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II. NHAN Vi:
(S8'16 SX, han ding dugc dip trén vi)

A. Mit trudc B. Mit sau

Vi tri d4t s8 16 SX vi han ding
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TO HUONG DAN SU DUNG

Ry SUMAKIN lg
Vién nén bao phim

Thudc nay chi dung theo don thude

boc k§ huwong din str dung trude khi dung

Pé xa tim tay tré em

Thanh ph?m cong thire thuoc
Thanh phan hoat chit: mdi vién nén bao phim chira:

- Amoxicillin trihydrate

twong duwong AmoxiGillin ........ccciiimmimicinni s nnsases cons s e 875 mg
- Sulbactam pivoxil
twong duong Sulbactam ...... oo e s 125 mg

Thanh phin td dwgc: Colloidal silicon dioxide, Microcrystalline cellulose, Crospovidone,
Magnesium stearate, Titanium dioxide, Hydroxypropyl methylcellulose, Talc, Polyethylene
glycol 6000, Polysorbate 80, Ethanol 96%.

Dang bao ché Vién nén bao phim.

Mo ti san phim:

Vién nén dai bao phim mau tring hodic trang nga, mot mét tron, mdt mit co chir s 1G6.

Chi dinh:

Sumakin dugc chi dinh didu trj cac trudng hop nhiém khuin do vi khuén nhay cam:

- Nhiém khudn viing miéng va duong hd hap Vlem tai giita, viém xoang, viém Amidan, viém
hong, viém thanh quan, viém khi quan, viém phdi, viém phé quan.... (ddc biét trong nhiing
trudng hop néing hay tai phat).

- Nhiém khuan 6 byng, nlnem khudn phu khoa.

- Nhiém khudn duong tiét nidu: dic biét trong céc trudng hgp viém bang quang tdi phat hoic
c6 bién chimg,.

- Nhiém khmn da va mé mém: viém mach bach huyét, viém md té bao, cdc vét thuong ho
ho#ic mét md, ap xe chan rang va miéng do ty clu vang.

Cach dung, liéu ding:

Cich ding:

- Dung dudng ubng.

Liéu ding:
- Liéu thong thuong ngudi 16n va tré em trén 12 tudi: 1 vién Sumakin Ig moi 12 gid.

- Bénh nhan suy than: Dung theo sy chi dan cua béc s§ hodc gidm lidu theo hé sd thanh thai
creatinin,
10 < Cler < 30ml/phut: 500mg mdi 12 gio.
- Cler < 10ml/phut: 500mg moi 24 gio.
. Bénh nhan thim phan mau: 500mg mdi 24 gid va thém mat lidu b sung sau khi thdm
phén.
Chong chi dinh:
Qua mén voi hoat chét, voi bat ky céc penicillin hodic vdi bat ky céc thanh phdn nao cta
thude.
- Tién st ¢6 phan mg qua man tic thi nghiém trong (vi du phan v¢) véi mdt khéng sinh beta-
lactam khdac (vi du: cephalosporin, carbapenem hoéic monobactam).
- Tién str vang da/suy gan,

Cianh béo va théin trqng khi dung thudc:
- Trude khi diéu tri v6i thude, nén tim hiéu ky v& céc phén ng qué man trude do véi cdce

penicillin, cac cephalospoun hogic thude beta-lactam khac.
- Cdac phan ung qua man_ghlem trong va doi khi gy tir vong (bao gom phan v¢ va phan ung
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co hai trén da nghi€ém trong) da duge béo cdo & nhitng bénh nhén dang diéu trj bfing
penicillin. Nhitng phan (mg nay c6 nhiéu kha niing xay ra & nhitng ngudi ¢ tién si qua man
vai pemcll]m va 0 nhitng nguoi co co dia di ang. Néu xdy ra phan (mg di Gng, ngung diéu tri
v6i thube va tién hanh lidu phap thay thé thich hop.

- Trong truong hop nhiém khuan dugc ching minh do céc vi khudn nhay cam voi amoxicillin
nén cAn nhic chuyen tir amoxicillin/sulbactam sang amoxicillin khi cé huéng dén chinh thirc.

- Co gidt c6 thé xay ra & nhiing bénh nhan suy giam chirc ning than hogc nhitng nguoi sir dung
liéu cao.

- Nén tranh str dung thudc néu nghi ngo ting bach cau don nhan nhiém khuan vi sy xuét hién
ctia phat ban dang soi lién quan dén tinh trang ndy sau khi str dung amoxicillin.

