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Zinmax-pomesco® 250 mg

© Thudcnay chidung theo don thudc.

o Docky hudng dan sirdung trugckhi dung.

o Déxatamtaytréem.

o T& huéng dan sif dung néu tém tit cac thong tin quan trong ctia thudc. Néu can
thémthoéng tin, xin héiy kié€n bac sy hoac dugcsy.

THANHPHAN CONG THUCTHUGC: M&i vién nén bao phim chfa:

Thanh phan dugc chat: Cefuroxim (duéi dang Cefuroxim axetil) .........cccoweerrene. 250 Mg
Thanh phin ta duogc: Microcrystallin cellulose PH101, Starch 1500, Natri croscarmellose,
Natri lauryl sulfat, Colloidal silicon dioxid A200, Lubritab, Hydroxypropyl methylcellulose
15¢P, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxid.
DANG BAO CHE: Vién nén bao phim.

Mé ta dac diém bén ngoai ctia thudc: Vién nén bao phim, hinh chit nhat thuén, mau
trdng, hai mit16i, mot mat vién cé khic chir DMC va mot mat vién c6 khéc s6 250, nhan
thudc bén trong mautrdng nga, canh vathanh vién lanh lan.

CHIiDINH:

-Diéutrinhiém khuan thé nhe dén vira § dudng hé hap do vikhudn nhay cdm gay ra:

+ Viém tai gilfa (do S. pneumoniae, H. influenzae, M. catarrhalis ké ca chiing sinh beta-
lactamase hay do S. pyogenes).

+Viém xoang cdp tinh do vikhuan.

+Viémamidan (do S.pneumoniae, H. influenzae).

+Viém hong cdptinh (do S. pyogenes, lién cau beta tan mau nhom A).

+Dgt cdp clia viém phé quan man tinh hodc viém phé quén cap tinh ¢ bdi nhiém (do
S.pneumoniae, H. influenzae).

+Viém phéi mic phaitai cong déng.

Tuy nhién, cefuroxim chi la thudc lya chon thay thé dé diéu tri nhimg nhiém khuan nay,
khi ma amoxicillin hay amoxicillin két hgp véi acid clavulanic khong cé hiéu qua hoac
c6chéng chidinh.

- Diéu tri nhiém khusn da va cdu tric da khéng bién chiing do cac ching nhay cdm
Staphylococcus aureus (bao gém céc chiing sinh beta-lactamase) hodc Streptococcus
pyogenes gay ra.

-Diéu tri nhiém khudn dudng tiét niéu khdng bién chiing do cac chiing nhay cdm E. coli
hoacKlebsiellapneumoniae gayra.

- Cefuroxim axetil cing dugc dung dé diéu tri bénh lau khéng cé bién chiing va diéu tri
bénh Lyme thai ky dau biéu hién bang triéu chiing ban dé loang do Borrelia burgdorferi.
LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc diing liéulugng trong don thuéc.

vién thuécnén dung dang hén dich uéng.
*Bénhnhansuythan:

Do thanh thai creatinin (ml/phut) Liéu dung khuyén céo

>30 Khéng diéu chinhliéu.

10dén<30 Mét liéu binh thudng cho méi 24 gio.

<10 (khéng thdm phan mau) Mot liéu binh thuong cho méi 48 gid.

Trong qud trinh thdm phan mau Mét liéu binh thudng duy nhat nén dung

vao cudidgt thdm phan.

Thei gian
Nhiém khuan Liéu dung diéu tri
(Ngay)
*Ngudilon vatréem trén 13 tudi
Viém xoang cap tinh (thé nhe dén trung binh) 250mg moi 12 gid 10
Viém hong cdp tinh/viém amidan (thé nhe dén|250 mgmai12gid 10

trung binh)

Dot cap do vi khuén clia viém phé quan man tinh (250 hodc 500 mg 10 (a)

