BOY TE ; 4
CUC QUAN LY DUGQC /4Z/V f

‘BA PHE DUYET

Lén dauself.) A2 b Box’s |ay0Ut

Chi BINH/ CACH DUNG/ LIEU DUNG/ CHONG CHi BINH VA CAC THONG TIN KHA
Xin xem hwéng dan sl dung dinh kém

THUGC BAN THEO DON. S6 Visa:

TIEU CHUAN: Nha sén xuét S616/B No.:

BUONG DUNG: Udng NSX/ Mfg. Date: dd/mmiyy
HO/ Exp Date: dd/mmiyy

' DD -
0
— s AMO 000 ma@ o
e
E - - . -} . . = o
& D §
Q o <
o ]
(Q ) -y
o gl e ” <
ATABAY KIMYA SANAYI| VE TICARET A.$
: s Tavsanli Koyu, Esentepe Mevkii, Gebze/Kocaeli/Turkey-Thé Nhi Ky
Thanh phén: e : )
-+ II S iae vair bab bl A THAN TRONG : GIY THUGC NGOAI TAM TAY TRE EM =
phim chira: Caletitiny Bt i T
E Amexicillin tryhydrat trong duong Amoxicillin 875 mg "BOC KY HUONG DAN SU DUNG TRUOC KHIDUNG
2 Kali clavunanat twong duong Clavulanic acid 125 mg DNNK/ Importer:
: Bao quan: Noi khd réo, & nhiét do duéi 30°C. =
H 4
'| ) op
=
| - AVIC D00 Mm@
: :- en bao p E
e wn
~
= D ¥
¥ = S |
-
L) -
T E— _
= ATABAY KIMYA SANAYiVE TICARETA.§
: D Tavsanli Koyu, Esentepe Mevkii. Gebze/Kocaeli/Turkey-Thé Nhi Ky

145 mm ' /

Scale 80%

e

(%a'



//trungtamthuoc.com/

§

i

4-4

ATFA SANAY| VE TICARET A S-TURKEY

-BID film 1000mg
Each &im coatac tablat cantans
in riydrate aquivalert & Ameeilin BT5mg

[ Slavilanate squivaient B Clavaianc acd 1
KIMYA SANAY! VE TICARET A 5 TURKEY

x"-BID film 1000mg
Each &im coated tablet containa
b ribycrte aguivalent o Amanielin E&mg

s Clawslanate squivalent i Clavidame sod 125mg
KIMYA SANAYI VE TICARET A 5-TURKEY

“-BID film tabl

1000mg
Each fim caatad 13blat contains
™ Inhydeat WAt I A MG sl B75mg
n Clavulgrate sguvalest i Clavuleme sod 125wg
WIMYA SANAYI VE TICARET A §-TURKEY

unamox’ -BID film tablsts 1000mg
Each #im coated tabiat contains

in @ihydmate luw“nlh!l“:\.cﬁhﬂ a

n Craviianate lal

wiMYA Sa NAYI \rE TICARET A 5-TURKEY

ATABAY KIMYA SANAYI VE TICARET A $-TURKEY

& Klavunamox -BID film tablets 1000mg
Exch &m coaten tatiet contains

Ameyeilia rkydiate oguvoient i At ATSmy

Pobssum Clavulanate aguvalent I Clavulans aod 125mg

ATABAY KIMYA SANAY| VE TICARET A 5 TURKEY

aKlm.rmwamc'.ar. *-BID film tablets 1000mg
Each fim coated 1ablot cantans

Armarycliin mhydease aguevalant B Amcwallin A7Smg

Fomasum Caviianate aguivalant i© Clavulanic ace 1 28mg

ATABAY KIMYA SANAY| VE TICARET A $-TURKEY

ATABAY MIMYA SAHAY| VE TICARET A, 5-TURKEY

R Klavunamox -BID film | ] R“‘ “-BID film 1000mg
Each #im costad I.'.!.l coeatsins Each Mim coal tabiet comts;

Amoayoilie Mhydrate ags & Amgasalin g Auraayeliin S hydrete nguiveient & Ao ek BTEmg

