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Each kit contains: E
¢ 2 Clarithromycin Ta?blets
® 2 Esomeprazole Tablets

¢ 2 Tinidazole Tahletls

|
I
|
|
|

FRESHVOX

H. Pylory kit

FRESHVOX

H. Pylory kit

Thanh phan: M&i vi chira:

2 Clarithromycin Tablets

M&i vién nén bao phim chira:
Clarithromygin ...........ocoociieiiiinns 500 mg

2 Esomeprazole Tablets a
M&i vién nén bao tan trong rut chira: Nha nhap khau:

Esomeprazole Magnesium dihydrate

tuong duwong Esopmeprazol......... 40 mg
2 Tinidazole Tablets

M8i vién nén bao phim chira:

TN .o 500mg

SBK 1 VN-
Chi dinh, cich ding, chéng chi dinh, s$6168SX.:

céc lhbng tin khac: xem trong t& A
hwéng dan sir dung kém theo ¥
Béio quin noi khé mit & nhigt 45 dudi 30 C, tranh dnh sing 2:
chkihmz déin sir dung tnee khi diing )
D6 xa tim tay tré em i S eimivy
HD : ddimmlyy

FRESHVOX.. pyiory kit

| F R ES HVOXH Pylory _kiF

San xuét béi:
Acme Formulation Pvt. Ltd.

Ropar Road Nalagarh
Dist. Solan, Himachal Pradesh, India

FRESHVOX. ryior ki

Bda quan nol khd mét & nhit 88 dudl 30 C, trinh dnh séng
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Morning

FRESHVOX

Tha hall containg

Al1 .- Clarithromyein Tablets . 500 mg
B! 1 - Esomeprazole Tablets ... . .40mg
¢|1 - Tinidazole Tablets . 500mg

Evening

FRESHVOX

This halt containg

|&]1 - Clarithromyein Tablets ... 400 my
[Bl1 - Esomeprazole Tablets : 40mg
[€]1 - Tinidazole Tablets cocorreeace, 500mQ
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FRES

H. Pylory kit H. Pylory kit
Thinh phibn. M8 vi ehira; Thinh phin M8l vi chim: 2
2 Clarithromyein Tablets 2 Clartthromyein Tabiets " o <ad
Wi vidn nén bao phim chira: i vidn ndn beo phim chirs “
Clarthromyen ...........c.oocoeeee. 500 Mg Clarthremmyem ..., 500 mg -
2 Esomaprazala Tabists 2 Esomeprazole Tablety g3 dg
M vign nén baa tan trang rudt chirs: M8: vidn nén hn_o‘ tan trong 13151 chirar
tirong Suomg Esopmaprazol... .40 mg twrong duong Esopmeprazal ... 40 mg
2 Tinidazoia Tablats 2 Tinidaxola Tabliets
Wi viin nén bao phim chire M vida nén baa e
Tnkdazole . .........coommommnirmreas Tinkinzole ..
Sdin xult b&i: ) Sén xulit béi:
Acme Formulation Pvt. Ltd.  Acme Formulation Pvt. Ltd,
Rorar Road Nalagarh . Ropar Road Nalagarh £F
Dst. Solan, Himachal Pradesh, India Dist Solan, Himachal Pradesh, India & 5 i
v @A |
FRESHVOX FRESHVOX .: |
g2 g9
H. Pylary kit H. Pylory kit
Thinh phin M8l vi chie: Thinh phin M8l vi chir:
2 Clarithromycin Tablets 2 Clarithramyein Tablets
vidn nén bao phim chim: Wi vidn néin bao phim chira
CIAHPOMYEN voviicrimsnssseiirnr 500 mg ClarthromyCm ... ... 500 mg
2 Esomapramis Tablats 2 Emomaprezola Tablets
8481 vidn nén bao tan trong redt chia’ W5 vidn ndn bao an trong rudt chira® f‘E
Escmaprazols Magnes:um dhydmta E P dngnesi ¥
hrong duong Esopmeprazol........ 40 ing turong durang Esopmeprazol. .. 40 mg ; s i
2 Tinldazole Tebleis 2 Tinidazaim Tablets & kp i
MEi vién nén bac phim chira M vign nén bao phim chira VR S
Tmidazole i wrreere SOOMQ Tiridazok . :
S4n xult béi: . Sén xult bai: iz e
Acme Formulation Pvt. Ltd.  Acme Formulation Pvi. Ltd.
Ropar Road Nalagarh Ropar Road Nalagarh
_Dist Solan, Himachal Pradesh, India Dist Solan Himachal Pradesh.india
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B Thutc ban theo den [Hop 7 vi x 6 viéni F R E S H VO X R, Prescnption only n Nhi nhap khdu:
H. Pylory kit
Thanh phén: Méi vi SBK VN
chira: FIRESHVOX sé16SX.:
A:
2 Clarithromycin Tablets % :
MBi vién nén bao phim ! H. Pylory kit o
chira: ! NSX  :ddimmiyy
Eachikd contains: HD - ddimmiyy
¢ 2 Clarithromycin Tablets Chi dinh, céch dng, chéng chi din, ® 2 Clarithromycin Tablets
# 2 Esomeprazole Tablets m:}:‘:‘;’;ﬁn‘;‘m’m” # 2 Esomeprazole Tablets S4n xudt béi:
¥ 2 Tinidazole Tablets Biko quin noi kha mit & nhidt 88 dul 30, trinh ink sing .2 Tlriidlzole Tablets ;:gin:g;:u !::ion Pvt. Ltd.
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FRESHVOX

