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- ¢ xa tdm tay tré em.
ilin. 200mg Dockj huéng din sit dung trudc khi dung.
28,5mg Ca'sé sdn xudt:
1 vién nén phan tén CONG TY C6 PHAN DUGC PHAM HA TAY

Bao quin: Not khd, nhiét 6 duét 30°C.
Tiéu chudn ép dung:TCCS

Chi dinh - Céch ding - Chéng chi dinh v cic thang tin khic
Xem trong t& huéng din sir dyng thudc kém theo.

T6 dan phé s6 4, P. La Khé, Q. Ha BAng, TP. Ha Noi
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Hop 1 tii x 2 vi x 10 vién nén phan tan
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ATMUZYN

Amoxicilin 200mg/acid clavulanic 28,5mg

Composition: Each dispersible tablet contains:
Amoxicillin trihydrate equivalent to amoxicillif...——____200mg

Spedfications: Manufacturer's
Storage: Store in a dry place, below 30°C

Carefully read the accompanying instructions before use.

P q to ch acid. 28.5mg

Excipients g f. 1 dispersible tablet

Indicati Adr G indicati d other informati Manufactured by:

See the padcage insert inside. HATAY PHARMACEUTICAL J.5.C
Keep out of reach of children. Population groups No. 4, La Khe ward,

Ha Dong District, Ha Noi City
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Box of 1 bag x 2 blisters x 10 dispersible tablets

I8 PRESCRIPTION ONLY DRUG

ATMUZYN

Amoxicillin 200mg/clavulanic acid 28.9mg

ATMUZYN

Amoxicilin 200mg/acid clavulanic 28,5mg
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HUGNG DAN SU DUNG THUOC
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1. Tén thuée: ATMUZYN

2. Céc du hiéu luu y va khuyén cdo khi dung thubc:
“Thudc nay chi dung theo don thubc”

“Pé xa tAim tay tré em”

“Poc ky hudng dan st dung trudc khi dung

3. Thanh phan cong thirc thudc: M&i vién nén phén tan chira®
Thanh phan duoc chat

...........

croscarmellose, c01101da1 31hcon dioxyd, aspartam, huorng trai cay.
4. Dang bao ché: Vién nén phén tan.

M0 ta: Vién nén phén tan dai, mau trang hoéc tréng nga, mot méit c6 vach bé, thanh va canh
vién lanh lan.

S. Chi dinh:

Thudc dugce chi dinh dé diéu trj cac loai nhidm khuén sau day:

Nhiém khudn dudng ho hap dudi: Do cac chung vi khudn Haemophilus influenzae va
Moraxella catarrhalis san sinh ra beta-lactamase.

Viém tai giita do vi khuén c4p tinh: Do cac chung H. influenzae va M. catarrhalis san sinh
ra beta-lactamase .

Viém xoang: Do céc chung H. influenzae va M. catarrhalis san sinh ra beta-lactamase .
Nhiém khuan da va céu trac da: Do céc chung Staphylococcus aureus, Escherichia coli va
Klebsiella san sinh ra beta-lactamase .

Nhiém khuén duong tiét niéu: Do cac ching E. coli, Klebsiella va Enterobacter sén sinh ra
beta-lactamase.

6. Cach dung, liéu dung:

* Cdch ding: Thubc dung duong uéng. Udng thude nguyén vién véi nudce hodc c6 thé hoa
vién thude voi lwong nude thich hop rdi ubng. Nén udng thube vao dau bira &n dé han ché
toi da kha nang khong dung nap dudng tiéu hoa. Su hap thu cta thude 1a téi wru khi ubng
thubc vao dau bira an.

* Liéu ding:

Liéu duoc biéu thi dudi dang amoxicilin trong thudc. Khong duoc dung thube qué 14 ngay
ma khdéng kham lai.

- Nguoi Ion va tré em c6 cdn ndng > 40 kg: 3 vién/lan x 2 lan/ngay.

- Tré em c6 can nang < 40 kg: Liéu khuyen cao 25-45mg/kg/ngay, chia 2 lan.

+ Tré dudi 12 tuan tu01 (dudi 3 thang tu01) Liéu khuyen cdo 30mg/kg/ngay, chia 2 lan.
+Tré trén 12 tuén tudi (trén 3 thang tu01) Liéu khuyén cdo 45mg/kg/ngay, chia 2 14n; trudng
hop nhiém khuin nhe hon liéu khuyén cdo 14 25mg/kg/ngay.

