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Hén dich udng/Oral suspension

HAGOLUGEL

20% colloidal aluminium phosphate gel 12,389

Hép 20 gdix 20g

Han dich uéng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,38g
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HACOLUGEL

THANH PHAN

Tivag 20 ¢ ibn dich udng.

Nném phasphat ged 20% . 12 389
(Tuong dugng 2478 g APD)
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Hén dich uéng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,38g
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GNG PHACOLUGEL (H6p 26 g6i x 20 g)

Hén dich udng/Oral suspension

HACOLUGEL

20% colloidal aluminium phosphate gel 12,38 g

Hip 26 gdix 20 g
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20% colloidal aluminium phosphate gel 12,38 g
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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 ctia thude:
* Trong 20 gam hén dich uéng:
- INLGiE plisphist 281 2070 susassnmissmmiimimiss s e 12,38¢g
(Twong dwong 2,476g AIPO,)
- Ta dugc: natri carboxymethyl cellulose, methylparaben, kali sorbat, menthol,
sorbitol 70%, ethanol 96°, MuGic tinh KRISE .oo..eeeeeeeeveeeeseeereeeeeeeeeseeereneone vura du 1 goi.
3. Dang bao ché: hdn dich udng.
4. Cic dic tinh duwge lue hoe, duge dong hoc:

Duge luc hoe:

Nhom phosphat duge ding nhu mét thube khang acid dich da day duéi dang gel nhém
phosphat. Ciing giéng nhu nhém hydroxyd, nhom phosphat co nhitng dic tinh chung tuong
tu nhu lam giam acid dich vi du thira dé lam giam d6 acid trong da day, nhu vdy, lam giam
céc triéu chig trong viém loét da day ta trang, o chua, ¢ néng, ddy bung hoic trao nguoc
da day thuc quan. Gel dang keo tao mdt mang bao vé tua chét nhay che phu dién rong niém
mac dudng tiéu hoa. Lép mang bao vé gdm nhom phosphat phan td min lam lién nhanh &
viém va loét, bdo v¢ niém mac da day chéng lai tdc dong bén ngoai va lam ngudi bénh d&
chiu ngay. Nhém phosphat gdy tdo bén, nén ciing thudong két hop véi thude khang acid chira
magnesi hydroxyd la thudc ¢ tac dung nhuan trang. Nhung khac v&i nhém hydroxyd,
nhdm phosphat khong gin véi phosphat thirc an trong da day rudt nén khong lam giam
phosphat huyét.

Binh thuong thube khong duge hip thu vao co thé va khong anh huéng dén cén bang
acid-base ctia co thé.

Nhom phosphat ciing duge ding lam chit phy (ta dugc) trong vac xin hap phu, nhung ¢é
bao cdo vé& phan trng phu do nhém.

Duwgc dong hoc: P

Khi ubng, nhom phosphat hoa tan chim trong da day va phan &ﬂ&f&ém voi acid
hydrocloric ¢é tao thanh nhom clorid hoa tan, mot s6 it duoc hiip thu vao co thé. Ngoai viée
tao nhom clorid, nhém phosphat con tao acid phosphoric. Udng liic no, thude & l4u trong da
day, nén kéo dai thoi gian phan tng cia nhom phosphat véi acid hydroclorid da day va lam
tang lugng nhdm clorid. Khoang 17 — 30 % lugng nhém clorid tao thanh duge hip thu va
nhanh chong dugc thén dao thai & nguoi ¢ chie ndng thén binh thuong. Nhém phosphat
khong tan trong nudc, khong duge hdp thu s& dao thai qua phan. Nhém phosphat khong gén
vao phosphat tir thure @n, do doé khong gay mét phospho. Nhdm phosphat khong cén tia X.

Nhom phosphat ¢é kha nang trung hoa (tang pH): 10 %, khd nidng dém (duy tri xung
quanh mot pH c6 dinh): 90 % & pH 1.6.

5. Quy cach déng goi:
 Hop20g6ix20g
 Hop26g6ix20¢g
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6. Chi dinh:

Phacolugel 12 mét thube khéng acid. N6 lam giam tinh d¢ acid cda da day.