(thé nhe déntrung binh) méi12gi6
Viém phé quéan cap tinh c6 bdinhiém 250 hodc 500 mg 5-10
méi12gid
Viém phéi mic phai tai cong déng cho bénh nhan[500 mg méi 12 gi¢s 10-14
ngoaitru (b)
Nhiém khuén dava cau tricdakhéngbién chiing |250 hodc 500 mg 10
moi 12 gid
Nhiém khudn dudng tiét niéu khéngbiénching | 250 mgméi 12 gis 7-10
Bénh laukhéng bién chiing 1.000mg Liéu duy nhat
Bénh Lyme thaiky dau 500 mg mdi 12 gi& 20

* Tré em nhé hon 13 tudi va ¢6 can nang = 25 kg (tré c6 thé nuét nguyén vién
thuéc) (o)

Viém tai giltacdp tinh 250mgmaéi 12 gid 10

Viémxoang cap tinh 250mg moi 12 gis 10

Luuy:

(a). Suan toan va hiéu qua ctia cefuroxim axetil dung it hon 10 ngay & bénh nhan trong
dagtcap do vikhuan ctia viém phé quan man tinh chua dugc thiét lap.

(b).Khi diéu tri viém phdi méc phai tai cong déng theo kinh nghiém chua cé két qua ctia
khang sinh d6, cefuroxim phai dugc dung phéi hgp véi cac khang sinh khac.

(c). Khinghién, vién thuéc cé vi déng dai va manh. Vi vay, bénh nhan khong thé nuét ca

*Bénhnhansuygan:

Khong co ditliéu c6 san cho bénh nhan suy gan. Vi cefuroxim dugc dao thai chtyéu qua
than, do d6 dugc déng hoc cuia cefuroxim cé thé sé khéng bi anh hudng & bénh nhan
réiloan chiicnang gan.

Cachdung:

-Dung udng, nén dung thudc trong biia an dé tang sinh kha dung.

-Trudng hop quén udng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai gian gan
vdi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu ti€p theo vao thai
gianthudng 1&.Khéng dung liéu gdp ddi dé bu vao liéu da quén.

-Trudng hgp udng qué nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa Héi suic -
Cépcluctiabénhvién gannhat.

CHONG CHIPINH:

- Bénh nhén cé tién st dj ting vé6i khang sinh nhém cephalosporin va cac thanh phan
khac ctiathude.

-Bénh nhén cétién strdi ing nang vdi bét ky beta-lactam nao.

CANH BAOVATHANTRONG KHIDUNGTHUOC:

-Trudc khi bat dau diéu tri bang cefuroxim, phai diéu tra ky vé tién st di ting cGia bénh
nhan vdi cephalosporin, penicillin hodc thuéckhac.

- Phdn Ung qua man vdi biéu hién da dang: Sét, nglia, dd da, may day, hoi ching
Stevens- Johnson, héng ban da dang, héi chiing hoai tir biéu bi nhiém doc, phan tng
giéng bénh huyét thanh, phu mach va tham chi phan ting phan vé cé thé xay ra khi st
dung cefuroxim axetil (ty [& < 1 %). Do c6 phan ting qua méan chéo (bao gém phan ting
s6c phan vé) xay ra gilta cac bénh nhan di tiing véi céc khang sinh nhom beta-lactam,
nén cin can nhic va chudn bj sén sang moi phuong tién dé diéu tri s6c phan vé
(adrenalin, corticosteroid tiém, duy tri thdng khi hé trg va liéu phap oxy) khi dung
cefuroxim cho bénh nhan trudc day da bi di iing véi penicillin.

- M3c du cefuroxim hiém khi gay bién d6i chiic ndng than, van nén kiém tra than khi
diéu tri bang cefuroxim, nhat la & bénh nhan bénh nang dang dung liéu khang sinh t&i
da. Nén than trong khi cho bénh nhan dung déng thdi véi cac thuéc lgi tiéu manh, vicé
thé c6 tac dung bat Igi dén chiic ndng than. Da ghi nhan tdng nhiém doc than khi dung
déng thdi cackhang sinh aminoglycosid va cephalosporin.