- Bénh nhan suy thdn: Bénh nhan suy thén thuong khong phai giam liéu trir truong hop suy
than nang (d6 thanh thai creatinin < 30 ml/phut).

Do thanh thai creatinin Liéu dung

> 30 ml/ phut Khéng can diéu chinh liéu

Tir 10 dén 30ml/ phit 1-2 vién/lan x 2 lan/ngay

< 10 ml/ phut 1-2 vién/lan/ngay

Tham phin mau 1-2 vién/lﬁn/ngé}y ] ‘
Udng thém 1 liéu trudce khi tham phén va 1 liéu sau khi
thdm phan
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T ~Ch6ng chi dinh:

Man cdm vé&i bat ky thanh phdn nao cua thudc.

D1 tng v6i nhém beta lactam (cac penicilin va cephalosporin).
Nguoi bénh c6 tién sir vang da, r6i loan chirc nang gan do ding amoxi r/' mn@wl X
hay céc penicilin va acid clavulanic gay tang nguy co r mét trong gan. 5 o PHAN |
8. Canh bao va thin trong khi ding thudc: DUOC PHAM
Phén img qua min: °\_HA TA
Phan tmg qud min nghiém trong va doi khi gdy ttr vong (phan vé) da duoc 8o VTR N
nhan dung khang sinh beta-lactam, bao gom ca amoxicilin/kali clavulanat. Ny; ra
cao hon & nhiing nguoi co tién sur qua man va di tng. Truéc khi bit dau diéu tri véi
amoxicilin/kali clavulanat, cin x4c dinh xem bénh nhén c6 phan Umg qua A0 véi penicilin,
cephalosporin hodc cic beta-lactam khac khong.

Néu phan Ung di ung xay ra, phdi ngung dung amoxicilin/kali anat va phai cé liéu
phap thay thé thich hop.

Réi loan chirc ning gan:

R&i loan chirc ning gan, bao gdm viém gan va vang da & mét c6 lién quan dén viéc st dung
amoxicilin/ kali clavulanat. Pdc tinh gan thuong hoi phuc dugc; tuy nhién tir vong da dugc
béo céo. Can phai dung thén trong va theo ddi chirc ndng gan dinh ky ¢ bénh nhén suy gan.
Tiéu chay lién quan den Clostridium Difficile (CDAD):

Tiéu chay lién quan dén Clostridium difficile @3 dugc bao cao véi hau hét cac loai khang
sinh, bao gbm amoxicilin/kali clavulanat va c6 thé ¢6 muc do nghiém trong tir nhe dén de
doa tinh mang. Piéu tri bing khang sinh d61 khi c6 thé lam thay dbi hé vi sinh binh thuong
ctia dudng rudt dan dén su phat trién qua muc C. difficile.

Phai xem xét viéc chan doan nay & nhitng bénh nhan bj tiéu chay lién quan dén viéc sur dung
khéng sinh. C4c triéu chung cia viém dai trang gid mac c6 thé xay ra trong hodc sau khi
diéu tri khéng sinh.

Néu viém dai trang lién quan dén khang sinh xay ra, phai ngimg ngay thude, bi nudc, dién
giai, protein va phai ¢6 cac bién phap diéu tri thich hop.

Phat ban da ¢ bénh nhan bi bénh bach ciu don nhén:

Mt ty 1& cao bénh nhan bi bach cau don nhan ding amoxicilin ¢6 nguy co bi phét ban da. Vi
vdy, khong nén dung thudc cho bénh nhéan bi bach ciu don nhan.

Nguy co phat trién qua mirc cac vi sinh vat:

Bo6i nhiém nim va vi khudn nén duoc xem xét trong khi diéu tri, néu boi nhiém xay ra, nén
ngung st dung amoxicilin/kali clavulanat va cé bién phap diéu tri thich hop.

Phat trién vi khuén khang thudc:

Su dung amoxicilin/kali clavulanat trong truong hop khong nhiém khuan s& khong mang lai
loi ich cho bénh nhén va lam ting nguy co phat trién vi khun khang thude.