Thanh phin

M6i kit chira:

A. 2 vién nén bao tan trong rudt Esomeprazole 40 mg, mdi vién chira:

Hoat chér: Esomeprazole Magnesium dihydrate trong duong véi Esomeprazole ... 40 mg
Td dwge: Mannitol (Pearlitol sd 200), Natri bicarbonat, Hydroxypropyl cellulose, Low
substitutcd hydroxypropy! cellulose (LH-21), Tale, Magnesi stearat, Opadry white OY-D-
7233, Methacrylic acid copolymer (Eudragit 110055), Dibutyl phthalat, Oxid s&t dd,
Polyethylen glycol 60600

B. 2 vién nén bao phim Clarithromyein 500 mg, méi vién chira:

Hoat chét: Clarithromycin................. 500 mg

Ta duge: Cellulose vi tinh thé, Tinh bot ngd, Natri Lauryl Sulphat, Povidone K30, Bot Talc
tinh khiét, Magnesi Stearat, Croscarmellose natri, Protectab, Quinoline yellow lake

C. 2 vién nén bao phim Tinidazole 500 mg, moi vién chira:
Heat chit: Tinidazole......ccve 500 mg
Ta duoc: Tinh bdt ngé, Natri Lauryl Sulphat. Povidene K30, Bot Tale tinh khiét, Magnesi

Stearat, Croscarmellose natri, Protectab

Tinh chit duoe ddng hoc

Esomeprazole.

Esomeprazole hap thu nhanh, néng d¢ dinh huyét tuong dat duge sau khi udng 1 -2 gio. Sinh
kha dung tuyét d6i 12 50% sau khi udng lidu don 20 mg va tang 1én 68% sau khi ung lidu lap
lai ngay 1 lan. Esomeprazole duge chuyén héa hoan toan qua hé thong cytochrome P450
(CYP)}. Esomeprazole thai trir hoan toan khoi huyet twong gitta céc lidu dung ma khong co
khuynh huong tich Ity khi dung 1 lAn/ngay. Néng do dinh trung binh cta thude o dang udng
twong tng trong huyét twong la khoang 4.6memol/L. Céc chdt chuyén hdéa chinh cua
Esomeprazole khong anh hudng dén su tiét acid da day. Khoang 80% Esomeprazole lidu udng
duoc bai tiét qua nudce tidu dudi dang cac chét chuyén hoa, phan con lai qua phan. it hon 1%
thude duge tim thay trong nudéc tiéu dudi dang khong ddi. P

Tinidazole:

Tinidazole dwge hép thu nhanh va hoan toan sau khi ubng. Nong d4 dftih trong huyét twong dat
dugc sau 2 gio. Thoi gian ban thai trong huyet wong 1a 12-14 gio. Thude duoc phén bé nhanh
vao trong cac md co thé, Khoang 12% thudc gan két véi Protein huyét tuong. Phan lén thude
duoc bai tiét qua nudce tidu.