Patatum Clavulanate eg vnvn o Clavularss aod {28mg
ATABAY KIMYA SANAY| VE TICARET A 5-TURKEY

Klavunamox'-8ID film tablats 1000mg
iacn fim coataa labltf containg

L)
Posusum ’»uwlrm- gLl l‘-rn Clavuane s 1
ATABAY HIMYA SANAY| VE TICARET A.a-’l‘uRK!Y

RKlavunamcx‘ BID film tablats 1000mg

Each film coatad unln contans

runameox -BI0 film
Fach Rim seates tablet contans
i B et guvalent o A o
n Ciaviianate eguval
KIMYA SANAY| VE TICARET A §- TURKEY

“-BID flim tablats 100

Aoy  ihyate Arsmg
Clawulane seid 125mg P4 wquival fant 1o Cim a0 125y
ATABAY KIMYA SANMAYI VE TICARET A 5-TURKEY
] R"‘ “-BID flim 1000mg
Each fiim coated {akiet cantans
75mg Ammryedn mtyerais sguivalant B Amomaln w7Smg
o Clvularss aca '?mq Brossum Clavidanats aquivalant io Clavidanc scd 1 25mg

ATARAY KIMYA SANAY| VE TICARET AS-TURKEY

-—— 72.00 mm

Eech Aim coatod tablal centaing
in Etpdrate equ vaent B Araoalin a75mg
wClaviianam ag; 0t b Clavilanc acd 124mg
- KIMYa SlNAﬂ VE TICARET A 5-TURKEY

S - T AT A0NNeA

R K "-BID film tablets 1000mg
Each Bm coses tatist cantains

ATABAY KIMYA SANAY! VE |IFARI! AGTURKEY

-

BN filen

Potwwum Clavulanate scuvalant o Clavulane sod 128mg
ATABAY HIMYA SANAYI VE TICARET A 5-TURKEY

R"‘ “-BID film 1 1000

!-m llm costad |=n|¢¢ contains

a7smg
S cu u.'lrl\- uq-.u.ﬂnua Clavulene sad 135mg
ARAY KIMYA SANAY] VE TICARET A S-TURKEY

Kiavunamex"-BID film tablats 1000mg
Each #lm coated tablet cantaina:
A mhydrate 4 BT5emy

125mg
ATABAY KIMYA SANAY| VE TICARET A §-TURKEY

B‘Klavunamnx’ -BiD film tabists 1000mg
Each fim coated tablat contams:

Arnorye) et hyaate aguvalent o Amerilin a78mg

Pomasm Clnianate squvalent & Claveline sod 125rg

ATABAY HIMYA SANAYI VE TICARET A $-TURKEY

&t(' “-BID film 1000mg
Each fim cnatad tablet cantains
Armawpeilin Hhydraie scumatent o Amowcie ATSmg

Pamisum Caviinate sgpevalant in Clgvoiane soid 125mg
ATABAY KIMYA SANAYI VE TICARET A $-TURKEY

| TR

ay ieiel

e speg Sy

Mo pesing dva

&Klau\la

Amaupein
Potwsium
ATABAY ¥

EKlIVl:

Amoryelin
Pomanum
ATABAY #

&xln\m

!
Amcuyciin
Potysmum |
ATARAY H

Hlawvu
L

ATABAY ¥

B

Amaxyolin
Potasswm |
ATAHAY ¥

&Klwu
[

140.00 mm

NoAE| S Jaisi|g



VIEN NEN BAO PHIM

KLAVUNAMOX®-BID 1000 mg

THANH PHAN:
MObi vién nén bao phim chira
Hoat chat: Amoxicillin trihydrat twong duong véi Amoxicillin ........ 875 mg
Kali clavulanat tuong dirong véi Acid clavulanic............ 125 mg
T4 duge: Crospovidon, Crosscarmenllose natri, Microcrystalline Cellulose, Magnesi Stearat, Aeorosil 200,
Opadry white, Methanol, Methylen Chlorid.
= ang bao ché: Vién nén bao phim

udmg dung: Udng
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Qugc LyC HOC: ' ' ‘
Amoxicillin 12 khéng sinh ban tong hop thudc nhém B-lactam ¢é phé diét khuan réng d6i véi nhiéu vi