9. Sir dung thudc cho phu nit ¢6 thai va cho con bii:

* Thoi ky mang thai: Nghién ctru thuc nghiém trén qua trinh sinh san cua chudt da ching
minh khi ding thudc véi liéu 16n hon 10 1an liéu dung cho ngudi déu khong géy di dang.
Tuy nhién, vi con it kinh nghiém vé ding thudc cho ngudi mang thai, nén can tranh st dung
thudc & ngudi mang thai nhat 1a trong 3 thang dau, trir truomg hop cén thiét do bac sy chi

dinh.
* Thoi ky cho con bii: Trong thoi ky cho con bu ¢6 thé dung thude nhung phai thén trong,

vi tré bti me ¢6 thé ¢ nguy co bi man cam do ¢6 mét lwong rt nhé thude trong sita.

10. Anh hudng cia thudc 1én kha ning li xe, van hanh may méc:

Thudc c6 thé gy ra tic dung khong mong mudn nhu phan tng di _Ung, chong mdt, co giat,
c6 thé anh hudng dén kha nang lai xe va van hanh may méc nén can than trong.




11. Twong tac, twong ky, cia thude:
* Twong tdc ciia thuéc:
Probenecid:

Khong st dung dong thoi véi probenecid. Probenecid lam giam thai ty
than. Str dung dong thoi probenecid c6 thé lam tang va kéo dai nong
mau.
Thudc chéng dong duong udng: 2
Viéc kéo dai thoi gian prothrombin hodc INR da dugc bdo cao ¢ nhitng b&dls nhfigAung
amoxicilin va thude chong dong duong uong Cén theo doi can thén thoi gian prothrombin
hodc INR khi dung dong thoi thude chong dong mau dudng uong V61 voi amoxicilin /kali
clavulanat. iéu chinh liéu cia thudc chéng dong c6 thé cin thiét.
Alopurinol:

Bénh nhan téng acid uric mau khi dung alopurinol cing véi amoxicil ting kha nang
phét ban & bénh nhan ca 2 loai thubc so v&i bénh nhén chi st dung amoxicilin don doc.
Thudc tranh thai udng:
Amoxicilin/kali clavulanat c6 thé anh huong dén hé vi sinh dudng rudt, dan dén giam tai
hap thu estrogen va giam hiéu qué cua thudc tranh thai estrogen/progesteron khi udng két
hop.

Can tr& cac xét nghiém chéin doan:

Néng @9 amoxicilin trong nudc tiéu cao, ¢6 thé din dén phan ung duong tinh gia khi xét
nghiém dbi véi cac xét nghiém bing phuong phdp hoa hoc. Khi kiém tra su c6 mat cla
glucose trong nudc tidu trong qué trinh diéu trj amoxicilin, phuong phap diung enzym
glucose oxydase nén dugc su dung.

* Twong ky cua th uoc:

Do khéng ¢6 céc nghién ctru vé tinh tuong ky ctia thude, khong tron 1an thude nay véi cac
thude khac.

12. Tac dung khong mong muén cia thude:

Vi lidu binh thuong, tac dun0 khong mong mudn thé hién trén 5% ) nguoi bénh; thuong
gap nhét la nhiing phan Gng vé tiéu hoa: Ia chay, budn nén, nén. Ty 1& phan Ung nay tang
1én khi ding liéu cao hon va thuong gap nhiéu hon so véi dung don chat amoxicilin. Cac
tac dung khong mong muén sau duoc liét ké theo hé co quan va tan sudt gip: rat thuong gap
(ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gap (1/1000 < ADR < 1/100); hiém
gip (1/10.000 < ADR < 1/1000); rat hiém (< 1/10.000), tan suit chua biét.

Nhiém khudn va nhiém ky sinh tring:

Thuong gap: Nhiém Candida niém mac.

Tan sudt chiea biét: Phat trién qua murc vi sinh vét khong nhay cam.

Roi loan mdu va hé bach h uyét:

Hzem gdp: Giam bach cau, giam tiéu cau.

Tén sudt chua biét: Mt bach cau hat, thiéu mau tan méu, kéo dai thoi gian chdy méu va
thoi gian prothrombm

R01 logn hé thong mién dich:

Tén sudt chia biét: Ph, phan ung phan vé, hoi ching gidng bénh huyét thanh.

R&i loan hé than kinh:

It gdp: Chong mat, dau dau.

Tén sudt chwa biét: Tang dong, co giat.

Réi loan hé tiéu héa:

Rdt pho bién: Tiéu chay.

Thuong gap: Budn nén, non.