- Dung cefuroxim dai ngay c6 thé lam céc ching vi khudn khéng nhay cdm phat trién
qud muc. Can theo déi bénh nhan can than. Néu bj boi nhiém nghiém trong trong khi
diéu tri, phaingung strdung thuéc. Da cé béo céo viém dai trang gid mac do Clostridium
difficile xay ra khi s&t dung cac khang sinh phé réng, vi vay can quan tam chan doan
bénh nay va diéu tri bang metronidazol cho bénh nhan bj tiéu chdy nang do dung
khéng sinh.Nén hét stic than trong khi ké don khang sinh phé réng cho nhiing ngudi c6
bénh duongtiéuhoa, dacbiétlaviém daitrang.

- Mét s6 khang sinh cephalosporin (trong d6 cé cefuroxim) cé kha nang gay dong kinh,
dac biét trén bénh nhan c6 chiic nang than suy gidam ma khéng dugc hiéu chinh gidm
liéu khang sinh. Trong qua trinh diéu tri néu xuat hién co giat nén ngung thudc va st
dung cac thudc diéu tri dong kinh thich hgp. D6 an toan va hiéu qua cla cefuroxim
axetil trén d6i tugng bénh nhinhdé hon 3 thang tudi chua dugc thiét lap.
Sttdung thudc cho phu nitcé thaivacho conbu:

-Thai ky mang thai: St dung cefuroxim dé diéu tri viém than - bé than & phu nii cé thai
khéng thay xuat hién cac tac dung khéng mong mudn & tré so sinh sau khi tiép xdc véi
thudc tai tr cung ngudi me. Cephalosporin thudng dugc xem la an toan st dung trong
thai ky mang thai. Tuy nhién, chua c6 nghién ctiu cé ki€ém soat nao danh gia day du do
an toan cdia thudc trén phu nit ¢6 thai, nén chi dung thudc nay cho phu ntr c6 thai khi
thatcanthiét.

-The&i ky cho con bu: Cefuroxim bai tiét trong sita me & n6ng do thap. Nguy ca gay tac
dung khéng mong muén (trén hé vikhuén chi ddudng tiéu héa, tac dong truc tiép, kha
nang lam anh hudng dén két qua nuéi cdy vi khuan khi c6 sét) trén tré bi me con chua
dugc danh gia ddy d0, kha nang tich |y khang sinh & tré 1a c6 thé xay ra. Vi vay, chi s
dung thudc cho phu nit dang cho con bu sau khi can nhéc ky nguy co va lgi ich, déng
thai phéi theo doi sat tré trong qua trinh diéu tribdng khang sinh chome.

Anhhuéng ctiathudclénkhananglaixe, van hanh may méc:

Thudc c6 thé gay dau dau, kich dong, can co giat. Can than trong khi l3i xe, van hanh
may moc. .

TUONGTAC, TUONG KY COATHUOC:

Tuong tacctathudc:

-Tang tac dung ctia cefuroxim: Probenecid liéu cao lam gidm d6 thanh thai cefuroxim &
than, lam cho néng dé cefuroxim trong huyét tuong cao hon va kéo dai hon.

- Tang doc tinh: Cefuroxim dung déng thdi véi cac thudc khang sinh aminoglycosid
hodc thuéc lgitiéu manh (nhufurosemid) c6 thé lam tang doc tinh déi véi than.

- Gidm tac dung ctia cac hormon sinh duc nit: Cefuroxim axetil dung dudng udng cé thé
anh hudng dén hé vi khuan chi & ruét, lam gidm tai hap thu estrogen, do d6 cé thé lam
gidmtacdung clia cac thudc tranh thai dudng uéng cé chiia estrogen va progesteron.

Tuongky ctiathuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky clia thuéc dung dudng uéng, khéng trén
1&n thuéc nay véi cac thuéckhac. 3

TACDUNG KHONG MONG MUGN CUATHUGC:

Udctinhty1é ADRkhodng 3 % sé bénh nhan diéu tri.

Bang tém tat cac phan iing khéng mong muén:

Cac co quan | Tan suat (¥) Cac phan uing khéng mong muén

Tang bach ciu ua eosin, gidm bach cau, gidm bach cau
trung tinh, thirnghiém Coombs duong tinh.