:D.huén Gram duong va Gram 4m do itc ché téng hop thanh té bao vi khuin. Nhumg vi amexicillin rat d& bj pha

th

Uy boi B-lactamase, do dé khong c6 tac dung dbi véi nhitng ching vi khuén san sinh ra cac enzym nay (nhidu Vg
hung Enterobacteriaceae va Haemophilus influenza). (L &
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Acid clavulanic do sy 1€n men cha Streptomyces clavuligerusl/c6 cau tric B-lactam gan giong véi|\ ™ |
o e , y s ; i Lo g i3 1 5 4 : . \&;
~=penicillin, ¢6 kha ning ¢ ché 8-lactamase do phan Idn cdc vi khuan Gram am va Staphylococcus sinh ra. Pac \7
\-.

&t n6 ¢6 tic dung irc ché manh cic P-lactamase truyén qua plasmid gdy khang cdc penicillin va

ngs

ephalosporin.

Pseudomonas aeruginosa, Proteus morganii va reftgeri, mot s6 chung Enterobacter va Providentia

o~

hang thude, ca tu cau khdng methicilin ciing khang thude nay. Ban than acid clavulanic ¢6 tic dung khang

/tru
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huén rat yéu.

Acid clavulanic gitp cho amoxicillin khéng bi B-lactamase pha hiy, dong thdi md rong thém phd
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ang khuan ciia amoxicillin mét cach hiéu qua d6i véi nhieu vi khuan théng thuong da khang lai amoxicillin,

ang cac penicillin khac va cac cephalosporin.

htt

C6 thé coi amoxicillin va clavulanat 12 thudce diét khun ddi v6i cac Preumococcus, céc Streptococcus
beta tan mdu, Staphylococcus (chung nhay cdm véi penicillin khéng bi anh hudmg cia penicillinase),
Haemophilus influenza va Branhamella catarrhalis ké ca nhiing ching san sinh manh B-lactamase. Tém lai

phé diét khudn ca thube bao gdm:

Loai vi khuin Chiing

Gram dirong Hiéu khi:

Streptococcus  faecalis, Streptococcus pneumonia, Streptococcus
pyogenes,  Streptococcus  viridians,  Staphylococcus  aureus,

Corynebacterium, Bacillus anthracis, Listeria monocytogenes.
Yém khi:




Cac loai Clostridium, Peptococcus, Peptostreptococcus.

Gram am Hiéu khi:

Haemophilus influenza, Escherichia coli, Proteus mirabilis, Proteus
vulgaris, cac loai Klebsiella, Samonella, Shigella, Bordetella, Neisseria
gonorrhoeae, Neisseria meningitides, Vibrio Cholerae, Pasteurella
multocida.

Yém khi: ,
Cac loai Bacteroides ké ca B. fragilis.

DUQC PONG HOQC:
Amoxicillin va clavulanat déu hip thu d& dang qua dudng udng. Nong do ciia 2 chit nay trong huyét
anh dat tdi da sau 1 — 2 gi&r ubng thude. Véi lidu 250 mg (hay 500 mg) s& c6 5 meg/ml (hay 8 — 9 mcg/ml)
moxicillin va khoang 3 mcg/ml clavulanat trong huyét thanh. Sau 1 gi& udng thubc 20 mg/kg amoxicillin + 5
O1g/kg acid clavulanic, s& c6 trung binh 8,7 mcg/ml amoxicillin va 3,0 mcg/ml acid clavulanic trong huyét
Chanh. Su hap thu ciia thude khéng bi anh hurémg boi thire an va tt nhat 12 ubng ngay trude khi an.
Sinh kha dung dudng udng cia amoxicillin 1a 90% va cua acid clavulanic 12 75%. Nira doi sinh hoc
Oﬁa amoxicillin trong huyét thanh 1a 1 — 2 gi¢s va cua acid clavulanic 1a khoang 1 gio.
50 — 70% amoxicillin va 30 — 40% acid clavulanic dugc thdi qua nudc tiéu dudi dang hoat dong.
robenecid kéo dai thoi gian dao thai cia amoxicillin nhung khéng anh huong dén su dao thai cua acid
~==2lavulanic.

