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R, Thuée ké don
HUGNG DAN SU DUNG THUOC
BOOSTIM 625
o Thude nay chi diing theo don thudc.
o Doc ky hudng ddn sir dung triede khi dimg. Néu can thém théng tin, xin hoi y kién bdc st
hodic dirge sT.
e Théng bdo cho bdc sTnhitng tic dung khong mong muén gap phdi khi str dung thuée.
o Dé thuéc xa tdm tay tré em.
o Khéng dimg thudc qud han in trén bao bi.
1. Tén thuée: BOOSTIM 625
2. Thanh phin céng thirc thube:
M3i vién nén bao phim chira:
Hoat chdt:
Amoxicillin trihydrat USP twong duong amoxicillin khan 500 mg
Kali clavulanat pha loang BP tuong duong acid clavulanic 125 mg
Td duge:
Dicalci phosphat (khan), colloidal silicon dioxyd, natri starch glycolat, magnesi stearat,
hydroxy propyl methyl cellulose, isopropyl alcohol, methylen clorid, ethyl cellulose, dibutyl
phtalat, talc tinh khiét, titan dioxyd
3. Dang bao ché: vién nén bao phim
M ta: vién nén bao phim hinh ovan hai miit 15i.
4. Chi dinh:
Piéu tri nhiém khudn gy ra boi cic vi khudn nhay cim véi amoicillin ciing nhu cic vi
khuén sinh ra beta=lactamase ma nhay cam véi acid clavulanic, bao aom:
- Nhiém khuén duong hé hip trén (viém tai giita)
- Nhim khuén dutmg hé hép dudi (viém phé quan)
- Nhiém khudn dudng tiét nidu-sinh duc
- Nhiém khuén da va mé mém
5. Céch ding, li¢u ding:
Thirc an khong anh huéng dén hip thu cua thude, do do, c6 thé ding thude khi no hojie déi.
Khuyén cdo sir dung thude ngay ddu bira &n dé gidm cdc tic dyng khong mong muén cia
thudc trén duong tiéu hoa.
Liéu cho nguedi l6n va thanh thiéu nién:
- Nhiém khuén duomg hd hép trén (viém tai gitra): 1 vién cach moi 8 gidy

o a \ - H .. . A 1 " a v . .
- Nhiém khuan duong hé hap dudi (viém phé quan): ] vién cich mdi § gio
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- Nhi¢m khudn dudng tét ni¢u-sinh dye: 1 vién cdch mdi 8 gidr
X 1 = ia By
- Nhieém khudn da va moé mém: 1 vién cach mdi 8 Lidy

Bénh nhdn suy thin: giam licu hode ting kKhodng cich lidu, ching han nhu sau:

D{ thanh thii creatinin (Illl]i‘iiilﬁi _Klll-liillg eich licu
> 30 o Ry
10-30 S 2
2-10 U i

Ngieoi cao wéi: Khdng cin dicu chinh lidu

Bénh nhan suy gan: (hiin trong khi sir dyng va theo doi chie ndng gan thwdmg xuyvén,

6. Ching chi djnh:

Min cam voi bit et thinh phin ndo ena thude, v bt Ky penicillin ndo.

Tién str vang da hofic rdi logn chire nding gan lién quan dén amoxicillinZacid clavulanic,

Tién sir ¢6 phan i qua min ndng ngay Ifp tire (chiing hon sde phin vé) véi cie thude beta-
lactam khdc (ching han cephalosporin, carbapenem hodic monobactam)

7. Ciinh bso vi thiin trong khi ddng thude:

Trude khi bit ddu didu trj véi amoxicillin/ acid clavalanic, cdn tim hidu tidn st man cdm vei
céc penicillin, cephalosporin hojic cdc khang sinh beta-lactam khde.

Céc phan tng qua mdn nghiém trong va doi khi gdy (r vong (bao gf‘nu ¢d sde phan v¢ v
phan tmg bit lgi nghiém trong (rén da) da duge bdo cdo ¢ nhimg bénh nhin dang didu trj
bing penicillin. Nhitng phan tmg nay c6 nhiéu kha ndng xdy ra & nhimg ngwdi ¢6 tidn sir mdn
cdm véi penicillin va & nhimg bénh nhin viém da do co dja dj tmg. Néu mot phan tmg dj g
xdy ra, phai ngimg diéu trj bing amoxicillin/acid clavulanic va didu trj bang li¢u phép thay
thé thich hop.