- Str dung ddng thoi allopurinol trong khi didu tri véi amoxicillin ¢ thé 1am tang phan ung di
ing trén da.

- Sir dung kéo dai doi khi co thé dan dén sy phat trién qua muc cta cic vi khudn khong nhay
cam,

- Su xudt hién st ban dé toan than lién quan dén myn mu khi bt dau didu tri ¢6 thé la mot
tri¢u chimg cia bénh myn mu ngoai ban toan than cép tinh (AGEP). Phan (mg nay cén ngung
dung thude va chéng chi dinh bét ky 1an dung amoxicillin nao tlep theo.

- Thubc duge st dyng thén trong & nhitng bénh nhan cé bang chimg suy gan.

- Céc bién cb vé gan dugce béo cdo chi yéu & nam gioi, nguoi cao tudi va co thé lién quan Q...
viéc diéu tri kéo dai. Nhing trudng hop ndy rt hiém khi drgce bio céo & tré em. Trong tat ca
cac quan thé, céc déu hi¢u va triéu chirng terorng xay ra trong hodc ngay sau khi diéu tri,
nhung trong mot sb tr uong hop co thé sau vai tuan didu tri. Ching thuong co6 thé hdi phuc.
Céc bién cb vé gan c6 thé nghiém trong va trong nhiing trudng hop cyc lnem dd ¢6 bdo cdo
tr vong. Piéu nay hau nhu ludn xay ra & nhitng bénh nhan mic bénh tiém 4n nghiém trong
hodc dang dung ddng thoi cdc thude cé kha nang anh huéng dén gan.

- Viém dai trang lién quan dén khang sinh d& dugc bdo cdo véi ghn nhu tit ca céc thude khang
sinh bao gém ca amoxicillin va c6 mirc d§ nghiém trong tir nhe dén de doa tinh mang. Do do,
didu quan trong 1a phai xem xét chén dodn ndy & nhitng bénh nhan bj tiéu chéy trong hodc sau
khi dung bat ky loai khang sinh nao. Néu bj viém dai trang lién quan dén khéng sinh, nén
nging thude ngay lap tirc, hoi y kién bac si va bat dau liéu phap diéu trj thich hgp. Thudc
chong nhu ddng rudt chong chi dinh trong truong hop nay.

- Nén danh gid dinh ky céc chirc ndng cia h¢ co quan, bao gbm chirc ning gan, thin va hé tao
mau trong thoi glan diéu tri kéo dai.

- Vige kéo dai thoi gian prothrombin hiém khi dugc bio cdo & bqenh nhan ding thue nay. C
theo di khi ké don ddng thoi véi thuoc chong déng mau. C6 thé can didu chinh lleu luong
ctia thudc chong déng mau duong uong, dé duy tri mirc do chéng déng mau mong muén.

- O bénh nhan suy than, nén diéu chinh lleu ty theo mirc dg suy thén.

- O bénh nhan giam lugng nudce tiéu, rét hiém khi thay tmh thé niéu, chi yéu 1a khi didu tri
bang duong tlem Trong tru'émg hgp dung amoxicillin liéu cao, nén duy tri llrong nudc vao va
bai tiét nude tidu ddy du dé giam kha ning xudt hién tinh thé amoxicillin niéu, O nhitng bénh
nhan cé dng thong bang quang, nén duy tri viée kiém tra tinh trang bénh ly thudng xuyén.

- Trong khi diéu trj v6i amoxicillin, nén st dyng phwong phap enzyme glucose oxidase bat ctr
khi nao dé kiém tra su hién dién ciia glucose trong nuéc tidu vi co thé xay ra két qua duong
tinh gia voi phuong phap khong dung enzyme.

Sir dung thude cho phl.l nit ¢6 thai va cho con bu:

- Phy ni¥ cé thai: céc nghién ctru trén dong vt l(hong chi ra nhitng téc ddng cé hai truc tiép
hogic gian tiép dbi voi viéc mang thai, sy phat trién phoi thai/bao thai, qué trinh sinh n¢ hoc
sy phat trién sau khi sinh. Dit liéu han ché vé viéc sir dung thude trong thoi ky mang thai &
ngudi khong co thdy sy gia ting nguy co dij tat bam sinh, Trong mo6t nghién ctru duy nhit &
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nhitng phy nit sinh non, v& b1 sém duoe béo cdo rang diéu trj dy phong bang thudc c6 thé lién
quan dén ting nguy co viém rudt hoai tir & tré so sinh. Nén tranh st dung trong khi mang thai,

trir khi ¢6 chi dinh cla béc si.