HI PINH: Rﬁl/

<+ KLAVUNAMOX-BID 1000 mg dung dé didu tri nhiém khuén gy nén bdi cac ching nhay cam trong céc
bﬂrﬁmg hop cu thé sau day:
e  Nhiém khudn bo may hd hép:
- Nhiém khuin dudng hd hép trén: Viém xoang, viém amidan, viém tai giira, nhitng nhiém khuén khac &
ung tai- mili-hong.

//trun

- Nhiém khuin dudng hé hip duéi: Viém phé quan cip va man tinh, viém phdi, viém mi mang phdi,

.
-

e abces phoi.

S

e Nhiém khudn da va mé mém: Dinh, nhot, abces, viém md té bao, nhiém khuédn vét thuong, nhiém
%ﬂuén trong bung.

+= o Nhiém khuin dudng tiét niéu-sinh duc: Viém bang quang, viém thin-bé than, viém niéu dao, nhiém

huan viing khung ch4u, giang mai, lau.

e Cac nhiém khuén khac: Viém xuong tuy.

CHONG CHI PINH: Chéng chi dinh dung KLAVUNAMOX-BID 1000 mg & ngudi ¢6 tién sir phan tmg di
irng v&i nhém penicillin.

CANH BAO/THAN TRONG:

Thinh thoang c6 gép nhirng phan vé cing nghiém trong giy tir vong (quéa man cam) & ngudi bénh dung
penicillin. Nhitng phan (mg nay d& gip hon & ngudi cé tién sir qua min cam véi penicillin va/hodc ¢6 tién sir
man cdm v&i nhidu khang nguyén khac nhau. Ciing d gip ngudi cé tién sir qua min v6i cam vdi penicillin va
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bi phan (mg chéo nghiém trong khi ding vdi cac cephalosporin. Vi vdy, trudc khi khoi dau ding
KLAVUNAMOX-BID 1000 mg, phai diéu tra cn than xem ngudi bénh trude diy da cé nhitng phan tmg qua
man cam véi penicillin, cephalosporin hodc v&i nhitng nguyén nhéan khac chua. Khi gip phan tmg dj (mg, phai
ngimg thubc ngay va c6 bién phap diéu tri thich hop. Néu gip cac phan (mg phan vé nghiém trong, phai lap
tirc diéu tri cAp ctru bing epinephrin. C6 khi can chi dinh ding khi oxygen, tiém tinh mach corticosteroid va
théng thoang dudng tho.

Mic déu cac penicillin ¢6 doc tinh réat thip, vin cin danh gia thuomg ky chirc ning céc co quan, nhu
than, gan, chirc ning tao mau khi ding dai ngay. DA thiy c6 ty 1& cao bénh nhén sin ¢6 tang bach ciu don gian
ma lai dung ampicillin s&€ bi ban d6 ngoai da. Vi vay, khéng dugc ciing khang sinh nhém ampicillin cho nguoi

aé bach cdu don nhén.

Trong qua trinh diéu trj bing KLAVUNAMOX-BID 1000 mg, can lubn nhé c¢6 kha nang bdi nhim

&i cac mam vi khuin hoic ndm. Néu gip boi nhiém (thudng 13 Pseudomonas hoac Candida), phai ngimg
.huéc va c6 bién phép diéu tri thich hop.
\ {Mang thai: Chua c6 chimg c& rd rang vé tinh an toan ciia KLAVUNAMOX-BID 1000 mg khi mang thai, vay
O:hi dung thudc nay cho ngudi mang thai khi can.

&
~C'HOT KY CHO CON BU: V

Céc khéang sinh penicillin loai ban téng hop bai tiét dugc qua sira, cin than trong khi ding
LAVUNAMOX-BID 1000 mg cho nguoi me cho con bu.
Dang dich treo chi dwoc dung khi ¢6 ¥ kién ctia thay thudc khi chi dinh cho tré em dudi 40kg thé trong.

u
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H HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC.
LAVUNAMOX-BID 1000 mg khong anh huong dén kha nang lai xe va van hanh may moc.