Trong trudng hgp nhiém khudn duge chimg minh 13 do (cie) sinh vit nhay cim voi
amoxicillin thi nén cin nhiic chuyén tir amoxicillin/acid clavulanic sang amoxicillin theo
huéng dan chinh thire.

Séan pham nay c6 thé khong thich hop dé dibu j S.pneumoniae khang penicilin,

Co giét c6 thé xay ra & nhitng bénh nhin bj suy thin hofic & nhimg ngudi ding lidu cao

Nén tranh sir dung thubc néu nghi ngdr ting bach ciu don nhéin nhidm khudn do s\ xudt hign
ctia ban dang séi lién quan dén tinh trang ndy sau khi ding amoxicillin,

Sir dung dbng thoi véi allopurinol lam tdng khd ndng phan (mg dj img (rén da,

Sir dung kéo dai doi khi cé thé tang sinh cdc vi khudn khdng nhay cam.

Sy khoi phat ciia ban dé 6 sot két hop véi myn mu ¢6 thé 12 triu chimg cia hi chimg ngogi

ban myn mii toan than cdp tinh (AGEP).
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Nén thén trong khi sir dung thude trén bénh nhin cé ddu higu suy giam chirc ning gan. Cac
van dé trén gan di duge bio cdo chu yéu & nam giGi va bénh nhin cao tudi va cé thé lién
quan dén viée diéu trj kéo dai. Nhimg vin d& nay rit hiém khi dugc bao cdo ¢ tré em. Trong
tit ca cdc quin thé, c4c ddu hidu va tricu chimg thudng xay ra trong hodc ngay sau khi diéu
tri nhung trong mot sb truomg hop c6 thé khong rd rang cho dén vai tudn sau khi diéu trj da
cham dirt. Nhitng ddu hidu nay c6 thé phuc hdi. Cac vin dé vé gan c6 thé nghiém trong va,
trong nhimg truomg hogp eyc ky hiém gip, cé trudng hgp tir vong da dugc bio cdo. Nhimg
vén dé nay hau nhu ludn xdy ra & nhimg bénh nhan dang mic bénh vé gan holic dung thudce
ddng thoi duge biét 1 co kha ndng gdy anh huong dén gan.

Viém dai trang lién quan dén khang sinh da dugc bdo cdo véi gin nhu tdt cd cde thude khang
sinh bao gom amoxicillin va co thé & mic dd nghiém trong tir nhe dén de doa tinh mang. Do
do, dieu quan trong la phai xem xét chin dodn nay & nhimg bénh nhan bi tiéu chiy trong hoic
sau khi ding bat ky loai khang sinh nio. Néu viém dai trang lién quan dén khing sinh xay ra,
phéi nglmg ngay amoxicillin/acid clavulanic, bénh nhin can duge tu van va bit diu mot lidu
phép thay thé thich hop. Chéng chi dinh céc thube giam nhu déng rudt trong tinh hudng nay.
Binh k¥ ddnh gia chirc nang cac co quan, bao gdm gan, thin va mau khi diéu tj kéo dai.
Hiém c6 bédo cdo kéo dai bat thudng thoi gian prothrombin ¢ nhimg bénh nhin dung thude.
Nén theo ddi thich hogp khi ké dong thoi cac thube chéng déng mau. C6 thé cin diéu chinh
liéu cac thuée chong déng méu dudng udng dé duy tri mirc dé chéng dong mong mudn.

0 bénh nhan suy thin, nén diéu chinh li¢u theo muirc dé suy thin.

D3 quan sat thdy tinh thé niéu & nhimg bénh nhan giam bai tiét nude tidu nhung rét hidm, chi
yéu gap khi bénh nhan ding dudng tiém truyén. Nén khuyén bénh nhin udng di nude dé duy
tri luong nude tiéu dao thai trong thoi gian ding amoxicillin lidu cao dé lam giam kha ning
XUAt hién tinh thé amoxicillin niéu. Véi nhimg bénh nhan dit thong tidu, cdn thudmg xuyén
kiém tra.