Thube duge st dung dé diéu tri con dau, bong rat va tinh trang khoé chiu do acid gay ra
¢ da day hoic thuc quan.

Liéu ding va cich ding:

Liéu ding théng thuong 1 — 2 g6i x 2 — 3 1an/ ngay.

Diing hon 6 géi/ ngay thudong khong thé hién thém téc dung. Néu triéu ching khong
giam véi lidu ding 6 géi/ ngay thi hoi y kién béc sy.

Cach dung:

Ding duong udng.

Phai uémg sau bira an hoic khi xuét hién dau

Hodc theo si chi dan ciia Thay thudc.

Chéng chi dinh:

Céc trudng hop min cam véi nhdm hodc cae ché phdm chira nhém.

Bénh than ning.

Man cam véi bit ki thanh phan nao cita thudc.
7. Thén trong khi ding thude:

Thubc khéng acid c6 thé anh hudng dén nhiéu thude khac.

Bénh nhén thong béo cho bac sy hode duge s§ biét nhing thude dang sir dung.

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

khong dugce chi dinh trong nhiing truomg hop nay. —
Néu dang an kiéng kali thi nén tinh luong kali ¢6 trong Phacolugel khi tinh toan lugng -;15—":-’{?-'5'
kali sir dung trong mdi ngay. :,;.4; ;}\:{w
Canh béo sorbitol: i.:'\"#\"w'm {ll

Bénh nhén mic bénh di truyén hiém gap khong dung nap fructose thi khéng nén dungguy 1
thudc nay. i
Thudc nay chira sorbitol nén co thé gay anh huong nhe trén duong tiéu hoa (tiéu chay).
Céanh bao methylparaben:
L2 mdt chit bao quan chong vi khuan, cac hudng dan EMA trén ta duge Wira du trong

N v
R .:._',J

Cod

ho so xin cdp tiép thi uy quyén cho mot san phdm thubc (EMEA/ CHMP/ QWP/ 5‘
396951/2006) néu trong ctia nd gidi thiéu: "chit bao quan khang khuan thuong duoc thém .
vao dé ngén chan su phat trién cia vi sinh vét phat sinh duéi trong diéu kién str dung. Céc Y
tinh chét ndy do nhém héa hoc nhét dinh ma thuong 14 c6 hai dé séng té bao va do d6 ¢6 thé %

duge lién két véi nhimg rdi ro nhét dinh khi st dung & ngudi. Nhw vy bao gém cac chét
bao quan khang khuan hodc chét chéng oxy hoa trong mét san pham thude can dic biét bi¢n
minh. Bét ¢t noi nao co thé sir dung cac chit nay nén tranh, dic biét la trong truong hop
cong thire cho tré em. Nong do sir dung nén duge & mirc do kha thi thép nhat.

Trwong hop phu nir ¢6 thai:

Than trong cho dbi twong phu nir ¢6 thai do dit lidu 14m sang han ché. Néu cd thé, nén
t6i thiéu lidu dung hang ngay va thoi gian diéu tri.
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Trwong hgp phu nir cho con bi:

Str dung thén trong véi phu nir cho con bi. Khuyén cdo st dung gidi han liéu dung hang
ngdy va néu c6 thé, han ché viéc didu tri kéo dai.

Tac dung d6i véi kha ning 14i xe va vin hanh may méc:

Khéng anh hudng dén hoat dong van hanh may mac, tau xe.

8. Twong tic ciia thudc véi cac thude khac va cic loai twong tic khéc cé thé anh
hwéng dén tic dung ciia thude:

Thube khang acid c¢6 thé lam giam hip thu cac thude khac dung cing nhu: Furosemid,
bumetanit, fluoroquinolon. Do thén trong nén udng céc thudc khang acid cach xa cac thude
khac trén 2 gio néu c6 thé, va 4 gior déi véi fluoroquinolon.

9. Tic dyng khéng mong mudn:

Co thé gdy tdo bon, nhét 1a & ngudi bénh ligt giwdng va ngudi 16n tudi. Nén bd sung
nudc cho bénh nhén trong truong hop nay.

