gin
vao phosphat tir thirc an, do d6 khong gdy mat phospho. Nhém phosphat khong can tia X.

Nhom phosphat ¢6 kha ndng trung hoa (ting pH): 10 %, kha nang dém (duy tri xung
quanh mét pH ¢b dinh): 90 % & pH 1,6.
5. Quy cach déng goi:

% Hop20g6ix20g

% Hop26g6ix20g
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6. Chi dinh:

Phacolugel 14 mdt thudc khang acid. N6 lam giam tinh d¢ acid cia da day.

Thube duoc sir dung dé didu tri con dau, bdng rat va tinh trang kho chiu do acid gay ra
¢ da day hodc thuc quan.

Liéu ding va cach ding:

Liéu ding thong thuong 1 — 2 goi x 2 — 3 1dn/ ngay.

Dung hon 6 g6i/ ngay thudng khong thé hién thém tic dung. Néu triéu ching khong
giam v&i liéu ding 6 g6i/ ngay thi hoi y kién bac s¥.

Cach dung:

Dung duong udng.

Phai uéng sau bita an hodc khi xuét hién dau

Hodic theo sw chi dan ciia T) hcﬁy thuéc.

Chéng chi dinh:

Céc trudng hop min cam véi nhom hodc cac ché phdm chira nhom.

Bénh than nédng.

Man cam v&i bat ky thanh phan nao cua thube.
7. Thén trong khi ding thudc:

Thudc khang acid c6 thé anh huéng dén nhiéu thude khac. .

Bénh nhén thong bao cho béc s§ hodc duge sy biét nhiing thude dang sir dung.

Bénh nhén thong bao cho bac sy néu bi suy than man tinh tién trién do Phacolugel

khong dugc chi dinh trong nhitng truong hop nay. p—
Néu dang in k1eng kali thi nén tinh lugng kali cé trong Phacolugel khi tinh toan lugng /4@
kali sir dung trong mdi ngay. %NPCT \TAYNI
Canh bao sorbitol CMVATIU

Bénh nhan mic bénh di truyén hiém gip khong dung nap fructose thi khong nén dung; \wa ;&
thubc nay v
Thudc nay chira sorbitol nén c6 thé gdy anh huéng nhe trén duong tiéu héa (tidu chay)

Canh bao methylparaben: D&&/ -
La mdt chit bao quan chdng vi khudn, cic hudéng din EMA trén ta dugc Wira di trong ;
hd so xin cip tiép thi Gy quyén cho mot san pham thuéc (EMEA/ CHMP/ QWP/ }
396951/2006) néu trong cua nd gidi thiu: "chat bao quan khang khuan thuong duge thém
vao dé ngan chan sy phat trién cia vi sinh vat phat sinh duéi trong diéu kién str dung. Cac
tinh chdt ndy do nhom hoéa hoc nhit dinh ma thuong 1a ¢ hai dé sdng té bao va do d6 c6 thé
duoc lién két véi nhitng rai ro nhét dinh khi st dung & ngudi. Nhu vay bao gdm céc chat
bao quan khang khuan hoic chat chdng oxy hoa trong mét san phim thudc cin dic biét bién
minh. Bt ¢t noi ndo ¢ thé str dung cac chit nay nén tranh, dac biét la trong truong hop
cong thirc cho tré em. Nong do sir dung nén dwoc & mirc do kha thi thip nhat.

Truwong hgp phu nir ¢6 thai:

Thén trong cho d6i tugng phu nit ¢ thai do dit liéu 14m sang han ché. Néu co thé, nén
t6i thiéu lidu dung hang ngay va thoi gian diéu tri.
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Trwong hop phu nir cho con bi:

St dung than trong v6i phu nir cho con bi. Khuyén céo sir dung gidi han lidu dung hang
ngay va néu co thé, han ché viéc diéu tri kéo dai.

Tac dung ddi véi kha niing 1ai xe va van hanh may méc:

Khong anh huéng dén hoat dong van hanh may moéc, tau xe.

8. Twong tac ciia thubce véi cac thude khac va cac loai twong tic khac co thé anh
hwéng dén tic dung cia thude:

Thubc khang acid c¢6 thé 1am giam hip thu céc thudc khac ding cung nhu: Furosemid,
bumetanit, fluoroquinolon. Do thén trong nén udng céac thudc khang acid cach xa cac thude
khéc trén 2 gio néu c6 thé, va 4 gis dbi véi fluoroquinolon.