Khi diéu trj véi amoxicillin, néu cin xét nghiém glucose trong nudce tidu, nén sir dung
phuong phap diing enzym glucose oxidase vi cdc phuong phdp khang sir dung enzym khdc ¢d
thé gay két qua duong tinh gia.

Acid clavulanic trong thudc ¢6 thé gdy ra sy gin két khong diic hi¢u cta [eG v albumin trén
mang té bao hong cau dan dén xét nghiém Coombs duong tinh gia.

Viéc dua ra xét nghiém mién djch men Aspergillus Platelia di duge bdo cdo & nhimg bénh
nhan ding amoxicilin/acid clavulanic. Nhimg b¢nh nhdn ndy khong bj nhi¢m Aspergitins,
Cac phan ung chéo vdi cac polysaccharid va polyfuranose khang phai I8 Aspergiliuy da duge

bao cdo trong kiém tra mién dich men Aspergilius Platelia. Do do, két qui xét nghi¢m duong

tinh & bénh nhan dung amoxicilin/acid clavulanic nén duge gidi thich edn thin va duge x

nhan bing phuong phap chin doan khic.

Scanned by CamScanner



https://trungtamthuoc.com/

8. Sir dung thudc cho phuy nir ¢6 thai va cho con bu:

Sir dung thuédc cho phu nir cé thai:

Cidc nghién ciru trén chudt cho thdy khi ding Boostim 625 dutmg udng khéng gay ra quai
thai. Trong m¢t nghién ctru ddc lip trén phu nir v& 6i sém, viéc s dung Boostim 625 trong
phong bénh co thé lam ting nguy co viém rudt hoai tr & tré sinh non. Cing nhur cac thude
khdc, nén tranh sir dung thude cho phu nit mang thai, dac biét trong giai doan dau cua thai ky.
trir khi duge xem xét can thin boi chuyén gia y té.

Sir dung thudc cho phy nir cho con bi:

C6 thé sir dung Boostim 625 khi cho con bii. Ngoai viéc cé thé giy ra nhay cam do thube bai
tiét mdt lugng rit nhé vao sira me, thudc khong gy ra cac tac dung bit loi nao véi tré.

9. Anh hwong cia thude 1én khi nang ldi xe, vin hanh may moéc:

Vi thudc ¢6 thé gdy ra mot s téc dung khéng mong muén Ién thin kinh trung wvong nhur mét
moi, dau ddu, nén bénh nhan six dung thudc cin than trong khi 14 xe va van hanh may méc.
10. Tuwomg tic, twong ky, ciia thudc:

O mdt vai bénh nhén sir dung Boostim 625, quan sdt thiy tic dung kéo dai thoi gian chay
mau va thoi gian prothrombin. Nén thin trong khi sir dung Boostim 625 trén cdc bénh nhan
dang sir dung thude chéng déng. Nhur céc khéng sinh phé réng khac, Boostim 625 ¢6 thé lam
giam hiéu qué cta céc thude trénh thai dudng udng va diéu nay nén duoc thong bdo ch bénh
nhan. Khong nén sir dung déng théi vi probenecid vi probenecid lam giam thai trir qua dng
thén ciia amoxicillin. Sir dung dong thoi véi Boostim 625 ¢6 thé lim tang ndng do trong mau
cua amoxicillin nhung khéng anh huéng dén acid clavulanic. St dung dong thoi amoxicillin
véi allopurinol cé thé lam ting cdc phan img dj tmg trén da. Tuy nhién, chua ¢é cdc dir ligu
vé viéc sir dung ddng thoi Boostim 625 va allopurinol.

Céc penicillin ¢6 thé 1am giam thai trir cia methotrexat dfin dén ting dde tinh ctia thudc.

