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R« Thudc ké don
HUONG DAN SU DUNG THUOC
BOOSTIM 1000

o Thudc ndy chi ding theo don thudc.
o Doc kj hudng dan sir dung trirée khi dimg. Néu edn thém théng tin, xin hoi ¥ kién bdc sT

hodc diroc s¥.
o Théng bdo cho béc 57 nhitng tdc dung khéng mong mudn gép phai khi sir dung thuéc.

o Dé thudc xa idm lay iré em.

Khéng dimg thude qud han in trén bao bi.
. Tén thudc: BOOSTIM 1000
. Thanh phén céng thire thude:

b

M3i vién nén bao phim chira:

Hoat chii:

Amoxicillin trihydrat USP tuong duong amoxicillin khan 8§75 mg

Kali clavulanat pha loéng BP tuong duong acid clavulanic 125 mg

Td diroc:

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

* Dung mdi bay hoi trong qué trinh san xuét

3. Dang bao ché: vién nén bao phim

4. Chi dinh:

Dé giam sy phét trién cua vi khudn khang thube va duy tri hidu qua cia BOOSTIM 1000
(amoxicillin/kali clavulanat) va céc loai thudc khéng sinh khic, chi nén sir dung BOOSTIM
1000 dé diéu tri cac bénh nhifm khudn dugc chimg minh hoZc nghi ng&r 1 do vi khun nhay
cam gdy ra. Khi c6 théng tin nuéi cdy va tinh nhay cam, cin xem xét trong viée lra chon hosic
sira dbi liéu phap khdng sinh. Trong truong hop khéng c6 dit liéu nhur trén, dich t€ hoc va mé
hinh nhay cam tai dia phuong c6 thé gép phén vao viée lua chon didu tri theo kinh nghiém.
BOOSTIM 1000 la su két hop ciia khang sinh nhém penicillin va chit e ché beta-lactamase
dugc chi dinh trong diéu tri nhidm khuén do cdc ching vi khudn nhay cam trong céc trudmg
hop duéi day*:

- Nhiém khuin dwong hé hip duéi: giy ra boi cdc ching vi khudn sinh beta-lactamase
Haemophilus influenzae va Moraxella catarrhalis

- Viém tai gira do vi khuin: giy ra boi cic ching vi khuin sinh beta-lactamase F

influenzae va M. catarrhalis.
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- Viém xoang: gdy ra bdi cic chimg vi khudn sinh beta-lactamase H.
influenzae va M. catarrhalis.

- Nhiém khufn da va cdu tric da: gy ra boi cac ching vi khudn sinh beta-lactamase
Staphylococcus aureus, Escherichia coli, va cac loai Klebsiella

- Nhiém khuin tiét mi€u: gdy ra bdi cac ching vi khun sinh beta-lactamase E. coli,
cdc loai Klebsiella va cac loai Enterobacter.

Gi6i han sir dung: Khong nén st dung v6i cdc nhiém khuén gy ra bai cc vi khudn nhay cam
voi amoxicillin ma khéng sinh ra beta-lactamase.

5. Cach ding, liu dung:

Co thé ding thudc khéng ciing thirc &n, tuy nhién, hip thu ciia kali clavulanat ting 1én khi diing
thudc ngay trudc bira an. Dé giam kich img dudng tiéu hoéa, nén sir dung thude ngay trudce bira
an.

Ngudi Ion:

Liéu théng thudong cho ngudi 16n 1a mdt vién chia 500mg amoxicillin méi 12 gi¢ hoic mét
vién chira 250mg amoxicillin mdi 8 gid. V&i nhitng nhiém khuén niing hosic nhiém khuén
dudng hd hép, cé thé diing mdt vién chira 850mg amoxicillin mbi 12 gid hodc mot vién chira
500mg amoxicillin m&i 8 gid. Ngudi 16n gip khé khan trong viéc nhai nuét 6 thé sir dung hén
dich 125mg/5ml hoic 250mg/5ml thay thé cho vién chira 500mg amoxicillin. Hn dich
200mg/5ml hodic 400mg/5ml c6 thé thay thé vién chia 850mg amoxicillin.

