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150 x 250 mm

T¥ hwémg din sir dyng thudc
Rx Thudc ké don

N\ Cantomy Cap

Vién nang cirng

Thudc nay chiding theo don thudc.
Dé xa thm tay tréem.
Pocky huéng déin sir dyng truée khiding.

THANH PHAN CONG THUC THUOC

Thanh phén dwgc chét: Cefdinir 300 mg A
Thanh phﬁn t4 duge: Cellulose vi tinh thé, natri croscarmellose,

magnesi stearat, vo nang s6 1 (tim — tring).

DANG BAO CHE

Viénnang cirng
Vién nang cimg, c& nang s6 1, nip nang mau tim, thin nang mau
tring, bén trong chira byt thuéc mau vang nhat.

CHIDPINH

Dé giam sy phat trién cuia vi khuéin khang thudc va duy tri higu qua
ciia Cantomy Cap va céc thudc khang khudn khac, Cantomy Cap
chi nén dugc sir dung dé diéu tri hosic ngiin ngira cac nhidm khuin
d3 dugc chimg minh hoic nghi ngd véi x4c suit cao do cac ching
vi khuén gy ra. Khi c6 s&n céc thdng tin vé nudi cdy v tinh nha
cam, nén sir dung d& xem xét trong viéc lya chon hoic thay doi
lidu phap diéu trj. Trong truomg hop khong c6 dir ligu nhu vay,
dich t& hoc dia phuong va cac mau nhay cam c6 thé gop phan vio
viéc lya chon diéu trj theo kinh nghiém.

Cantomy Cap dugc chi dinh diéu trj nhi&m khuén tir nhe dén trung
binh, gdy rabéi cac ching vi khudn dugc liét ké dudi day:

Ngudi 16m va thanh thiéu nién (213 tudi):

Viém phdi méc phai cong ddng; dot cdp cia viém phé quan man,
gay rabsi Haemophilus influenzae (gdm céc chiing tao men beta-
lactamase), Haemophilus parainfluenzae (gdm céc chung tao
men beta-lactamase), Strepfococcus pneumoniae (chung nhay
cam vdi penicillin), Moraxella catarrhalis (gdm c4c chung tao
men beta-lactamase).

Viém xoang ham cAp, gy ra boi Haemophilus influenzae (gbm
cac chung tao men beta-lactamase), Streptococcus pneumoniae
(chung nhay cam véi penicillin), Moraxella catarrhalis (gbm cac
chung tao men beta-lactamase)

Viém hong, viém amidan, gay ra boi Streptococcus pyogenes.
Cefdinir dugc sir dung hiéu qua trong diéu trj viém hong do S.
pyogenes nhung chua dugc nghién ciru d& phong ngira sbt thap
khép sau viém hong/viém amidan do S. pyogenes. Chi co
penicillin dudng tiém bap dugc chimg minh 1a ¢ hiéu qua trong
phong ngira sét thép khép.

Nhifm khuin da va cdu triic da khdng bién chung do
Staphylococcus aureus (gdm c4c ching tao men beta-lactamase)
va Streptococcus pyogenes.

LIEU DUNG, CACHDUNG
Lidu diing

Nguoi 16n vé thanh thiéu nién (> 13 tudi): Téng lidu m3i ngay 600
mg cho cac trudng hop nhi&m khudn, ¢6 thé ding 1 1an/ngay trong
10 ngdy ho¥ic chia 2 1an/ngay. Tuy nhién déi véi truomg hop viém
phéi hoic nhi&m khuin da thi nén chia 2 1in/ngay.

Nhim khun Lidu diing T‘;?Qf.‘:i“
” P ;
Viém phoi méac phai 300 mg x 2 lAn/ngdy 10 ngay

cong ddng

Dot chp ciia viém phé

300 mg x 2 lAn/ngdy hoic
quan man

5 dén 10 ngdy
600 mg x 1 1an/ngay

10 ngay

’| Viém xoang ham cép

300 mg x 2 lAn/ngay hoic

10 nga
600 mg x 1 lin/ngay had

Viém hong, viém 300 mg x 2 lAn/ngay hofic |5 dén 10'ngy

amidan 600 mg x 11an/ngay |10 ngay
Nhiém khuén da va .
cdu tric da khong bin 300 mg x 2 lin/ngdy 10 ngay
chimg

Bénh nhdn suy thin

& ngudi 16n c6 do thanh thai creatinin < 30 mV/phat: ding lidu 300
mg/lan/ngay.

Tré em c6 d¢ thanh thai creatinin < 30 ml/phit: ding lidu 7
mg/kg/lan/ngay (t6ida 300 mg).