Mau ltgdp

Hiém gdp | Thiéumautan mau.

Than  kinh| Hiémgdp |Con co giat (khi dung liéu cao trén bénh nhan suy than),

trung uang dau dau, kich dong.
Tiéuhoa Thudng gdp |Tiéu chay.
ftgdp  [Buénnén,nén.
Hiém gdp |Viém daitrang gid mac.
Gan Hiém gdp |Vang da U mat, tang AST, ALT, phosphatase kiém, LDH va
néng dé bilirubin huyét thanh thoang qua.
Da Thuong gdp |Bandadangsan.

ftgdp  |Mayday,ngtia.

Hiém gdp |Héng ban da dang, héi chiing Stevens - Johnson, hoai td

biéu bi nhiém doc.

Tiét  niéu-| Hiémgdp |Suy than cdp tinh va viém than ké. Tang uré huyét, ting
sinhduc creatinin huyét thodng qua ciing da dugc mo ta trén mot
56 it bénh nhan. Nhiém khuan tiét niéu, dau than, dau
niéu dao hodc chdy mau, tiéu tién khé, viém am dao,
nhiém ndm Candida am dao, ngta va kich tng &m dao
cling da dugc bao cdo trén bénh nhan dung cefuroxim
axetil dudng udng.

BO phan| Hiémgdp [Daukhép.

khac

Toanthan ltgdp

Phan tng phan vé, nhiém nam Candida.

Hiém gdp |Sét.

(*) Tan suat tdc dung khdng mong mudn dugc dinh nghia nhu sau: Rdt thuong géip (ADR
> 1/10), thudng gdp (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gdp
(1/10000 < ADR < 1/1000), rdt hiém gdp (ADR < 1/10000), khéng ré (khéng thé dugc udc
tinhtirdirliéu cosén).

Huéng dan cach xirtri ADR:

Ngung st dung cefuroxim, trudng hop di tng hodc phan (ing qua man nghiém trong
can tién hanh diéu tri hé trg (duy tri théng khi, st dung adrenalin, oxygen, tiém tinh
mach corticosteroid).

Khi bi viém dai trang gia mac thé nhe, thudng chi can ngung thudc. Véi cac trudng hgp
vlia va ndng, can phai truyén dich va dién gidi, b sung protein va diéu tri bang khang
sinh ¢6 tac dung khang Clostridium difficile (metronidazol hodc vancomycin dung
dudng uéng). Can than trong kiém tra tién st s dung thuéc trong trudng hop nghi
viém dai trang gid mac do bénh c6 thé xuat hién muén sau 2 thang, tham chimuén hon
sau khida ngung phac dé diéu tri khang sinh.

QUA LIEUVA CACH XU TRi:

Triéu chiing va biéu hién khisttdung thuéc qua liéu:

Qua liéu cap: Phan 16n thudc chi gdy budn nén, non va tiéu chay. Tuy nhién, cé thé gay
phén ting tang kich thich than kinh cava con co giat, nhat la dngudi suy than.
Cachxirtrikhidung thuéc qualiéu:

Can quan tam dén kha nang qué liéu ctia nhiéu loai thudc, su tuong tac thudce va dugc
dong hoc batthudng dbénh nhéan.

Bdo vé dudng hé hap ctia bénh nhan, ho trg thong thodng khiva truyén dich. Néu phat
trién cac con co giat, ngung ngay st dung thudc, cé thé sir dung liéu phéap chéng co
giatnéu c6 chidinh vé [am sang. Thdm phan mau c6 thé loai bé thudc khéi mau, nhung
phan|én viéc diéu trila hd trghodc gidi quyét triéu chiing.

DPACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém cephalosporin thé hé 2.

MaATC:J01DCO2.

Cefuroxim la mét khang sinh cephalosporin uéng, ban téng hgp, thé hé 2. Cefuroxim
axetil 13 tién chat, ban than chua c6 tac dung khang khuén, vao trong co thé bj thiy
phan duditdc dung cia men esterase thanh cefuroxim méi cé tac dung.