- Phu nit cho con bu: ca hai chét déu dugc bai tiét qua sita me. Do d6, tiéu chay va nhi&m ndm
& mang nhay la ¢6 thé xay ra ¢ tré bu me, do d6 c6 thé phai ngirng cho con bd. Kha ndng nhay
cam can dugc tinh dén. Thudc chi nén duge st dyng trong khi cho con bu sau khi dugc béc st
d4nh gia lpi ich/rui ro.

Anh huwdng ciia thudc Ién kha ning l4i xe, van hanh may méce:

Chua cé nghién ciru nao vé anh hudng dén kha niing lai xe va sit dung may moe. Tuy nhién,
cdc tac dung khong mong mudn co thé xdy ra (vi du: phan g di tmg, chong mt, co giat), cd
thé anh huong dén kha ning 14i xe va st dyng mdy méc.

Twong tie, twong ky ciia thude:

Twong tdc ciia th ube:
- Thudc chéng déng mau dudng uong thube chbng dong dudng ubng va khang sinh penicillin

dugc st dung rong 1di trong thyuce té ma khong ¢6 béo céo vé tuong tac. Tuy nhién, trong tai
li¢u ¢d nhitng truong hop ty 1¢ chudn héa qudc té ting 1én & nhitng bénh nhn dugc duy tri
bfmg accnocoumatol hodc warfarin va duge ké don mét dot amoxicillin. Neu c'm dung dong
thoi, nén theo doi cén than thoi glan pnothmmbm hodc ty 1é chuén hoa quoc t khi bd sung
hoac bd amoxicillin, Hon nira, c6 thé can didu chinh liéu lugng cua thube dong mau duong
ubng.

- Methotrexate: cac pcmclllm 6 thé lam glam bai tiét methotrexate gay ting djc tinh.

- l‘lobenemd khéng khuyén céo st dung dong thoi véi probenecid. Probenecid lam giam bai
thl cua amoxicillin & ong than. Str dung dong thoi probenecid co thé 1am tang va kéo dai
nong dd ctia amoxicillin trong mau.

- Mycophenolate mofetil: & nhitng ngudi bénh ding mycophenolate mofetil, giam nong, do
trude lleu cua chét chuycn hoa acid mycophenollc (MPA) khoang 50% da dugc bio cdo sau
khl bit dau uong thuéc. Sy thay ddi mac lidu co thé khong thé hién chinh x4c nhitng thay dobi
vé muc do phoi nhiém tong thé MPA. Do d6, khong can th'ly dbdi lidu cua mycophenolate
mofetil trong trudng hop khong co bi’mg chirng lam sang, vé roi loan chirc ning ghep Tuy
nhién, nén thco doi lam sang chit ché trong qua trinh phOl hop va ngay sau khi diéu tri b‘mg
khéng sinh.

Twong ky ciia thubc:

Chua c6 nghién ctru vé tu’cmg ky cta thude, khong tron 1an thude ndy véi cac thube khéc.

Téac dung khong mong mudn ciia thude:

Rét thiong gdp, ADR > 1/10:

» R&i loan tiéu hoa: tidu chay.

Thiong gdp ,1/100 <ADR < 1/10:

» Nhiém khudn va nhiém doc: nhiém nédm da Candida.

» R&i loan tiéu héa: non, budn ndn.

It gap, 1/1000 < ADR < 1/100:

» R&i loan than kinh: chéng mit, dau dau.

» ROi loan tiéu hoa: kho tidu,

» R&i loan gan mat: ting AST va/hogc ALT.

» Rdi loan da va mo dudi da: phét ban da, ngira, may day.