Céc thubc chong déng mau dudng udng va cdc khéng sinh penicillin duge sit dung rong ri
trén 14m sang ma khong c6 béo cdo vé tuong tic thude. Tuy nhién, trén Iy thuyét, ¢d nhimg
truong hop chi sd binh thuong hoa quéc té (INR) ting & b¢nh nhin dang duy td
acenocoumarol hodc warfarin va duge ké mét dot amoxicillin, Néu cin phdi ding dfmg thoi,
cin theo ddi cdn thin thoi gian prothrombin hodc chi s& INR khi thém hofic ngimg
amoxicillin. Ngoai ra, cé thé didu chinh lidu thude chéng dong mdu duong ufmg néu efin
thiét.

Methotrexat: Céc penicillin lam giam thai trir ciia methotrexat gy ting de tinh.
Mycophenolat mofetil: O nhimg bénh nhan sir dung mycophenolat mofetil, vi¢e gidgm ndng
d¢ trude lidu cua chit chuyén héa hoat dong acid mycophenolic (MPA) khodng 50% da dwge

- . £ . egya L a . As 3 . - . 4
bao céo sau khi uong amoxicillin va acid clavulanic. Sy thay ddi vé mue dg trude lidu ¢6 thé

khong thé hién chinh xéc nhiing thay ddi trong ndng do MPA tdng thé. Do do, vige thay dg
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lidu mycophenolat mofetil thuémg khéng cin thiét trong trudmg hop khong cé bing chimng
lim sang vé rdi loan chirc ning mo ghép. Tuy nhién, can theo ddi lam sang chjit ché trong
qua trinh két hop va ngay sau khi diéu tri bing khang sinh.

11. T4c dung khong mong muén cia thube:

Cic tac dung khong méng muén thudng khong gip nhat 1a tiéu chay. budn non vi non.
Cic tdc dung khéng mong mudn dugce phan loai theo tin sudt nhu sau:

Rat thudng gip (> 1/10)

Thudng gap (= 1/100 dén < 1/10)

it g3p (> 1/1000 dén < 1/100)

Hiém gap (> 1/10000 dén < 1/1000)

Rat hidm gap (< 1/10000)

Chura biét (chura thé tinh toan duoc tir dir liéu hién co)

Nhiém khudn

Thudmg gip: nhiém Candida niém mac da

Chura biét; gia tang cac chung khéng nhay cam

Mau va hé bach huyé?

Hiém giip: giam bach ciu c6 thé phuc héi, gidam tiéu ciu

Chua biét: mét hat bach cdu c6 thé phuc héi, thiéu mau tan mau, thoi gian chiy méu va thoi
gian prothrombin kéo dai

Hé mién dich

Chua biét: phit mach, sbc phin vé, phan img giéng bénh huyét thanh, viém mach qud min
Hé than kinh trung wong

ft gap: chéng mat, dau déu,

Chua biét: hiéu dong thai qua co thé phuc héi, co giat, viém mang ndo vé khudn

H¢ riéu hoa

Thuémg gip: tiéu chay, budn non, non

it gap: kho tiéu

Chua biét: viém dai trang do khang sinh, ludi moc 16ng, ring xin mau

Gan mat

it gap: tang AST va ALT

Chura biét: viém gan, vang da & mét

Da va mé dudi da

ft gap: ban da, ngira, may day

Hiém gap: hong ban da dang

Chua biét: héi chimg Stevens-Johnson, hoai tir thuong bi nhiém djc, viém da tréc vﬁy bong