Cefuroxim 6 tac dung diét vi khuan dang trong giai doan phét trién va phan chia bang
céch tic chéténg hgp thanh té bao vi khudn. Thuéc gdn vao cac protein gén véi penicillin
(Penicillin binding protein, PBP) la cac protein tham gia vao thanh phan cau tao mang té
bao vi khuan, dong vai trd 1a enzym xuc tac cho giai doan cudi cung cla qué trinh téng
hop thanh té bao. Két qua Ia thanh té bao dugc téng hop sé bi yéu di va khong bén dudi
tac dong cua ap luc tham thau. Ai luc gén cla cefuroxim vai PBP clia cac loai vi khudn
khéac nhau sé quyét dinh phé tac dung ctia thudc.

Ciing nhu cac khang sinh beta-lactam khac, téc dung diét khuan cta cefuroxim phu
thudc vao thdi gian. Do vy, muc tiéu can dat ctia ché dé liéu 1a ti uu héa khoang thoi
gian phai nhiém cla vi khuén véi thudc. Thai gian néng dé thudc trong mau 16n hon
néng d6 Uc ché téi thiéu cua khang sinh véi vi khuan phén lap (T > MIC) la théng s6
dugc dong hoc/dugc luc hoc cé lién quan chat ché dén hiéu qua diéu trj cia cefuroxim.
T>MIC can datitnhat40 - 50 % khoadng céch gitra 2 Ian dua thudc.

Ph8khang khuan:

Gi6ng nhu cac khang sinh cephalosporin thé hé 2 khéc (cefaclor, cefamandol), cefuroxim
c6 hoat tinh in vitro trén vi khudn Gram am tét hon cac khang sinh cephalosporin théhé 1,
nhung phé tac dung trén vi khudn Gram am lai hep han so véi cac khang sinh
cephalosporin thé hé 3. Cefuroxim bén viing hon dudi tac ddng thy phan ctia men beta-
lactamase so vé&i cefamandol, do d6 c6 tac dung t6t hon trén cac chiing vi khudn tiét ra
beta-lactamase nhu Haemophilus influenzae, Neisseria, Escherichia coli, Enterobacter,
Klebsiella. Khéng giéng nhu cefoxitin la khang sinh cing nhém cephalosporin thé hé 2,
cefuroxim khéng cé tac dung trén mét s6 vi khudn ky khi nhu Bacteroides fragilis.

Trén vi khuan hiéu khi Gram duang: Cefuroxim cé tac dung trén Staphylococcus aureus
(k€ cd chling sinh penicillinase va khéng sinh penicillinase), Staphylococcus epidermidis.
Céc chiing tu cau dé khang nhom penicillin khang penicillinase (methicillin, oxacillin)
déu da dé khang vai cefuroxim. Cefuroxim ciing c6 hoat tinh cao trén cac chiing
Streptococcus (lién cdu nhém alpha tan mau va beta tan mau). Phan 16n cac chiing
Enterococcus, bao gom E. faecalis déu khang lai cefuroxim. Listeriamonocytogenes ciing
khang lai cefuroxim.

Trén vi khuan hiéu khi Gram am: Cefuroxim c6 tac dung trén hau hét cac cdu khuan
Gram am va nhiéu tryc khuan Gram am, bao gém ca cac vi khuén ho Enterobacteriaceae.
Cefuroxim c6 tac dung trén cac vi khudn sau thudc ho Enterobacteriaceae: Citrobacter
diversus, C. freundii, Enterobacter aerogenes, Escherichia coli, Klebsiella pneumoniae,
Proteus mirabilis, Providencia stuartii, Salmonellava Shigella.Da s6 cac chung Morganella
morganii, Providencia rettgeri, Proteus vulgaris, Enterobacter cloacae, Legionella,
Pseudomonas, Campylobacter, Serratia déu da khang lai cefuroxim.