Hiém gdip, 1/10000 < ADR < 1/1000:

» R&i loan mau va hé thong bach huyét: giam bach cdu c6 hoi phyc (ké ca giam bach cau

trung tinh), giam tiéu cau.
» R&i loan da va mé dudi da: hong ban da dang.
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- Khéng biét tan sudt:
» Nhiém khuin va nhiém doc: phat trién qua mirc vi khuan khong nhay cam,
» R6i loan mau va hé théng bach huyét: mat bach cau hat c6 hdi phuc, thiéu mau tan mau,
kéo dai thoi gian chdy méu va thoi gian prothrombin.
R&i loan hé thémg mién dich: phi mach, sbe phan v¢, héi chiing giéng bénh huyét thanh,
viém mach qua man.
R&i loan théan kinh: tang dong co hoi phuc, co gidt, viém mang néo vo trung.
R&i loan tiéu hoa: viém dai trang lién quan dén khang sinh, lu@i 16ng den.
Ri logn gan mat: viém gan, vang da @ mét.
R&i loan da va md dudi da: hdi ching Stevens-Johnson, hoai tir thugng bi nhiém déc,
viém da troc vay, hoi chitng ngoai ban myn mu toan thin cfip tinh, hoi chirng do thube véi
tdng bach cdu ai toan va nhimng triéu ching toan than (DRESS).
> R&i loan than va hé tiét niéu: viém thén k&, tinh thé niéu.
Qua liéu va cach xiv tri:
Qui liéu: ) \
Céc triéu chirng va ddu hiéu cia qué litu:
- Céc triéu chiing r6i loan tiéu hoa va rbi loan cén béng nudc va di¢n giai.
- Két tinh amoxicillin, trong mét ) trudng hop dan dén suy thén, dd dugce bao cdo.
- Co gidl ¢o thé xdy ra & nhirng b¢nh nhan bj suy giam chirc ndng thdn hodc & nhitng nguoi
ding liéu cao.
- Amoxicillin di duoc bdo cdo 1a két tua trong 6ng théng bang quang, chi yéu sau khi tiém tinh
mach véi lidu cao. Cin duy tri kiém tra tinh trang nay thudng xuyén.
Cach xu tri: , | 1 ) .
- Céc triéu chirng tiéu hoa c6 thé duge diéu trj theo tri¢u chirng, chi y cén bang nudc va dién
giai.
- Thudc 6 thé duge loai bd khéi tudn hoan bing thidm tach mau.
Théng tin vé dugc Iy, 1am sang:

Dugc lyce hoc: '
Nhom dugc ly: két hgp céc penicillin, bao gdbm chéat (rc ché beta-lactam.,

Ma ATC: JOICRO2.
- Amoxicillin 1a aminopenicillin, bdn trong mdi trudng acid, ¢6 phd tic dung rong hon

benzylpenicillin, dic biét c6 tac dung chdng tryc khuan gram 4m. Twong ty nhwr cdc penicillin
khac, amoxicillin c6 tac dung diét khuén, do thudc gﬁn vao mot hodc nhidu protein odn
penicillin ctia vi khudn (PBP) dé trc ché sinh tong hop peptidoglycan, 1a mét thanh phdn quan
trong ctia thanh té bao vi khuan. Cudi cling vi khuén ty phén huy do cdc enzyme ty hiy clia
thanh té bao vi khuan.

- Amoxicillin ¢6 tic dyng in vitro manh hon ampicilin dbi voi Enterococcus faecalis,
Helicobacter pylori va Salmonella spp., nhung kém tac dung hon dbi voi Shigella spp.,
Enterobacter. Amoxicillin dang uéng dugc wa ding hon ampicillin dang ubng, dic biét trong
didu tri nhiém khuldn duong ho hép, do duge hdp thu hoan toan hon tir dudng tiéu hoa, ndng
do trong huyét thanh, mo va djch cao hon, tan sudt udng it hon va it xay ra tac dung phu (tiéu

Y

Y V V VY

chéy) hon.
Sulbactam 12 mot acid sulfon penicilamic, chit trc ché khong thudn nghich beta-lactamase.

Sulbactam chi c6 hoat tinh khang khuan yéu khi str dung don ddc. Sulbactam cé hoat tinh (rc
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ché 6t ca 2 loai beta-lactamase qua trung gian plasmld va nhiém séc thé.

Do sulbactam c6 4i luc cao va gén vdi mot sé beta-lactamase 1a nhitng enzym lam bét hoal

amoxicillin bang cdch thuy phén vong beta-lactam, nén phm hgp sulbactam va amoxicillin

tao ra mat tdc dung h1¢p dong diét khudn, giup mé rong phd khang khudn cua amoxicillin déi

v&i nhiéu loai vi khuin sinh beta-lactamase da khéng lai amoxicillin dung don doc.