Hai vién chira 250mg amoxicillin khéng nén thay thé cho mét vién chira 500mg amoxicillin,
vi ¢ hai ham lugng nay d&u chira ding mét lugng acid clavulanat (dudi dang mudi kali), do
dé, 2 vién chira 250mg amoxicillin khong twong duong véi mét vién chira 500mg amoxicillin.
Vién nén chira 250mg amoxicillin va vién nhai chira 250mg amoxicillin khéng nén thay thé
cho nhau. Hai vién nay chita ham lugng acid clavulanat khdc nhau.

Tré em:

BOOSTIM 1000 khéng phii hop dimg cho tré em.

Bénh nhin suy thin:

Bénh nhén suy giam chiic ning nhin khong cin gidm liéu trir trudng hop suy than ning. Bénh
nhén suy thin véi te d6 loc ciu thin < 30ml/phit khéng nén sir dung thudc ¢ him luong
875mg amoxicillin. Bénh nhén c6 tdc d6 loc cu than tir 10-30 ml/phiit nén diing lidu 500mg
hodc 250mg mdi 12 gid, phu thude vao mirc d6 nhiém khuan. Bénh nhén 6 toc d6 loc cu than
it hon 10ml/phit, nén ding liéu 500mg hoic 250mg mdi 24 gid, phy thudc vao mirc 3 nhiém
khudn.

Bénh nhan tham tach mau nén ding Jidu 500mg hoiic 250mg mbi 24 gid, phu thudc vio mic
d¢ nhiém khuan. Khong nén dimng thém 1iéu trong va khi két thiic thdm tich mau.

6. Chong chi dinh:
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Phdn tng qud mdn ning: Chéng chi dinh & bénh nhén c6 tidn sir mAn cam (chéng han: séc
phan ve, hoi chimg Stevens-Johnson) véi amoxicillin, clavulanat hodic cc khang sinh beta-
lactam khac (ching han: penicillin va khéng sinh cephalosporin)
Réi logn chirng ndng gan/ving da i mit: Chong chi dinh & bénh nhén c6 tidn sir réi loan
chimg ning gan/vang da ir mét lién quan dén thude.
7. Canh bdo va thin trong khi ding thude:
Phin teng qud miin
Phén {mg qua mén néng va c6 kha néng giy tir vong (sb¢ phan vé) dugc ghi nhin & bénh nhan
sir dung céc khéng sinh beta-lactam, bao gbém c& BOOSTIM 1000. Céc phan tmg nay thudng
gép & bénh nhén c6 tién sir mé&n cam véi penicillin va/hodc min cam véi nhidu tac nhén dj img.
Trudc khi dung thuée, cén tim hiéu tién sir man cam v&i cic khang sinh penicillin, khang sinh
cephalosporin hogc céc tic nhan di tmg khdc. Néu phan (g di ting xay ra, khdng nén tiép tuc
dimg thubc va tim bién phap thay thé phis hop.
Roi loan chirc ning gan
R&i loan chire ning gan, bao gbm viém gan v vang da it m4t lién quan dén sir dung BOOSTIM
1000. Dge tinh trén gan thudmg hoi phuc, tuy nhién, ciing ghi nhén trrdng hop tir vong. Chiic
niing gan can duoc kiém soat dinh ki & bénh nhén tén tuong gan.
Tiéu chdy lién quan dén Clostridium difficile (CDAD)
Tiéu chay lién quan dén Clostridium difficile (CDAD) da duoc bao cao khi st dung gin nhu
tat ca cac khang sinh, bao gbm BOOSTIM 1000, va ¢6 thé & mirc 85 nghiém trong tir ti€u chay
nhe dén viém dai trang gay tir vong. Diéu tri bing khdng sinh 1am thay di hé vi khudn binh
thudng cia dai traing din dén su phat trién qua mitc cia C. difficile.
C. difficile sinh ra doc th A va B gép phan vio su pht trién cua CDAD. Cac chung C. difficile
sén xudt Hypertoxin giy ing ty 1& mic bénh va tir vong, vi cAc bénh nhidm khudn nay cé thé
kho diéu tri véi khdng sinh va ¢6 thé phai phu thuat cét bo dai trang. CDAD phai duge xem
xét & tht ca cdc bénh nhan bi tidu chay sau khi sir dung khéng sinh. Cén theo d5i bénh nhan cin
théan vi CDAD d4 dugc béo cdo xay ra hon 2 thang sau khi sir dung cac khang sinh.
Néu nghi ngd hogic xac nhan CDAD, viée sit dung khéng sinh tiép tuc khong chéng lai C.
difficile c6 thé can phai ngimg. B& sung dich va chét dién giai thich hop, bé sung protein, didu
tri khang khuén C. difficile va dénh gia phiu thut nén dwgc thuc hién trén 14m sing.
Ban dd trén da ¢ bénh nhin mic bénh bach ciu don nhin
Mét ty 1& cao bénh nhén mic bénh bach ciu don nhén nhén amoxicillin phét trién ban do da.
Vi vdy, BOOSTIM 1000 khéng nén diing cho bénh nhan méc bénh bach cdu don nhén.
Vi sinh viit phdt trién qud mirc
Kha ning bgi nhi€m véi ndm hosic vi khuén nén dugc xem xét trong qué trinh sir dung thude.