Bénhnhdn tham tach mau

Liéu khoi ddu khuyén cdo & bénh nhan duy tri thAm tich méu man
tinh 14 300 mg & ngudi 16n hodic 7 mg/kg & tré em, dung cach ngay.
Do mét phin cefdinir bi loai bd boi qué trinh thdm tach mau, tai
thoi diém két thuc mot dot thim tach nén ding mét lidu bd sung
cefdinir 300 mg ho3c 7 mg/kg. Sau do, duy tri voi lidu 300 mg
hogc 7 mg/kg, dung cach ngay.

Cichding

Dung dudng ubng. Nén ding thudc véi thoi gian ¢b dinh trong
ngay, c6 thé dung trong hogic ngoai bita an.

Dung thudc theo ding huéng dn cita bac si. Bo qua liéu hodc
khong hoan thanh ddy du qué trinh diéu trj c6 thé lam giam hiéu
qué ciia viée didu trj tirc thor va ting kha nang phét trién d& khéng
ctia vi khuén, din dén viéc khong thé diéu trj bing Cantomy Cap
hogc cac khang sinh khic trong tuong lai.

Khong c6 yéu ciu dic biét vé xir ly thudc saukhi sir dung.

CHONG CHiPINH

Qua min véi cefdinir va céc khang sinh khéc thudc nhom
cephalosporin, penicillin hay bitky thanh phin ndo ctia thudc.

CANHBAO VA THAN TRQNG KHIDUNG THUOC

Truée khi bit ddu didu trj biing cefdinir, cin didu tra ky vé
tidn si dj ing clia ngudi bénh véi cefdinir, cephalosporin,
penicillin hodic cdc thubc khic, Ding cefdinir & nhirng b¢nh
nhén c6 tién si¥ nhay cim véi penicillin cAn thin trong vi nguy
co xay ra phan ing chéo giira nhém beta — lactam dén 10%.
Néu c6 phan iing qué min xay ra trong khi didu trj véi
cefdinir cAn ngung dung thudc. Trong trudmg hgp nghiém
trong c6 thé diéu trj bingepinephrin va céc phirong phép cip
ciru khédc nhw oxy, truyen tinh mach histamin, corticoid va
duy tridwing thé.

Tiéu chay do Clostridium difficile hiu hét d3 dugc béo céo khi sir
dung khéng sinh, bao gdm cefdinir, c6 thé tidu chay nhe dén viém
kéttrang gay tir vong. Viée didu trj bing céc chét khing khudn lam
thay dbi hé vi khuin duomg rudt din dén phat trién qué muc
C.difficile.

Sir dung cefdinir trong trudng hop nghi ngdy nhiém khuén hoic
phong ngira khong mang lai l¢i ich cho bgnh nhén va ting nguy co
phét trién cac ching khang thudc.

Gi(‘)ng nhu cc khang sinh phé rong khac, diéu trj kéo dai c6 thé
d&n dén sy xudt hién va phat trién céc ching khang thudc. Néu boi
nhidm xay ra trong qua trinh diéu trj nén thay thé bing diéu trj
khéc.

Gibng nhur cac khang sinh phd rong khac, cefdinir nén dugc ké toa
thén trong & nhirng bénh nhén c6 tién sirviém dai trang.

G bénh nhan suy than kéo dai (d6 thanh thai creatinin < 30
ml/phut) cin giam tdng liéu hing ngay ctia cefdinir.

SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON
BU
Sir dyng thube cho phy nir c6 thai

Sir dyng thudc cho phy nir chio con bi
ANH HUONG CUA THUOC LEN KHA NA

HANHMAYMOC

TUONG TAC, TUONG KY CUATHUOC
Tuong tacciia thube

Cefdinir khong gy quéi thai & chudt khi ubng lidu 1én dén 1000
mg/kg/ngay (gap 70 1An dbi véi lidu mg/kg/ngdy & ngudi) hoic &
thé véi lidu 10 mg/kg/ngay (gdp 0,7 ddi vai lidu mg/kg/ngdy &
ngubi), Doctinh ¢ tho me {giam trong lugng co thé) da duoc quan
st thay & liéu dung nap toi da 10 mg /kg/ngay ma khong c6 tac
dung phy trén con. Giam trong lugng co thé xdy ra & bao thai
chut & mc lidu> 100 mg/kg/ngdy va & chudt con véi mirc lidu>
32 mg/kg/ngdy. Khong c6 anh hudng nao dugc quan sit thdy trén
cé4cthdng so sinh san ciia con m¢ hodc swtdn tai, sinh truéng, hanh'
vi, chirc ning sinh san ciia con con. .

Tuy nhién, khong c6 nghién ciru ddy du va kiém soat t6t & phy nix
mang thai.