Phé khang khuén;

- Cac ciu khudn gram duong: Streptococcus pneumoniae, Streptococcus pyogenes,
Streptococcus faeca!m (céu khudan dwong rudt), Streptococcus viridans, Sfaphy!ococcus
aureus (ké ca dong vi khudn sinh beta-lactamase), Staphylococcus epidermidis (ty céu tan
méu), Staphylococcus saprophyticus.

- Céac chu khudn gram am: :Ne_isseria gonorrhoeae, Moraxella catarrhalis, Acinetobacter spp.

- Céc trye khudn gram am: Haemophilus influenzae, E. coli, Proteus mirabilis, cdc ching
Klebsiella bao gom ca Klebsiella pneumoniae, cdc chimg Enterobacter.

- Vi khudn ky khi: Cac ching Clostrium, céc ching Peptococcus, cac  ching
Peptostreptococcus, cdc chiing Bacteroides ké ca B. fiagilis.

- Helicobacter: Helicobacter pylori.

Duge dpng hoc:
- Amoxicillin bén viing trong moi t1u0ng acid dich vi. Hap thu amoxicillin khong bi anh

hudong bagi thire @n (tuy lam giam tbc d6 hap thu nhung khong lam thay déi téng luong hép
thu), amoxicillin hz"ip thu nhanh va nhiéu hon qua duong tiéu hoa so véi ampicillin, khoang
74 - 92% liéu don sau khi uéng dugc hip thu, Khi ubng cung lidu lugng nhu ampicilin, nong
do dinh amoxicillin trong huyét tuong cao hon tir 2 - 2,5 ldn. Nong do dinh trung binh trong
huyét thanh dat duge vao khoang 1 — 2 gidr sau khi udng. Nong do thudc tdi da trong mau va
dién tich duéi dudng cong ndng do - thoi gian (AUC) ting tuyén tinh véi mic ting lidu dung.
Amoxicillin phan bd nhanh vao hu hét cac mé va dich trong co thé, trir md ndo va dich ndo
tdy, nhung khi mang ndo bj viém thi amoxicillin lai khuéch tan vao dé dang. Thuée di qua
hang rao nhau thai va lugng nhd phén bé trong stra me. Khoang 17 - 20% lugng thude duogc
gin két vai protein cua huyét tuong. Amoxicillin dugce chuyén héa mat phan thanh acid
peniciloic khong ¢ hoat tinh chéng vi khudn. Khoang 43 — 80% lidu ubng amoxicillin thai
trr nguyén dang ra nuge tidu trong vong 6 — 8 giv, 5 — 10% lidu udng phén bd vio trong mat.

- Khi ding sulbactam ngoai dudng tiéu héa cho thdy sinh kha dyng cua thudc gan nhu 100%,
tuy nhién néu dung theo dudng udng su hap thu cua duong tiéu héa la khong hoan toan, pé
cai thién kha nang hép thu, mot vai tién chdt da duoc tdng hop, trong s& d6 sulbactam pivoxil
c6 kha ning hip thu t6t nhit. Dugc ddng hoc cua sulbactam twong ty véi amoxicilin va khi
chiing dung ddng thoi ngudi ta xac dinh ring khong c6 twong tac vé dong lyuc giita cac thuée.
Nong dd dinh trong huyét thanh cua sulbactam ciing dat duge ciing thoi diém nhu amoxicilin

va nhfmg gia tli nong do dinh cling phu thude vao lidu dung. Ty 1& gén két voi protein trong

huyét tuong xép xi 40%. Thude chii yéu duge bai tiét vao trong nude tidu dudi dang khong
thay dbi (75 — 85%). Thoi gian ban huy cta thube trong huyet thdnh xap xi 1 gio, ddi vai
nhitng bénh nhin suy than ning, bai tiét cua thude s& chdm xudng. Thude ciing qua duge
hang rao nhau thai va dugc bai tiét vao sita me.

Quy cach déng goi:

- Hop 2 vi x 7 vién nén bao phim.

Diéu kién bio quin, han dung:
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Bao quan noi kho rdo, tranh anh sang, ’nhiét do khong qua 3Q°C. ’
Han dung: 24 thang ké tir ngdy san xuat. Khong str dung thude het han dung.

Tiéu chufin chit lwgng ciia thude: TCCS.
Tén, dia chi co' s¢ san xudt thude:

CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR
$6 297/5 Ly Thudng Kiét, Phudmg 15, Quan 11, Tp. HS Chi Minh.
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