Néu bdi nhifm xay ra, nén ngimg sir dung amoxicillin /clavulanat va didu tri thich hop.
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Phit trién vi khuin khing thudc
Viéc ké don BOOSTIM 1000 trong trudmg hop khéng bi nhiém vi khuin ho#c khéng c6 bang
chimg nhiém vi khuan khéng mang lai lgi ich cho bénh nhan va lam ting nguy co phét trién
vi khuén khang thudc.
8. Sir dung thudc cho phu nir ¢6 thai va cho con bi:
Sir dung thude cho phu nir ¢6 thai:
Téc dung gdy quéi thai: Céc nghién citu trén sinh san dugc thuc hién trén chudt mang thai sir
dung thudc (cong thie ty 16 2:1 cia amoxicillin:clavulanat) véi lidu ubng 1én t&i 1200
mg/kg/ngdy cho thiy khong c6 bang chitg nao gy hai cho thai nhi do thubc.
Liéu amosxicillin & chut (dya trén dién tich bé mit co thé) gép khodng 4 va 2 l4n liéu khuyén
céo tbi da & ngudi truéng thanh (875 mg mbi 12 gid). Déi véi clavulanat, cic lidu nay gdp
khoang 9 va 4 Ian liéu khuyén cdo 16i da & ngudi trung thanh (125 mg m3i 8 gid). Tuy nhién,
khéng c6 nghién ciru day dii va duge kiém soat tt & phu nit mang thai. B&i vi céc nghién citru
trén sinh san & ddng vt khong phai tic ndo ciing ¢6 thé dur dodn dap {mg ciia con ngudi, thube
nay chi nén duge sir dung trong khi mang thai néu thue su cin thiét.
Sir dgng thuée cho phu nir cho con ba:
Amoxicillin ¢ dugc chimg minh 14 bai tiét qua stta me. Vi€c sir dung amoxicillin /kali
clavulanat & phu nif cho con bii ¢6 thé dan dén sy nhay cim ctia tré so sinh. Cin thin trong khi
dung amoxicillin /kali clavulanat cho phu nif cho con bu.
9. Anh huéng ciia thudc 12n kha ning lii xe, vin hanh mdy mée:
Thudc ¢4 thé gay ra cic téc dung khéng mong muén trén than kinh trung uwong nhu chong miit,
mét ngu.. nén cin thin trong khi sit dung thudc khi 141 xe va vén hanh may moc.
10. Twong tic, twong ky ciia thube:
Probenecid
Probenecid 1am giam bai tiét & &ng thén cia amoxicillin nhung khong Jam chdm thai trir & than
cuia acid clavulanic. Sir dung dong thdi véi BOOSTIM 1000 c6 thé din &én ndng d6 amoxicillin
trong mau ting va kéo dai. Khéng khuyén cédo sir dung déng thai véi probenecid.
Thude chéng déng mau dwing udng
Su kéo dai bét thuong clia thdi gian prothrombin (ting ty 1& binh thudmg héa quéc té [INR]) da
diroe bdo cdo & nhitng bénh nhan dimg amoxicillin va thudc chéng déng dudng udng. Cin theo
ddi khi thudc chéng d6ng mau dugc ké don ddng thdi voi BOOSTIM 1000. Diéu chinh liéu
thudc chéng déng dudmg udng co thé can thiét dé duy tri mirc do chdng déng méu mong mudn.
Allopurinel
Viéc sir dung ddng théi allopurinol va amoxicillin lam tang t¥ 18 phét ban & bénh nhéan ding ca
hai loai thudc so v&i bénh nhdn chi dimng amoxicillin. Chira biét liéu su phét ban ciia amoxicillin