Clarithromycin:

Sau khi uéng, Clarithromycin duge hap thu nhanh qua éng tiéu hoa. Clarithromyein duge phén
bd rong rai vao trong cdc md bao goém ca niém mac da day ta trang. Noéng dd dinh trong huyét
thanh sau khi ung 250 mg clarithromycin lan lugt 1a 0,6 mg/ml ddi véi clarithromycin va 0,7
mg/ml ddi véi chét chuyen hoa hoat dong co ban cua no, l4-hydroxy clarithromyein.
Clarithromyein duge chuyén hod chu yéu & gan. Thoi gian ban thai trong huyét twong khoang
3-4 gitr. Khoang 20% duoc bai tiét du6i dang khong dbi va 15% dudi dang 14-hydroxy
clarithromycin qua thén

Tinh chit dwge hre hoe

Esomeprazole:

Esomeprazole 1a dang ddng phén S-cua omeprazole va lam giam su bai tiét acid da day bang
mot co ché tic dong chuyén biét. Thude 14 chit te ché dac hiéu bom acid & té bao thanh. Ca
hai dang dong phan R-va S-clla omeprazole déu c6 tac dong duoc lue hoc tuong tu.



‘Lidu Tagng va cach dung

Esomeprazole 1a mét chat klcm yéu, duge 1@p trung va bién déi thanh dang c¢ hoat tinh trong
mdi trudng acid cao & dng tiéu quan che tiét ctia té bao thanh, tai day thudc trc ché men H+K+-
ATPase (bom acid) va trc ché ca su tiét dich co ban 14n sy tiét dich do kich thich.
Clarithromycin:

Clarithromycin la mét khang sinh nhom Macrolid ¢6 tac dung diét khuan Helicobacter pylori
bang cach gan vai tidu don vi ribosom 50s ctia cac vi khudn nhay cam va uc ché tong hop
protein. Clarithromycin ¢ hoat tinh in vitro (MIC-50 14 0,03 meg/ml) chbng lai H. pylori, cho
phép sir dung phdi hop trong ché do diéu tri diét sach vi khuan H. pylori.

Tinidazole:

Tinidazole [4 mot thude thudc nhém S-nitroimidazol ¢é tac dung manh hon va kéo dai hon so
vt metronidazol. N6 ¢é tac dung chéng lai vi sinh vét don bao gdy bénh va vi khudn ki khi.
Tinidazole dugc xem nhu khang sinh c¢é hoat tinh diét khuin manh. Tinidazole tic dong theo
co ché 1am phan huy chudi ADN hodc trc ché téng hop chung.

Chi dinh

Thude duge chi dinh trong viém da day cdp va man tinh, loét da day va ta trang ¢6 nhiém
khuan Helicobacter pylori

Thuoc nay chi ding theo don cia thiy thuioc

Ubdng 1 vi / ngay, chia 2 1an sang va tdi. Mdi lan 1 vién Esomeprazole, 1 vién Clarithromycin
va | vién Tinidazole. Liéu trinh diéu tri duge khuyén cao la 7 ngay.

Khang duge nhai hodc nghzen nhod vién nén Esomeprazole bao tan trong rudt ma phai uong
nguyén vién thuoc voi nude. Lidu thir nhét ubng trude bita an sang 30-60 phut, liéu thir 2 udng
triedre bira an toi 30-60 phit. Néu bénh nhédn quén khéng dung thube ding gi¢y, khéng nén dung
bt liéu vao lic mudn trong ngay, nén tlep tuc dung liéu binh thuémg vao ngay hém sau trong
liéu trinh. Néu bénh nhin mudn nglmg diéu tri, ¢in phai théng bdo cho Béc s¥.

Chéng chi dinh
Khéng dung cho cdc truong hop ¢é tién sit man cam vai bat ¢lr thanh phan nao cia thude, phu
nir mang thai va cho con biv. V

T4c dung khéng mong mubn /

b61 khi gap céce tiae dung khéng mong muén nhu dau du, ndn, budn nén, ia chay, dau bung.
Rét hiém gip céc tac dung khéng mong mudn khac nhu ban da, viém ludi, may day... Cac tac
dung khéng mong muén nay s& mat khi ngirng sir dung thuoc

Thong bdo cho bdc sy niving tic dung khdéng mong mubn gap phdi khi dang th uoc.