Céc nghién ciru sinh sn trén dong vét khong phai ludn ludn ti
doan chinh x4cvé d4p img ciia con ngudi, do d6 Cantol
duocsirdung & phy nitmang thai chikhi that cin thié

Saukhi diing liéu duy nhét 600 mg, cefdinir khé
trong sirame.

i.

Cac tac dung khong mong mudn thudmg gip nl
dAu, chong nijt c6 thé gay anh hudng den kha n
hanh may méc. Do d6, bénh nhén can thén tron;
dinh 13 mirc 49 anh huéng ciia thudc.

TONG GIAM BAC

05 Gidin Pink Hading
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T& hwémg dén sir dung thude

Thudc khdng acid (chira nhém hodc magnesi)
Diéu trj dong thoi cefdinir va thubc khang acid 1am giam ndng 6
dinh (C,,,) va dién tich dudi duomg cong (AUC) xp xi 40%. Thoi
gian dat nong d6 dinh kéo dai thém 1 gid. Tuy nhién, dugc dong hoc
cuia cefdinir khong bj anh huéng néu dung thudc khang acid 2 gior
trude hodic sau khi dung cefdinir.

Probenecid
Giéng nhu véi cac khang sinh beta — lactam khéc, probenecid trc
ché sy thai trir cuia cefdinir qua than lam ting gép dbi AUC, ting
khoang 54% ndng d cefdinir trong huyét twong va kéo dai 50%
thoi gian ban thai.

Thudc va thirc phim bé sung chira séit
Diéu trj dbng théi cefdinir véi thudc hotic thye phim bé sung c6
chira sit lam giam hép thu cefdinir. Do d6, cén dung cefdinir 2 gio
trude hodic sau khi dung sit.

Twong ky ciia thue
Do khdng c6 céc nghién ciru vé tinh trong ky ctia thudc, khong tron
13n thuc ndy véi cac thudc khac.

TACDYNG KHONG MONG MUON CUATHUOC
Céc tac dung khong mong muén thudng gip nhét da dugc béo cdo
bao gdm viém m#ii hong, budn ngii, dau dau, mét méi, chéng mit.
Céc tac dung khéng mong mudn duoc phin nhém theo tin sut: rit
thuomg gip (ADR > 1/10), thudng gip (1/100 <ADR < 1/10), it gip
(1/1000 < ADR < 1/100), hiém gp (1/10000 < ADR < 1/1000) v
rathiém gip (ADR < 1/10000).

- Thuong gdp: Tiéu chay, nhiém Candida 4m dao, budn nén, dau
dAu, daubyung, viém 4m dao.

- It gdp: Phat ban, khé ticu, di hoi, nén, chan &n, tao bon, chéng
miit, khé miéng, suy nhugc, mat ngt, khi hu, lomo.

Nhitng phan timg bdt lgi dwge ghi nhdn & nhém cephalosporin

- Phan img di img, sdc phan vé&, hdi chimg Stevens-Johnson, héng
ban da dang, hoai tir da thugng bi nhiém déc, rdi loan chirc ning
than, doc than, réi loan chirc ning gan bao gém U mat trong qua
trinh mang thai, suy tily xuong, thiéu mau tin huyét, xuit huyét,
duong tinh gia voi glucose, giam bach cu trung tinh, giam t& bao
mAu ngoai vi va mét bach ciu hat. Triéu ching cua viért} dai trang
gid mac c6 thé xuit hién trong hoic sau khi diu trj bing khéng
sinh.

- Mt sb cephalosporin c6 lién quan dén viéc kich hoat cic con co
gidt, d4c biét & nhimg bénh nhan suy than nhung khong gidm lidu
luong khi didu tri. Can ngung ding thudc khi xudt hién céc con
dong kinh.

QUALIEUVA CACHXU'TRi
Tri¢u chirng:

Cac tridu chimg ctia qua lidu bao gbm budn nén, ndn, dau da day,
tiéu chay, co gidt, c6 thé do viém két trang mang gia. Cén phai
ngumg cefdinir va thay thé bing mét khang sinh c6 tac dung lam
sang tri viém dai trang do C.difficile (nhu metronidazol,
vancomycin).

Cach xir tri:

Trong trudng hop qua liéu, thim phan mau dé loai bé cefdinir dic
biétkhi chirc ning than bj ton hai.

PACTINHDUGCLUCHQC

Nhém duge 1y: Khang sinh cephalosporin thé hé 3.