9. Téc dung khéng mong mudn:

C6 thé gy tdo bon, nhit 12 & nguoi bénh liét givong va nguoi 16n tudi. Nén b sung
nudc cho bénh nhan trong trudng hop nay.

Théng bdo ngay cho bdc sy hodc dwgc sy nhiing tdc dung khéng mong muon gap phai
khi sir dung thuéc.

10. Qua lidu va cach xi tri:

Ubng nhiéu thudc c6 thé gy tdo bon hodc tham chi tic rudt. Qué lidu thudong gy anh
huong trén nhitng bénh nhén suy chirc nang thén.
11. Cac diu hiéu cin lwu y va khuyén cdo:

Poc ki huéng din sir dung truée khi dung.

Lic k§ truéce khi dung.

Pé xa tAm tay tré em.

Thong bao ngay cho bac sy hodc dwgce sy nhirng tac dung khong mong mudn gap
phai khi sit dung thude.
12.Piéu kién bao quan, han dung ciia thude

Han ding: 24 thang ké tir ngay san xut.

Bao quan: Noi kho mét, nhiét 46 dudi 30 °C, tranh anh sang.

Tiéu chuén: TCCS.
13.Tén, dia chi ciia co s& san xuit:

CONG TY CO PHAN DUGC VA VAT TU Y TE BINH THUAN

192 Nguyén Hoi, phuong Pht Trinh, Tp. Phan Thiét, Tinh Binh Thuén
14.Ngay xem xét sira dbi, cap nhat lai noi dung hwéng din sir dung thudc: BIMOW
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TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH
Hon dich uéng PHACOLUGEL

1. Tén thuée: PHACOLUGEL
2. Cic ciu khuyén cio:
Poc ky hwéng din sir dung trwéce khi dung.
Lic ky truwéc khi dung,
Pé xa tAm tay tré em.
Théng bdo ngay cho bac sy hoic dwogc sy nhitng tac dung khéng mong mudn gip
phai khi si dung thudc.
3. Thanh phén, ham hrong ciia thudc:
* Trong 20 gam hén dich uéng:
- Nhom phosphat €1 20%0 ..c.eeviriiriiieeieece s 12,38¢g
(Twong duwong 2,476g AIPO,)
- Ta dugc: natri carboxymethyl cellulose, methylparaben, kali sorbat, menthol,
sorbitol 70%, ethanol 96°, meGc tinh KRt .........oeoeceeeeeeeeeeeeeeeceeeseeeene. vira du 1 goi.
4. Mo ta sain phadm: hdn dich mau tring sita, ddng nhat.
5. Quy cach dong goi:
s Hop 20 g6ix20g
v Hop 26 g6ix 20 g
6. Thudc ding cho bénh gi:
Phacolugel 12 mot thude khang acid. N6 lam giam tinh d¢ acid ctia da day.
Thube dugc sir dung dé diéu tri con dau, bong rat va tinh trang kho chiu do acid gy ra
& da day hodc thuc quan.
7. Nén dung thudc nay nhw thé nao va liéu lrgng:
Liéu dung thong thuong 1 —2 gbi x 2 — 3 1dn/ ngay.
Dung hon 6 goi/ ngay thuong khong thé hién thém tic dung. Néu triéu chiing k@l&ng/
giam véi lidu dung 6 g6i/ ngay thi hoi y kién bac sy.

Cach dung: b

Ding duong udng. 3

Phai uéng sau bira dn hoac khi xuét hién dau

Hodic theo su chi dén cia T, hcfy thuée. 3
8. Khi nao khong nén dung thudc nay: .

Céc trueong hop min cam véi nhom hoic cac ché phdm chira nhom.

Bénh thin nang.

Man cam v6i bat ky thanh phan no cta thude.
9. Téac dung khéng mong mudn:

C6 thé gy tio bon, nhit 1a & ngudi bénh liét givong va ngudi 16n tudi. Nén bd sung
nudce cho bénh nhén trong trudng hop nay.