Thin trong

Cén loai trir kha ning ¢6 khdi u 4c tinh & bénh nhén loét da day trude khi didu t bing
Esomeprazole vi Esomeprazole cé thé 1am che khuét triéu ching 14m sang va cham tré sy chan
dodn bénh !y v 4c tinh.

Khéng dung Tinidazole cho nguoi ¢ tién sir loan thé tang méau vi ¢6 thé gy giam bach ciu.
Khéng ding ruou ethylic khi dang diéu tri véi Tinidazole vi ¢6 thé gdy “hdi chimg antabuse
cal ruou”

Clarithromycin: Néu cé suy than nghiém trong c6 hodc khdng ¢6 kém suy gan, nén giam lidu
va kéo dai khoang céch dung thude.

Sir dung cho phu nit mang thai va cho con ba
Chong chi dinh dung thudc trong khi mang thai va cho con ba.
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Tac djng ciia thudce khi lai xe va vin hanh may méc
Khéng anh huong

Twong tac thube
Theophylin: Str dung Clarithromycin cho bénh nhan dang dung Theophylin ¢6 thé lam tang
nong dé Theophylin huyét tuong.
Carbamazepin: Khi stir dung cung véi Clarithromycin s& lam ting ndng do Carbamazepin huyét
tuong.
Warfarin: Khi stir dung démg thoi voi Clarithromycin cé thé lam tang hiéu qua cua Warfarin, ¢
thé kéo dai thoi gian Prothrombin & cdc bénh nhén nay.
Digoxin: Khi str dung dong thoi véi Clarithromycin c6 thé lam tang hiéu qua cua Digoxin.
Terfenadin: Khi st dung dong thot véi Clarithromycin s€ lam téng ndng do Terfenadin huyet
twong. Vi vy khong ding ddng thoi 2 loai thube nay cho nhiing bénh nhan cé bét thuong ve
tim mach (loan nhip, nhip nhanh, khoang QT kéo dai, thiéu mau co tim, suy tim o huyet) hodc
roi loan dién giai.
Ergot: V& Iy thuyét thi khong dung dong thoi ndm cua ga voi Clarithromyein.
Tinh trang giam d¢ acid da day khi diéu tri bang Esomeprazole c6 thé lam tang hay giam su
hép thu cua cac thude khac néu co che hip thu cua céc thude ndy bi anh hudng boi do acid da
day. Gibng nhu céc thudc trc ché tiét acid dich vi khac hay thudc khang acid, su hap lhu cua
T— “Ketoeonazole VA itiaconazole ¢o the giam trong khi diéu tri voT Esomeprazole.”
Esomeprazole trc ché CYP2C19, do vdy khi Esomeprazole duge ding chung véi cac thude
chuyen hoa qua CYP2C19 nhu diazepam, citalopram, imipramine, clomipramine, phenytoin...,
nong do cac thude nay trong huyet tuong co thé tang va cin giam lidu dung.
Ruou: Tranh sir dung ruou khi uéng thube.

i A,

S dung qué liu

Hién chua c6 kinh nghi€ém vé qua lidu & ngudi. Trong trudng hop ding qua liéu, can dleu tri
triéu chiing va dleu tri hd trg. Can dua cac chét chua hép thu ra khoi dng tiéu hoa va cén theo
ddi nguoi bénh cAn than.

Dong goi
Hop 7 hop nho, moi hdp nho ¢é 1 vi. Mai vi ¢6 2 vién Esomeprazole, 2 vién Clarithromycin va
2 vién Tinidazole

Han dung ’
3 nam ké tir ngay san xuat.
Khéng ding thuoc qud han siv dung.

Bdo quan
Bao quan noi khé mat & nhiét dé duéi 30°C, tranh anh sing

Poc ky lueéng din sit dung truée khi diing.
Néu ciin thém thong tin xin héi y kién ciia thdy thudc
Dé xa tam vdi cua tré em

Nhi sidn xuit
ACME FORMULATION PVT. LTD
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