Théng bdo ngay cho bde sy hode duwge sy nhitng tde dyng khéng mong muén gdp phdi
khi sir dung thudc.

10. Qua liéu va ciach xir tri:

Ubng nhiéu thudc c6 thé gy tio bén hodc thdm chi tic rudt. Qué liéu thudng giy anh
hudng trén nhitng bénh nhan suy chirc nang thén.
11. Céc déu hiéu cin luu y va khuyén cdo:

DPoc k¥ hwéng din sir dung trude khi dung.

Lic ky trwde khi ding.

Dé xa tim tay tré em.

Thong bio ngay cho bac s§ heiic duge sy nhirng tic dung khong mong mudn gi

phai khi sit dung thude. _ \t:)\
12. Diéu kién bio quin, han dung cia thude ’“
Han ding: 24 thang ké tir ngay san xuit. | (IE P+
Bio quén: Noi khd mét, nhiét d6 duéi 30 °C, tranh 4nh séng. s

Tiéu chufn: TCCS. S
13.Tén, dia chi ciia co’ s& san xuat:

CONG TY CO PHAN DUGQC VA VAT TU' Y TE BINH THUAN

192 Nguyén Hdi, phudong Pha Trinh, Tp. Phan Thiét, Tinh Binh Thuan R
14. Ngay xem xét sira doi, cap nhat lai ndi dung hwéng din siv dung thude: 3 lﬁ\ 2017

3/3

e %



TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH
Hbn dich uéng PHACOLUGEL

1. Tén thude: PHACOLUGEL
2. Cic ciiu khuyén cdo:
Poc ky hwong dan siv dung truée khi ding.
Lic ky trwde khi dung.
Pé xa tim tay tré em.
Thong bio ngay cho bic s hodc duge sy nhitng tic dung khong mong mudn gip
phai khi si dung thude.
3. Thanh phén, hAm lrgng ciia thube:
* Trong 20 gam hon dich uong:
= DIROE PHORDIEE BBl QOV0 ovcumimmmmmnmmimisismsirmmnsesies v 12,38¢
(Twong dwong 2,476g AIPO,)
- T4 dugc: natri carboxymethyl cellulose, methylparaben, kali sorbat, menthol,
sorbitol 70%, ethanol 96, RUGC tinh KRIEE ......oveeeveeeeeeeeeseeseervsssren vira da 1 goi.
4. M6 ta san phdm: hon dich mau tring sita, ddng nhat.
5. Quy cach dong goi:
% Hop 20 g6ix20¢g
% Hop26go6ix20 g
6. Thudc diung cho bénh gi:
Phacolugel 12 mot thude khang acid. N6 lam gidm tinh @8 acid cta da day.
Thubc duge str dung dé diéu tri con dau, béng rat va tinh trang kho chiu do acid gdy ra
¢ da day hodc thyc quan.
7. Nén ding thudc nay nhuw thé nao va liéu lwong:
Liéu ding thong thuong 1 —2 goi x 2 — 3 [an/ ngay. -
Dung hon 6 g6i/ ngay thuong khéng thé hién thém tic dung. Néu triéu chimg r@;\gng/
giam véi lidu ding 6 g6i/ ngay thi hoi y kién béc sy.

Cach dung: N
Dung dudmng udng. '
Phai udng sau bira in hogc khi xuat hi¢n dau

Hodc theo sy chi ddn ciia T, hc‘.?‘y thuée. 5

8. Khi nao khong nén dung thudc nay:
Céc trudmg hop man cam véi nhom hoidic cdc ché pham chira nhom.

Fa RS

Bénh thian ning.

Mién cam vé6i bat ky thanh phan nao cta thude.
9. Tac dung khong mong mubn:

Co thé gay tdo bon, nhit 1a & ngudi bénh ligt giwdng va ngudi Ién tudi. Nén bd sung
nude cho bénh nhéan trong trudong hop nay.

Thong bdo ngay cho bdc sy hodc dwoc sy nhiing tdc dung khong mong muon gép phdi
khi sir dung thuoc.