It gap: Khé tiéu.

Tan sudt chua biét: Viém dai trang gia mac.




Réi loan gan mat:

It gdp: Tang men gan (AST va/hodc ALT).

Tén sudt chuea biét: Viém gan siéu vi, vang da (r mat.
Roz logn da va mé duwdi da:

It gap: Nbi mén, ngura, may day.

Hzem gap: Hong ban da dang.

Tan sudt chua biét: Hoi ching Stevens - Johnson, hoai tir biéu bi do nhigh
bong nudc troc vay, v1em da cap tinh. ~
Ro: loan than va h¢ tiét nigu:

Tan sudt chua biét: Viém than ke, két tinh amoxicilith

13. Qua liéu va céach xir tri:

- Triéu chung:

Céc triéu chung trén dudng ti€u hoa va mét cin bang nuée dién giai 6 thé rd rang.

Tinh thé niéu trong mot s6 trudng hop c6 thé dan dén suy than da duge bao cdo. Co giat cé
thé xay ra & nhimg bénh nhan c6 chirc nang thén bi suy gidm hodc khi ding liéu cao.

- Cdch xur tri:

Piéu tri qua liéu bao gdm diéu tri triéu chimg va hd trg, chi y dén can bang nudc va dién
giai. C6 thé ding phuong phép thdm phan mau dé loai thudc ra khéi tudn hoan.

14. Pac tinh dwge lwe hoc:

Ma ATC: JO1CRO2

Amoxicilin 1a khang sinh ban téng hop thudc ho beta - lactam c6 phé diét khuan rong dbi
v6i nhiéu vi khuan Gram duong va Gram dm do ché téng hop thanh té bao vi khuén.
Nhung vi amoxicilin rat d& bi pha hiy bdi beta - lactamase, do d6 khéng c6 tac dung dbi
vd1 nhitng chung vi khuan san sinh ra céc enzym nay (nhiéu ching Enterobacteriaceae va
Haemophilus influenzae).

Acid clavulanic do su 1én men cua Strepfomyces clavuligerus, c6 cAu tric beta - lactam gan
giéng véi penicilin, c6 kha nang trc ché beta - lactamase do phan I6n céc vi khudn Gram 4 am
va Staphylococcus sinh ra. Dac biét n c¢6 tic dung rc ché manh cac beta - lactamase truyén
qua plasmid gdy khéng cac penicilin va cac cephalosporin.

Pseudomonas aeruginosa, Proteus morganii va retigeri, mot s6 ching Enterobacter va
Providentia khang thudc, va ca tu cau 'khang methicilin cling khang thude nay. Ban than acid
clavulanic c6 tac dung khang khuan rit yéu.

Acid clavulanic giup cho amoxicilin khong bi beta - lactamase pha huy, dong thoi mé rong
thém phd khang khuén ctia amoxicilin mdt cach hidu qua dbi véi nhidu vi khudn thong
thuong da khang lai amoxicilin, khang cac penicilin khac va cac cephalosporin.

C6 thé coi amoxicilin va clavulanat 1a thudc diét khudn dbi véi cac Preumococcus, céc
Streptococcus beta tan mau, Staphylococcus (chiing nhay cam vdi penicilin khong bi anh
hudng cta penicilinase), Haemophilus influenzae va Branhamella catarrhalis ké ca nhiing
chung san sinh manh beta - lactamase.

Phé digt khudn:

Vi khudn Gram duong:

v Loai hiéu khi: Enterococcus faecalis, Streptococcus pneumoniae, Streptococcus
agalactiae, Streptococcus pyogenes, Streptococcus viridans, Staphylococcus aureus,
Corynebacterium, Bacillus anthracis, Listeria monocytogenes.

v Loai yém khi: Céc loai Clostridium, Peptococcus, Peptostreptococcus.