Théng bdo ngay cho bdc sy hodc dicoc sy nhitng tdc dung khéng mong muon gdp phdi
khi sir dung thuéc.
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10. Nén tranh ding nhirng thudc hoiic thuc phim gi khi dang sir dung thudc nay:

Thubc khang acid c6 thé lam giam hép thu céc thubc khac dung cung nhu: Furosemid,
bumetanit, fluoroquinolon. Do than trong nén udng cac thudc khang acid cach xa cac thubc
khac trén 2 gior néu co thé, va 4 gior dbi voi fluoroquinolon.
11.Cin lam gi khi mdt 1an quén khong ding thude:

Khong co
12.Cin bio quéan thudc nay nhw thé nao:
Noi khé mét, nhiét d6 dudi 30 °C, tranh 4nh sang.
13.Nhitng ddu hiéu va triéu chirng khi ding thubc qua lidu:
Udng nhiéu thudc c6 thé giy tdo bén hodc tham chi tic rudt. Qua liéu thuong gy anh
hudng trén nhitng bénh nhén suy chtrc ning than.
14. Can phai lam gi khi dung thudc qua lidu khuyén cdo?
Chua c6 thong tin.
15.Nhitng diéu cin thin trong khi dung thudc nay:

Thudc khang acid ¢6 thé anh hudng dén nhidu thude khéc.

Bénh nhan thong bdo cho bac sy hoéc dugc sy biét nhing thude dang st dung.

Bénh nhén thong bao cho bac sy néu bi suy than man tinh tién trién do Phacolugel
khong dugc chi dinh trong nhitng trudong hop nay.

Néu dang an kleng kali thi nén tinh lugng kali co6 trong Phacolugel khi tinh todn lu’(nlg\
kali str dung trong mdi ngay. bl

Canh bdo sorbitol ONGTY

HAN
Bénh nh4n méc bénh di truyén hiém gip khong dung nap fructose thi khong nén dun,g,'\ UY

thude nay NH THUA N/
Thudc nay chira sorbitol nén c6 thé gdy anh huéng nhe trén duong tiéu héa (tidu chay) TiER \\\*\\
Canh bao methylparaben: B GER
La mot chit bao quan chdng vi khuan, cac hudng ddn EMA trén ta dug e d

trong hd so xin cip tiép thi ay quyén cho mot san phdm thudc (EMEA/ CHMP/ QWP/

396951/2006) néu trong ctia nd gidi thiéu: "chit bao quan khang khuan thudng duoc

thém vao dé ngin chin su phat trién cta vi sinh vat phat sinh dudi trong diéu kién st .

dung. Céac tinh chét nay do nhém héa hoc nhit dinh ma thuong 1a c6 hai dé song té bao

va do d6 c6 thé duoc lién két véi nhing riii ro nhét dinh khi st dung & ngudi. Nhu vay
bao gdm cac chét bao quan khang khuan hosc chit chdng oxy héa trong mét san phim )
thudc can dic biét bién minh. Bt cir noi nao c6 thé str dung céc chit nay nén tranh, dic :
biét 1a trong trudng hop cong thirc cho tré em. Nong do st dung nén dugc & muc do kha
thi thip nhét.

Trwong hop phu nir cé thai:

Thén trong cho d6i tuong phu nit c6 thai do dit liu 1am sang han ché. Néu co thé, nén
t6i thiéu lidu dung hang ngay va thoi gian diéu tri.

2/3
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Trwong hop phu nir cho con bu:
Str dung thén trong v6i phu nit cho con bu. Khuyén cio sir dung gi6i han lidu dung hang
ngay va néu c6 thé, han ché viéc didu tri kéo dai.
Tac dung d6i véi kha niing 14i xe va van hanh may méc:
Khéng anh huéng dén hoat dong van hanh may méc, tau xe.
16. Khi nao cin tham vén bac sy, dugce sy:
Néu can thém thong tin xin hoi y kién bac sy va duoc s¥.
17.Han dung ciia thude:
24 thang ké tir ngay san xuét.
18.Tén, dia chi clia co s& san xuit:
CONG TY CO PHAN DUQC VA VAT TU Y TE BINH THUAN
192 Nguyén Hbi, phuong Phu Trinh, Tp. Phan Thiét, Tinh Binh Thuén.
19.Ngay xem xét sira ddi, cAp nhit lai ndi dung huwéng din sir dung thube: 31/ 0@7_&0%

TUQ.CUC TRUGNG
pTRUGNG PHONG

Negun Ngoc
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