Cefuroxim cé hoat tinh cao trén Haemophilus influenzae (ké ca cac chiing da khéang lai
ampicillin), H. parainfluenzae va Moraxella catarrhalis. Cefuroxim cling c6 tac dung tét
trén Neisseria gonorrhoeae va N. meningitidis.

Trén vikhuan ky khi: Cefuroxim cé hoat tinh trén Actinomyces, Eubacterium, Fusobacterium,
Lactobacillus, Peptococcus, Peptostreptococcus, Propionibacterium. Cefuroxim c6 hoat tinh
trén moét s6 chiing Clostridium nhung khéng tac dung trén C. difficile. Pa s6 cac chiing
Bacteroides fragilis déu da dé khang lai cefuroxim.

Vi khudn khéang lai cefuroxim cht yéu theo co ché bién d6i PBP dich, sinh beta-lactamase
hodc lam gidm tinh thdm clia cefuroxim qua mang té bao vi khuan.
DACTINHDUGCDONGHOC:

Sau khiuéng, cefuroxim axetil dugc hdp thu qua dudngtiéu héa va nhanh chong bithay
phan & niém mac ruét va trong mau dé phéng thich cefuroxim vao hé tuan hoan. Sinh
kha dung dudng uéng ctia cefuroxim axetil thay déi, phu thuéc vao dang bao ché va su
c6 mit cla thic an trong 6ng tiéu hda. Thudc dugc hap thu tét nhat khi uéng trong bita
an.Sinhkha dung sau khi uéng vién nén cefuroxim axetil luc d6i vao khoang 37 % va dat
52 % néu udng ngay trong bita an hodc ngay sau khi an. Thuéc dat néng do téi da 4 - 6
microgam/mlvao khoang 3 gi& sau khi uéng hén dich cé chira 250 mg cefuroxim axetil.
Néng do dinh trong huyét tuang ctia hén dich uéng dat trung binh 71 % néng dé dinh
trong huyéttuong cliathudcvién.

Khoang 33 - 50 % lugng cefuroxim trong mau lién két véi protein huyét tuang. Cefuroxim
phan bé rong rai dén cac té chic va dich trong co thé, xam nhap vao ca t6 chic tuyén
tién liét, vao dugc dich mang phdi, dom, dich tiét phé quan, xuong, mat, dich ri viém,
dich mang bung, hoat dich va thuy dich. M6t lugng nhé cefuroxim cé thé di qua hang
rao mau nao trong trudng hgp mang nao khong bi viém. Thudc qua nhau thai va cé bai
tiét qua sirame.

Cefuroxim khéng bij chuyén héa va dugc thai trir & dang khong bién déi ca theo co ché
loc & cau than va bai tiét & 6ng than. Thoi gian ban thai ctia thudc trong huyét tuong
khoang 1-2gid.Trong trudng hop suy than, thai gian ban thai kéo dai hon, dao dong tir
1,9- 16,1 gid, tuy thudc vao murc do suy than. Thudc dat néng dé cao trong nudc tiéu.
Probenecid Uic ché thai trir cefuroxim qua éng than, lam cho néng dé cefuroxim trong
huyét tuong tdng cao va kéo dai hon. Cefuroxim chi thai trirqua mat véilugng rat nho.
Th&m phan mau va thdm phan phic mac c6 thé loai trir dugc cefuroxim trong hé tuan
hoan.

QUYCACHDPONGGOI:

-Hop 2vix5vién.

-Hop 1vix 10vién, hop 2 vix 10 vién, hop 3 vix 10 vién,hdp 10 vix 10 vién, hép 20 vix 10
vién.

DIEU KIEN BAO QUAN:

Bdo quan &:Noikho, nhiét d6 dudi 30 °C, tranh dnh sang.

Bao quan trong bao bi géc clia thude.

HAN DUNG: 36 thang ké ti ngay san xuat. Khong duing thudc qué han st dung da ghi
trénnhan.

TIEU CHUAN CHAT LUQNG:TCCS.

CO SO SAN XUAT:
CONGTY COPHAN XUATNHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé Cao Lanh,
TinhDongThap

poMESCcO  Diénthoai: 1800.969.660
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