Vi khuan Gram 4m:

v" Loai hiéu khi: Haemophilus influenzae, Escherichia coli, Proteus mirabilis, Proteus
vulgaris, cac loai Klebsiella, Salmonella, Shigella, Bordetella, Neisseria
gonorrhoeae, Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida.

v’ Loai yém khi: Cac loai Bacteroides ké ca B. fragilis.

cﬁ’PHA'N
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Thong tin khdng thuéc:
Acid clavulanic c§ kha nang rc ché beta-lactamase do phan 16n céc vi khuin Gram 4m va
Staphylococcus sinh ra, nhung Staphylococcus khang methicilin/oxacilin phai coi 1a da
khang amoxicilin va acid clavulanic. Acid clavulanic c6 thé e ché mot vai loai
cephalosporinase tao ra do Proteus vulgaris, Bacteroides Jragilis va Burkholderia cepacz:a
(tén trudc day la Pseudomonas cepacia) nhung thuong khéng e ché cephalosporinase
truyén qua nhiém sic thé Richmond-Sykes typ I; do d6, nhiéu chung :
Entero’bacter, Morganella, Serratia spp., va Pseudomonas ae 3
Mot sO beta-lactamase phd rong truyén qua plasmid cua Kle :
Enterobacteriaceae khéc va Pseudomonas aeruginosa ciing
ché.
15. Dic tinh dwge dong hoc: <
Arpoxicilin va gcid clavulanic vé co ban cé cung dic tinh dugce dong hoc bad
thé tich phan b, sinh kha dung, d6 thanh thai thn, va thoi gian ban thai.
- Hdp thu: Acid clavulanic khong 4nh hudng dén hép thu va sinh kha dung ctia amoxicilin.
Hap thu cua acid clavulanic va amoxicilin twong tw nhau. Tuy nhién, hép thu cua acid
clavulanic ting dang ké khi uéng thudc vao diu bira an. Sinh kha dung cia amoxicilin va
acid clavulanic 1an lugt 12 85% va 75%.
- Phdn b6 Khoang 25% acid clavulanic va 18% amoxicilin trong mau lién két véi protein
huyét twong. Thé tich phan b6 ciia amoxicilin la khoang 0,3-0,4 lit’kg va cla acid clavulanic
1a khoang 0,2 lit’kg. Amoxicilin va acid clavulanic qua hang rao nhau thai. Amoxicilin di
vao stra me, chua r0 acid clavulanic cé di qua sita me khong.
- Chuyén héa: Amoxicilin chuyén héa mot phan thanh acid peniciloic. Acid clavulanic
chuyén hoa mét phan thanh chét chuyén héa phén tir lugng thap.
- Thai trie: Thoi gian ban thai cua amoxicilin khoang 55-100 phut va cua acid clavulanic
khoang 55-80 phut. Amoxicilin va acid clavulanic chi yéu thai trir qua than. Gan 60-70%
liéu amoxicilin va 40-65% liéu acid clavulanic xuét hién trong nudc tiéu sau 6 gio.
Duoc dong hoc & mot sé doi twong dic biét: q
- Tuéi tdc: Thoi gian ban thai clia amoxicilin tuong tu & tré em tir 3 thang tudi trg lén:y;
ngudi 16n. Bénh nhan cao tudi chirc ning than c6 thé bi suy giam, c6 thé diéu chinh liéu)\/‘
theo doi chirc nang than. S
- Gioi tinh: Khong ¢é su khac nhau vé dugc dong hoc & nam gidi va nir gidi.
- Bénh nhdn suy thdn: D6 thanh thai cua amoxicilin bi giam nhiéu hon so véi acid
clavunalic & bénh nhan mic bénh than. o) bénh nhan suy than nang (d6 thanh thai creatinin
< 10ml/phut), thoi gian béan thai cia acid clavulanic tang it hon amoxicilin. Can diéu chinh
liéu & nhém bénh nhan nay. ‘
- Bénh nhén suy gan: Cén theo doi chirc nang gan déu dan.
16. Quy cach dong goi: N ’
Hop 1 tai x 02 vi x 10 vién nén phén tdn. Kém theo t& hudng dan su dung thudc bén trong
hop.
17?Diéu kién bao quan, han dung, tiéu chuin chit lwong ciia thudc:
Bao quan: Noi kho, nhiét d6 dudi 30°C. ]
Han dung: 24 thang ké tir ngdy san xuit. Khong dwge dung thudc da qua han dang.
Tiéu chuan chét lugng: TCCS.
18. Tén, dia chi cia co sé sdn xuz‘if thude. )
Tén co sé san xuit: CONG TY CO PHAN DUQC PHA
Dia chi: TS dan phd s 4, P. LaKhé, Q. Ha Dong, TP. H
DT: 024.33522203  FAX: 024.33522203
DT: 024.33824685  FAX:024.33829054
Hotline: 024.33 522525
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