10. Nén trinh ding nhitng thude hoic thuc phiam gi khi dang sir dung thude nay:

Thude khang acid c¢6 thé 1am giam hép thu c4c thude khac dung cung nhu: Furosemid,
bumetanit, fluoroquinolon. Do than trong nén udng céc thudc khang acid cach xa céc thude
khéc trén 2 gio néu co thé, va 4 gior dbi véi fluoroquinolon.
11.Cin lam gi khi mt lin quén khéong ding thube:

Khéng c6
12. Céin bio quéin thube nay nhu thé nao:

Noi kho mat, nhiét do dudi 30 °C, tranh énh séng.
13. Nhitng ddu hi¢u va triéu chirng khi dung thuéc qua lidu:

Ubng nhiéu thube c6 thé giy tdo bon hodc thim chi tic rudt. Qua lidu thudong gy anh
huong trén nhitng bénh nhén suy chirc nang than.
14. Céan phai lam gi khi ding thubc qua lidu khuyén cdo?

Chua c6 thong tin.
15. Nhirng diéu cin than trong khi dung thudc nay:

Thubc khang acid c6 thé anh hudng dén nhiéu thude khéc.

Bénh nhan théng bdo cho bac s¥ hodc duge sy biét nhiing thude dang st dung.

Bénh nhéan théng bao cho bic sy néu bi suy thin man tinh tién trién do Phdwlugel
khong dugc chi dinh trong nhitng truong hop nay.

Néu dang #n kiéng kali thi nén tinh luong kali ¢ trong Phacolugel khi tinh todn luong

kali str dung trong mdi ngay. = ‘?PF\O
Canh bdo sorbitol: -JNbN
9] PH.‘\N

thuoc nay ;i H T.HUEM
Thube nay chira sorbitol nén co thé giy anh hudng nhe trén dudng tiéu hoa (tiéu chav) \,\f,“/

Canh bao methylparaben: N

La mot chit bao quan chéng vi khuén, cic huéng din EMA trén ta du'c;@@i‘
trong hd so xin cép tiép thi iy quyén cho mét san pham thude (EMEA/ CHMP/ QWP/
396951/2006) néu trong cia nd gidi thiéu: "chit bao quan khéng khuin thudng dugc
thém vao dé ngin chiin su phét trién ctia vi sinh vat phat sinh dudi trong diéu kién sir .
dung. Cac tinh chit nay do nhém héa hoc nhat dinh ma thuong 1a ¢6 hai dé sdng té bao
va do d6 c6 thé duoc lién két voi nhing rdi ro nhét dinh khi sir dung ¢ ngudi. Nhu vay
bao gdm cac chét bao quan khang khuan hodc chit chdng oxy héa trong mot san pham
thudc can dic biét bién minh. Bit ¢t noi nao c¢é thé sir dung cdc chit nay nén tranh, dic
biét la trong trudng hop cdng thire cho tré em. Noéng d6 sir dung nén duoc & mic do kha
thi thap nhat.

Truong hop phu nir ¢é thai:

Thén trong cho dbi tugng phu nir c6 thai do dir li¢u 1dm sang han ché. Néu co thé, nén
t6i thiéu liéu ding hang ngay va thoi gian diéu tri.

Ffas



Trudng hop phu nir cho con bu:

Sir dung than trong véi phy nit cho con bu. Khuyén cio sir dung gidi han liéu dung hang
ngdy va néu cé thé, han ché viéc diéu tri kéo dai.

Té4c dung d6i véi kha ning ldi xe va vin hanh may moéc:

Khéng anh huéng dén hoat dong van hanh mdy moc, tau xe.
16. Khi nao cAn tham vén bac sy, duge sy:

Néu cin thém théng tin xin héi ¥ kién béc s§ va duogc s¥.
17.Han dung ciia thude:

24 théng ké tir ngay san xuét.
18.Tén, dia chi ciia co sé sdn xuit:

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

192 Nguyén Hoi, phudng Phii Trinh, Tp. Phan Thiét, Tinh Binh Thuén. /
19. Ngay xem xét sira doi, cap nhit lai ndi dung hwong din sir dung thube: 31/ U@w

TUQ.CUC TRUGNG
pTRUGNG PHONG

ﬂ:qagén (/@.ac Ak
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