nuéc, hoi chimg ngoai ban myn mu toan than cip tinh
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Thén va tiét niéu
Chura biét: viém thin k&, tinh thé ni¢u
Théng bdo cho bdc st nhitng tdic dung khong mong mudn gdp phdi khi sie dung
12. Qud litu v cdch xu tri:
Qui liéu Boostim 625 thudmg khang ¢ biéu hién. Néu xay ra qud liéu, cac trig¢u chimg dutmy
tiéu héa va rdi loan cén bing dién gidi co thé Ia bing chimg. Didu trj tri¢u ehimg két hop voi
diéu chinh can bing di¢n giai. Boostim 625 c6 thé thai trir ra khoi vong win hon hang thim
tdch méu.
13. Diic tinh dugc Iye hoe:
Co ché 1dc dung:
Amoxicillin 1a mjt penicillin ban tong hep (khang sinh nhém beta-lactam) (¢ ¢hé mit hoae
nhidu enzym (thudng duge goi 13 cae protein lién két penicillin, PBPs) trén con duimg sinh
téng hop peptidoglycan cia vi khudn, 1a mét thanh phin cdu tao ctia mang ¢ bao vi khuan.
Ut ché peptidoglycan lam suy yéu thanh té bao vi khuin, ddn dén sir ly giai ¢ bao va lam
chét vi khudn.
Amoxicillin nhay cam véi sy gidng héa cia beta-lactamse duoc sinh ra bai cic vi khuén
khang thude, va do d6, phé tic dung ciia amoxicillin khi ding don déc khong bao gdm cic vi
khuén sinh ra beta-lactamase.
Acid clavulanic 1a mgt beta-lactam ¢6 cau tric lién quan dén penicillin. N6 bét hoat mot mét
enzym beta-lactamase do dé ngiin cin sy mat hoat tinh cia amoxicillin. Acid clavulanic
khéng thé hién hoat tinh khang sinh trén 1am sang,
Co ché khdng thudc:
C6 2 co ché khang thude chinh:

- Bi mat hoat tinh bdi cac beta-lactamase cia vi khudn khong bi tc ché béi acid

clavulanic, bao gém ¢ phin lop B, C va D.

- Bién doi PBPs lam giam 4i lyc ciia khang sinh vdi dich téc dung
Thay ddi tinh thdm mang té bao hodc bom tong thude ciing c6 thé 1a nguyén nhan hoac gép
phén vao co ché khdng khang sinh, dac biét 1a & vi khudn Gram am.
Boostim 625 ¢4 phé rong trén cic loai sau:
Vi khuin Gram-duong:
Vi khuin hiéu khi: Bacillus anthracis*, Corynebacterium species, Enterococcus faecalis*
Enterococcus faecium®, Listeria monocylogenes, Sireptococcus pneumoniae, Strptococcus
pyogenes, Streptococcus viridans, Sireptococcus agalactiae, Streptococcus  species,

Staphylococcus aureus*, Coagulase negative staphylococei* (bao gom ca Staphylococcus

epidermidis.)

Vi khuan ki khi: Clostridium species, Peptococcus species, Peptostreptococcius.
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Vi khudn Gram-am:

Gram-negative

Vi khuln hiéu khi: Borderelia pertussis, Brucella specles, Esclerichia colt*, Gardenerella
vaginalls, Haemophilus influenzae®, Helicobacter pylori, Klebsiella specles®, Leglonella
spectes,  Moraxella  catarrhalis®  (Branhamella  catarrhalis),  Neisseria gonorrhocae®,
Neisseria  meningitids®,  Pasteurella multocida, Proteus mirabills*, Protens vulgraris®,
Salmonella species®, Shigella species*, Vibrio cholerae, Yersinia enterocolitlca*

Vi khuln ki khi: Bacteroides species* (bao gbm ¢ Bacteriodes Sragllis), Fusobacterium
specles™

* MOL vai lodi sinh ra f-lactamase 1am cho ching khong con nhay cam vai amoxicillin néu
diing amoxicillin don dde. Cde nhi¢m khudn gy ra voi cic lodi nhay ¢dm vai amoxicillin ¢o
thé duge ditu trj voi Boostim 625, Cic nhi¢m khudn da dgng gy ra boi ci cde lodi nhay cam
vai amoxicillin vi cée lodi sinh ra f-lactamase nhay cam vi Boostim 625 do do ¢é thé didu
tri bing Boostim 625.

14. Die tinh duwge djng hye:

Hd}) thu;

Amoxicillin va acid clavulanic déu duge tich ra hoan toan trong dung djch nuée & pH sinh
ly. Ca hai déu hp thu nhanh v (8t sau khi udng. HAp thu cia thude 6t nhét khi diing ngay
dlu bira &in. Sau khi ubng, sinh kha dyung cia amoxicillin va acid clavulanic khoang 70%.
Thong tin v& thude trong huyét wong ciia ca hai thanh phin tuong ty nhau va thii gian dé dat
ndng do 1di da trong huyét twong ctia ¢i hai thube khodng mot giér,

Nﬁng dd ciia amoxicillin va acid clavulanic trong huyét thanh khi ding dang két hop tuong tyr
nhu khi diing don dde mdi thude.