M3aATC:J01DDI15

Co chétacdung
Cefdinir 1a khang sinh nhém cephalosporin thé hé 3, c6 phé khang
khuéin rong. Tac dung diét khudn ciia thube 14 do irc ché sy tdng hop
thanh t€ bao vi khudn. Thudc gn vao mét hoc nhidu céc protein
gan penicillin (PBP), 1a cc protein tham gia vao thanh phin cdu tao
mang t& bao vi khuin va do d6 irc ché budc cubi cling cuia sinh tdng
hop thanh té bao. Cefdinir bén véi phin 16n cic men beta-
lactamase tao ra béi céc vi khuin Gram 4m va Gram dwong. Nhiéu
loai vi khuan khang penicillin vi mdt sé cephalosporin nhung vin
nhay cam véi cefdinir.

Cécchiing vi khudn sau diy nhay cam véi cefdinir:

* Vi khuén hiéu khi Gram duong;

+ Staphylococcus aureus (bao gdm cac chung tao men beta-
lactamase, nhung khéng cé tac dung véi céc tu cdu khang
smethicillin).

+ Streptococcus pneumoniae (chi gbm céc ching nhay véi
penicillin). .

+ Streptococcus pyogenes.

* Vi khuan hiéu khi Gram dm:

+ Haemophilus influenzae (bao gbm cAc ching tao men beta-
lactamase).

+ Haemophilus pariinfluenzae (bao gdm céc ching tao men beta-
lactamase).

L]

+ Moraxella catarrhalis (bao gdm céc ching tao men beta-
lactamase).

Ddi véi céc ching vi khun duoc liét ké dudi day, cefdinir cho thdy
kha ning irc ché trén in vitro, tuy nhién, an todn va hidu qua trén 1am
sang chua duogc biét 1.

* Vi khuén hiéu khi Gram dwong: Staphylococcus epidermidis (ching
nhay cam véi methicillin), Streptococcus agalactiae, chc lién ciu
khudn nhém viridan. Nhung khong c6 téc dung véi Enterococcus
va cic chung Staphylococcus khang methicillin.

* Vi khuén hiéu khi Gram &m: Citrobacter diversus, Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis. Nhung khong c6 tac
dung v6i Pseudomonas va Enterobacter.

- Vi khuén khéng thubc: Escherichia coli (san sinh CTX-M ESBLs),
Klebsiella pneumoniae (san sinh ESBL).

PACTINHDUQCPONGHQC

- Hépthu:

Nong 9 dinh cefdinir dat dugc sau khi udng 2 dén 4 gi&, néng do
cefdinir trong huyét tuong ting theo lidu nhung tang it hon ti 13
thudn khi dung 1i&u 300 - 600 mg. Sinh kha dyng cefdinir dang hén
dich 12 120% so v6i vién nang. Sinh kha dung uéc tinh ctia vién
nang 14 21% d6i véi liéu 300 mg va 16% déi véi lidu 600 mg, Sinh
kha dung uéc tinh dang hdn dich ubng 1425%.

Khi ding chung véi thirc &n cé nhiéu cht béo, C,,, va AUC cua
vién nang gidm tuong tmg 16% va 10%. Tuy nhién, sy suy giam
ndy khong c6 y nghia 1dm sang dang k& vi céc nghién ciru an toan va
hiéu qua & tré em khong tinh dén luong thirc &n nap vao. Do dé,
cefdinir c6 thé ding ma khéng cn quan tam dén ché dé an.

- Phanbd
Thé tich phan b trung binh cuia cefdinir & ngudi 16n 120,35 Vkg (+
0,29) va &tréem (6 théng dén 12 tudi) 120,67 I/kg (+ 0,38). Khoang
60 — 70 % thudc gén két véi protein huyét twong va khéng phu
thuc vao ndng do thudc.

- Chuyénhéa
Cefdinir khong chuyén héa déng ké, phdn 16n thubc c6 hoat tinh &
dangkhéng chuyénhéa.

- Thaitrir
Cefdinir dugc thai trir chii yéu qua thin véi thoi gian ban thai
khoang 1,7 (+ 0,6) gio.

Cicdbi twgng dicbigt

Bénh nhdn suy thn hodic thdm tdch mdu: Néng @) thube trong
huyét tuong cao va kéo dai hon & nhimg bénh nhén suy than. Can
giam lidu & nhirg bénh nhan suy than hoiic dang thim thch m4u.

QUYCACHDPONG GOI
Hop02 vix 10 vién nang cimg. Vibdm Al-Al
Hop 05 vix 10 vién nang cimg. VibdmAl-Al
Hop 10 vi x 10 vién nang cimg. Vibdm Al -Al

BAOQUAN
Noikhd, dudi 30°C. Tranh anh sang.

HANDUNG
36 thang (ké tirngay sén xudt).

TIEU CHUAN CHATLUQNG
Tiéu chuin co'sd.

N re—
Co s& san xuét:

CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L6 B, Pudng s6 2, KCN Déng An, Binh Duong, Viét Nam