nay la do allopurinol hay do ting acid uric méu ¢ nhiing bénh nhén nay.
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Thubc trinh thai dudng uc"mg
BOOSTIM 1000 c6 thé anh hudng dén hé sinh vit duong rudt, din dén tai hip thu estrogen
thép hon va giam hiéu qua ciia cic bién phép tranh thai két hop estrogen/progesteron.
Anh huéng dén xét nghiém
Nbng dd amoxicillin trong nue tidu cao ¢ thé din dén phan tng duong tinh gia khi xét nghiém
glucose trong nuée tiéu béng céch sir dung CLINITEST®, dung dich Benedict. hogic dung dich
Fehling. Vi tdc dung nay ciing c6 thé xay ra véi BOOSTIM 1000, nén sir dung cédc xét nghiém
glucose dya trén cdc phan img enzym glucose oxyase.
Sau khi diing amoxicillin cho phy nir ¢6 thai, su giam ndng dd trong huyét nrong cia téng
estriol lién hop, estriol-glucuronid, estron lién hgp va estradiol d dugc ghi nhan.
11. Téc dung khéng mong mudn cia thude:
Céc tac dung khong mong muén sau day da duoc xéc dinh trong qua trinh sir dung thubc sau
khi dua ra thj trudng. B&i vi chiing duge bao cdo tir nguyén tir mét qufﬁn thé co kich thude
khéng xdc dinh, udc tinh tan sudt khéng thé duoc thuc hién.
H¢ tiéu héa: Kho tiéu, viém da day, viém miéng, viém ludi, nim candida & niém mac, viém
rut, va viém dai trang xudt huyét / gid mac. Khéi phét triéu chimg viém dai trang gid mac c6
thé xay ra trong hoc sau khi didu tri bing khang sinh.
Phan itng qud man: Ngita, phit mach, phan tmg giéng bénh huyét thanh (ndi m& day hosic ndi
mén da kém theo viém khép, viém khp, dau co va thudng xuyén sét), héng ban da dang, hoi
chimg Stevens-Johnson, hgi chitng ngoai ban mun mii toan than cAp tinh, viém mach qué mén,
va céc truong hop viém da tréc vay (bao gdm ca hoai tir da nhidm d6c) d4 duoc béo cdo.
Gan: Réi loan chirc nang gan, bao gbm vigm gan va ving da & mét, ting transaminase huyét
thanh (AST va/hodc ALT), bilirubin huyét thanh, va/hodc phosphatase kiém, d4 dugc bdo cdo
v&i BOOSTIM 1000. Céc tac dung trén phd bién hon & ngudi gid, nam gigi hodc bénh nhan
didu tri kéo dai. Cac bang chimg mé hoc vé sinh thiét gan bao gdm chu yéu Ia thay d6i & mét,
té bao gan hoiic két hop & mét-té bao gan. Sy khéi ddu cia céc déu hiéu/tridu chimg cia rdi
loan chirc ning gan c6 thé xay ra trong hoic vai tudn sau khi ngimg didu tri. RSi loan chirc
ndng gan, ¢6 thé nghiém trong, thudng 14 hdi phuc. Tuy nhién, d& ghi nhén trudmg hop tir vong.
Thdn: viém than k&, huyét niéu va tinh thé niéu d4 duoc béo céo.
HE thong mdu va back huyét: Thidu mau, bao gbm thidu mau tan huyét, giam tidu cau, xudt
huyét giam tiéu cdu, ting bach clu 4i toan, giam bach ciu va mit bach ciu hat i duoe bdo
céo. Nhiing phan (mg niy thudng c6 thé dao nguoc khi ngimg didu tri va duoc cho 1a hién
tuong qua man. Tang tiéu cdu dugc ghi nhin & dudi 1% sb bénh nhén duge didu tri véi
BOOSTIM 1000. P& ¢6 béo céo vé thai gian prothrombin ting 1én & nhitmg bénh nhan sir dung
BOOSTIM 1000 va diéu tri chdng dong mau ddng thoi.
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HE¢ thong than kinh frung wong: Kich dong, lo ling, thay dbi hanh vi, nhim I&n, co giét, chéng
mat, mat ngi va tang déng c6 thé phuc hdi d3 duoc bao céo.