Pe

HAN UNG CO HAIL:

KLAVUNAMOX-BID 1000 mg dung nap tét, nhimg tac dung c6 hai thudong gap 1a tiéu chay, budn
N(’)n, phat ban, may day, ndn, viém 4m dao. Ty 1é mic chung cac tic dung c6 hai, dac biét |4 tiéu chay, thuong
' WUNing 1én khi dung liéu cao da khuyén céo. Nhimg phan tmg khac it gap hon gém: khé chiu ving bung, day hoi,

Clhirc ddu. Va < 1% bénh nhan ding KLAVUNAMOX -BID 1000 mg c6 gép ting nhe tiéu ciu. Ciing gip ting
::)Jvira phai SGOT, nhung chua c¢6 y nghia lam sang. C6 khi thiéu mau, giam tiéu ciu, ban xuit huyét do giam
,ﬂtiéu cau, tang bach cdu ua eosin, giam bach cau, mat bach ciu hat.

PHAN UNG QUA MAN CAM:

Gb6m phat ban, ngira, may day, hdng ban da dang. C6 thé khéng ché cac phan img di img bing thude
khang histamin H1 va khi van thi diing corticosteroid dudng toan than. Bét ky lic nao gip nhimg phan (g
trén, phai ngimg thudc, trir khi thay thube c6 y kién khac. Hiém gap tang dong, kich dong, lo au, mit ngu, la
1an, va/hodc chéng mit.

/tru

“Théng bdo cho bdc sy nhimg tac dung khéng mong muén gdp phdi khi sir dung thuéc”
LIEU LUONG VA CACH DUNG:

Liéu thong thudng trong nhirg ngudi 16m va tré em hon 12 tudi: diéu tri su truyén nhiém va hé hd hip
ning, ubng KLAVUNAMOX-BID 1000 mg dugc tién hanh m&i 14n cach nhau 12 gio.
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KLAVUNAMOX-BID 1000 mg khong duge sir dung cho nhitng bénh nhén véi suy yéu chirc ning
than néu tbc dd loc cau than < 30ml/phiit.

Trong nhitng bénh nhan véi chirc nang gan suy giam KLAVUNAMOX-BID 1000 mg can phai dugc
sir dung c4n than va can dugc theo dai ti mi.

KLAVUNAMOX-BID 1000 mg khong nén dugc diing véi nhimg bénh nhan dang tham tach mau.

KLAVUNAMOX-BID 1000 mg c6 thé bét dau udng trudce khi hodc sau nhimg bira an. Tuy nhién néu
dugc udng trude nhimg bira an, su hap thu cta kali clavulanat durgc tdng cao. Vi ly do nay, KLAVUNAMOX-
BID 1000 mg nén dugc udng trude bira an. Su hap thu va su thir 46 min cam can phai dugce tién hanh trudce
khi bit ddu dung KLAVUNAMOX-BID 1000 mg. Tuy nhién, su diéu tri c6 thé dugc bit ddu khong c6 viée

gqi kiém tra nhimg két qua. Khi d6 ¢6 thé dugc diéu chinh lidu ding theo két qua sau do.

Quua Likv
Q Dung qua liéu, thudc it gdy tai bién, vi dugc dung nap tét ngay ca & lidu cao. Tuy nhién, n6i chung

| ¢ phiing phan (mg cAp xay ra phu thudc vao tinh trang qu mén ciia timg c4 thé. Nguy co chic chin 1a tang kali
Omyét khi diing lidu rat cao vi acid clavulanat dugc ding duéi dang mudi kali. C6 thé dung phwong phap thim
Phan méu dé loai thudc ra khoi tuan hoan.

ong goi: Hop/2 vi x 5 vién nén

mth

40 quan: Bao quan & nhiét do dudi 30°C, noi kho mat. (q/

/4
@-lgn dung: 2 nim ké tir ngay san xuit. Khong dung thubc qua han ghi trén vi hay hop thubc. ?’
iéu chudn: Nha san xuét.
Pé thube xa tAm tay tré em va giir nguyén bao bi.
Poc ki hwéng din sit dung truée khi dung.
Thude ké don.

Khéng dwge ding khi chwa ¢6 ¥ kién ciia thiy thude.
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