Phdn bo:

Khodng 25% acid clavulanic va 18% amoxicillin lién két voi protein huyét thanh. Thé tich
phan bd khoang 0.3-0.4 I/kg cho amoxicillin va khodng 0.2 I/kg cho acid clavulanic.

Ca amoxicillin va acid clavulanic déu qua duge hang rio nhau thai.

Chuyén héa:

Amoxicillin duge bai tiét mdt phiin qua nuéc tiéu & dang acid penicilloic khdng hoat tinh &
ndng dj khodng 10-25% lidu khoi ddu. Acid clavulanic duge chuyén héa rong rai trong co
thé ngudi va duge thai trir qua nurde tidu va ciing véi khi carbon dioxid trong khong khi tho
ra.

Thai trie:

Con dudng thai trir chit yéu cla amoxicillin 1a qua than, trong khi acid clavulanic dugc thai

trir ¢& qua thiin v khong qua thin.
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Amoxicillin/acid clavulanic ¢6 thoi gian ban thai trung binh khoang 1 gi¢r va d thanh thai
trung binh khoang 25 V/gio & ngudi khde manh. Khoing 60-70% amoxicillin va khodng 40-
65% acid clavulanic duge bai tiét dudi dang khong bién ddi qua nudc ticu (rong 6 gitr dhu sau
khi udng thudc. Cac nghién ctru khdc nhau da chi ra khoang 50-85% amoxicillin v khodng
27-60% acid clavulanic duge bai tiét qua nuéce tiéu trong khodng 24 gio. Vai acid clavulanic,
mot lugng 16n thuée duge thai trir trong vong 2 gir ddu sau khi udng thude.

Str dung dong thii voi probenecid lam chdm thai trir amoxicillin nhung khong [am chirg thai
trir qua thén cua acid clavulanic. w
Tuéi: " o
Thoi gian ban thai cia amoxicillin tuong tu & tré em tir 3 thang dén 2 tudi va & tré 16n hon va
ngudi 16n. Véi nhimg tré méi sinh trong tuan dau tién sau sinh, khodng dc lidu khéng nén
vuot qua 2 lan/ngay do than chua truong thanh dé thai trir thude. Ngudi cao udi thudmg cb
chirc ning than suy giam nén cén than trong khi lya chon liéu, va cin kiém sodt chirc nang
thén.

Gioi tinh

Gidi tinh khong anh udng 1én dén duge dong hoc clia ca amoxicillin v acid clavulanic.

Bénh nhdn suy thdan

D¢ thanh théi cua amoxicillin va acid clavulanic giam ty 1é véi dé suy giam chirc ning than.
D6 thanh thai thude giam rd rét & amoxicillin hon & acid clavulanic, vi mét ty 1é cao hon
amoxicillin dugc ddo thai qua than. Liéu & bénh nhén suy thin cin diéu chinh dé tranh su tich
tu amoxicillin nhung vén duy tr dugc ndng d6 acid clavulanic.

Bénh nhdn suy gan

Cén than trong khi sir dung & bénh nhan suy gan va can kiém tra chirc ning gan dinh ky.

15. Quy cach dong géi: Hop 2 vi x 10 vién

16. Pidu kién bio quéin, han dung, tidu chuin chit lugng cia thube:

Bio quan: & noi khé mat, nhiét d§ dudi 30°C. Tranh anh sang.

Han dung: 24 thang ké tir ngay san xuat.

Tiéu chudn chét lugng: Nha san xudt

17. Tén, dija chi co sé sin xuit thude:

MANEESH EXPORTS (EOU)

Dia chi: Plot No. D-16/7, T.T.C. Industrial Area, M.L.D.C., Navi Mumbai, Thane 400703

Maharashtra State, An 5.
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