Khdc: Sy d6i mau riing (nhudm mau ndu, vang hoiic xam) dd dugc bio cdo. Hau hét cdc bio
c&0 xay ra & bénh nhan nhi. Sy d6i mau da duge giam hoc loai bé bing cach ddnh ring holc
lam sach réng trong hu hét céc trudng hop.

Thong bdo cho bdc si nhitng tdc dung khéng mong mudn gip phdi khi sir dung

12. Qui lidu va cach xir tri:

Trong trudng hop qué lidu, ngimg thude, diu tri tridu ching va didu tri hd tro theo yéu cau.
Mot nghién ciru tién ciu 51 bénh nhan nhi tai mt trung t4m kiém soét chéng doc cho ring
ding qud li€u dusi 250 mg/kg amoxicillin khong lién quan dén céc tricu ching ldm sang quan
trong.

Viém than k& dan dén suy thin giam niéu da dugc béo cdo & nhimg bénh nhan sau khi ding
qué liéu véi amoxicillin/kali clavulanat.

Tinh thé niéu, trong mét sb trirdmg hop dén dén suy thén, ciling 43 dugc bdo céo sau khi diing
qué lidu amoxicillin/kali clavulanat & bénh nhén ngudi 16n va tré em. Trong trudng hop qud
liéu, nén duy tri hrong nuéc va loi tiéu ddy da dé giam nguy co tinh thé nidu amoxicillin/kali
clavulanat.

Suy thén duémg nhir cé thé hdi phuc khi ngimg sir dung thude. Néng do trong méau cao c6 thé
xay ra dé dang hon & nhimg bénh nhn bj suy giam chirc ning thin do giam d6 thanh thai cua
amoxicillin/ kali clavulanat. Amoxicillin/kali clavulanat c6 thé dugc loai bé b?mg tham tach
mau.

13. Péc tinh dwge lwe hoe:

Nhém duge Iy: Két hop khang sinh penicillin va chét tc ché beta-lactamase.

Mi ATC: JOICRO02

Co ché tée dung:

Amoxicillin 14 mot penicillin ban tong hop (khang sinh nhém beta-lactam) trc ché mot hoiic
nhiéu enzym (thudng duoc goi 14 cac protein lign két penicillin, PBPs) trén con dudmg sinh
tong hop peptidoglycan ciia vi khudn, 12 mot thanh phin céu tao ciia mang té bao vi khuin. Uc
ché peptidoglycan lam suy yéu thanh té bao vi khudn, din dén sur ly giai té bao va 1am chét vi
khuén.

Amoxicillin nhay cam véi sy giang héa cia beta-lactamse duoc sinh ra béi céc vi khudn khang
thudc, va do d6, phd tac dung ciia amoxicillin khi dimg don déc khong bao gdm cac vi khuin
sinh ra beta-lactamase.

Acid clavulanic 13 mét beta-lactam ¢6 cdu triic lién quan dén penicillin. N6 bat hoat mot mét
enzym beta-lactamase do d6 ng#n cén sy mét hoat tinh ciia amoxicillin. Acid clavulanic khén g

thé hién hoat tinh khéang sinh trén 14m sang.
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Co ché khéng thudc:
C6 2 co ché khang thude chinh:

- Bi mét hoat tinh béi céc beta-lactamase ciia vi khudn khéng bi e ché bdi acid

clavulanic, bao gdm ca phén 16p B, C va D.

- Bién d6i PBPs lam gidm i luc cia khang sinh véi dich téc dung
Thay dbi tinh thim mang t bao hoic bom téng thuc ciing c6 thé 1a nguyén nhan heic gop
phén vao co ché khang khang sinh, dic biét 14 & vi khun Gram 4m.
Boostim 1000 c6 phd réng trén cdc loai sau:
Vi khudn Gram-duong:
Vi khuin hiéu khi: Bacillus anthracis*, Corynebacterium species, Enterococcus faecalis®,
Enterococcus faecium®, Listeria monocytogenes, Streptococcus pneumoniae, Strptococcus
pyogenes, Streptococcus viridans, Streptococcus agalactiae, Streptococciis  species,
Staphylococcus aureus*, Coagulase negative staphylococci® (bao gbm ca Staphylococcus
epidermidis.)
Vi khuén ki khi: Clostridium species, Peptococcus species, Peptostreptococcts.
Vi khudn Gram-am:
Vi khuén hiéu khi: Bordetella pertussis, Brucella species, Escherichia coli*, Gardenerella
vaginalis, Haemophilus influenzae®, Helicobacter pylori, Klebsiella species* Legionella
species, Moraxella catarrhalis* (Branhamella catarrhalis), Neisseria gonorrhoeae?,
Neisseria meningitids*, Pasteurella multocida, Proteus mirabilis*, Proteus vulgaris®,
Salmonella species*®, Shigella species®, Vibrio cholerae, Yersinia enterocolitica®.
Vi khuan ki khi: Bacteroides species* (bao gdm ca Bacteriodes fragilis), Fusobacterium
species™
* Mgt vai loai sinh ra p-lactamase lam cho chimg khong con nhay cam véi amoxicillin néu
diing amoxicillin don d6c. Cc nhifm khuin gy ra véi cdc loai nhay cam véi amoxicillin c6
thé dugc didu tri v6i Boostim 1000. Cac nhiém khuén da dang géy ra béi ca c4c loi nhay cam
vGi amoxicillin va cic loai sinh ra B-lactamase nhay cam véi Boostim 1000 do d6 c6 thé diéu
tri bang Boostim 1000.
14. Pac tinh dwge dong hoe:
Hap thu:
Amoxicillin va acid clavulanic déu duge tdch ra hoan toan trong dung dich nude & pH sinh 1y.
Ca hai déu hép thu nhanh va 5t sau khi uéng. Hép thu ciia thudc t5t nhét khi ding ngay diu
bira an. Sau khi uéng, sinh kha dung ciia amoxicillin v& acid clavulanic khoang 70%. Thing
tin v& thubc trong huyét twong cila ca hai thanh phén twong tir nhau va thoi gian dé dat ndng

d6 tdi da trong huyét twong ciia ca hai thubc khoang mot gio.
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16. Pidu kién bio quan, han diing, tiéu chuin chit lwrgng ciia thude:
Bao quan: & noi khé mat, nhiét 6 dudi 30°C. Tranh 4nh séng.
Han dung: 24 thang ké tir ngay san xuét.
Tiéu chudn chét luong: Nha sin xuit
17. Tén, dia chi co s& sin xuét thude:
MANEESH EXPORTS (EOU)
Dia chi: Plot No. D-16/7, T.T.C. Industrial Area, M.ID.C,, Navi Mumbai, Thane 400703
Maharashtra State, An 5.
18. Tén, dia chi co' s& ding ky thube:
OMNICALS PHARMA PRIVATE LIMITED
Dia chi: Flat-C-210, Plot 63 To 65&73 to 75, Sect-44A Nerul, Navi Mumbai Thane,
Maharashtra, An Dg, 400706




