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chi ding theo don thude

SIRKALOR 50

Dé xa tam tay tré em
Poc kj hwdng din sik dung truede khi ding

1. THANH PHAN CONG THUC THUOC

M&bi g6i 0,5 g ¢ém pha hdn dich ubng chira:

Thénh phdn duoc chat: Cefditoren (dudi dang cefditoren pivoxil) ..oveeccocerecees 50,0 mg

Thanh _phdn td duwoc: Hydroxypropyl cellulose, sucrose, hypromellose, gbm xanthan, natri
croscarmellose, tale, huong cam. '

2. DANG BAO CHE

Cbm pha hdn dich udng

Ma ta: Hat cbm khé, toi, mau tring dén vang nhat. Com sau khi pha thanh hdn dich uéng déng nht
mau tring dén vang nhat, vi ngot, mi thom dic trung.

3. CHi PINH

SIRKALOR 50 duoc chi dinh trong céc truong hop nhiém triing & tré em véa ngudi 16n do céac ching
vi khuén nhay cam véi cefditoren gdy nén nhw: Staphylococcus sp., Streptococcus sp., Streptococcus
pneumoniae, Moraxella (Branhamella) catarrhalis, Escherichia coli, Citrobacter sp., Klebsiella sp.,

Enterobacter sp., Serratia sp., Proteus sp., Morganella morganii, Providencia sp., Haemophilus
influenzae, Bordetella pertussis, Peptostreptococcus sp., Bacteroides sp., Prevotella sp. va
Propionibacterium acnes.
Chi dinh ¢ tré em:
- Nhiém tring da bé mat, nhiém tring da séu
- Viém hach bach huyét/viém mach bach huyét
- Viém mui man tinh
- Nhiém trung thir phat trong chén thuong, bong hodc phiu thuat
- Ap xe quanh hau mén
- Viém hong/ viém thanh quén, viém amidan (bao gém ca viém va ap xe quanh amidan).
- Viém phé quéan cép tinh, viém phdi, 4p xe phdi
- Nhiém tring thir phét trong ton thuong dudng hé hip man tinh
Viém bang quang, viém bé thén
- Viém tai giita, viém xoang, bénh nha chu, viém ham
- Sbt Scarlet (bénh ban do/ sot tinh hong nhiét)
- Ho ga.
Chi dinh & nguwdi lom (trieomg hop kho sic dung vién nén nhir khé nuot,...):
- Nhiém tring da bé mit, nhiém tring da séu
- Viém hach bach huyét/viém mach bach huyét
- Viém mi man tinh
- Nhiém trung thir phét trong chan thuong, bong hodc phau thuat
- Viém vu
- Ap xe quanh hau mén
- Viém hong/ viém thanh quan, viém amidan (bao gdm c¢# viém va ap xe quanh amidan)
- Viém phé quan cép tinh, viém phbi, p xe phdi
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- Nhiém triing thir phat trong ton thuong duémg hd hip man tinh

- Viém bang quang, viém bé than

- Viém tai mat, viém dudng mat

- Viém tuyén bartholin

- Nhiém tring tir cung, viém phén phu tir cung

- Ap xe mi mat, viém tdi I&, leo, viém bo mi

- Viém tai giita, viém xoang, bénh nha chu, viém quanh than rang, viém ham
4. LIEU DUNG, CACH DUNG

Liéu ding:

Lidu ding cho tré em:

- Diéu tri viém phéi, viém tai gifra, viém xoang: 3 mg cefditoren/kg cén n@ng/ lan x 3 ldn/ngay.

Khi cin thiét c6 thé dimg 1én t6i 6 mg cefditoren/kg can ning/ldn x 3 1in/ngdy, nhung khéng duge
vuot qua lidu 4 g6i (200 mg cefditoren)/1an x 3 lin/ngay.

- Véi ede chi dinh khae: 3 mg cefditoren/kg can ning/lan x 3 1An/ngay. Liéu c6 thé diéu chinh theo
tudi va triéu chimg, nhung khéng duge vuot qué licu 4 géi (200 mg cefditoren)/1an x 3 lan/ngay.
Tham khio bang lidu tinh theo nguyén géi bén dwéi. D6i voi cde cin ning hojc ché dj lidu khie,
hay dung cdc dang bao ché khic pha hgp hon.

Can ning Lic¢u/ lan S6 lan/ngay
8,33 kg- 16,67 kg 1 g6i (50mg cefditoren) 3
16,67 kg — 25 kg 2 g6i (100mg cefditoren) 3
25kg—33,33 kg 2 hodc 3 goi (100mg hodac 150mg cefditoren) 3
33,33 kg tré 1én 3 hodc 4 go6i (150mg hodc 200 mg cefditoren) 3

Liéu ditng cho ngwoi Ién (néu khé uong thuoe do kho nuot,...):

Liéu thong thudng 1a 2 géi (100 mg cefditoren)/lan x 3 lan/ngay. Co thé diéu chinh liéu dimg theo tubi
va triéu chimg, trong trudmng hop liéu 2 géi/lin khong di céi thién triéu chimg, nén sir dung liéu 4 goi
(200 mg)/14n x 3 14n/ngay.

Nguoi cao tudi

Khong cén thiét phai diéu chinh lidu & ngudi cao tudi, ngoai trir truémg hop suy chite ning gan hodc
than trim trong,

Liéu ding cho truwong hop thiéu ning thin

Khéng cin thiét phai diéu chinh liéu & nhimg bénh nhan suy thin nhe. O nhitng bénh nhan thiéu ning
thén trung binh (d thanh loc than creatinin 30-50 mL/phut), téng liéu mdi ngay khong qua 4 goi (200
mg cefditoren) mdi 12 gio. 6] nhitng bénh nhan thiéu ning than trdm trong (dd thanh loc creatinin <
30 mL/phut), khuyén nghi diing liéu don 4 géi (200 mg cefditoren) mét 1dn mot ngay.

Chua ¢6 liéu khuyén nghi cho bénh nhan loc thén.

Liéu dimng cho triwong hop thiéu ning gan

Khéng can thiét phai diéu chinh liéu & nhiing bénh nhén thiéu ning gan nhe (Child-Pugh A), thiéu
nang gan trung binh (Child-Pugh B). Trong trudng hop thiéu nang gan ning (Child-Pugh C), khéng
¢6 dir liéu sin c¢6 dé cho phép thiét 14p liéu khuyén nghi.

Cich ding:

Thude dung theo dudmg uéng, udng thude ngay sau khi an.
Hoa lugng thude trong gbi twong tmg véi 1 lidu sir dung véi mét lugng nho nude. St dung hén dich
thubc ngay sau khi pha.

AN =0 N,



https://trungtamthuoc.com/

5. CHONG CHI DINH

- Chéng chi dinh cho nhitng bénh nhén mén cdm véi mot trong cde thanh phén cta thube, hodc véi
céc khang sinh cephalosporin khac.,

- Cefditoren pivoxil chéng chi dinh trong nhing trudng hop thiéu ning carnitin nguyén phat hodc 101
loan chuyén héa bdm sinh din dén thiéu hut camitin trén 14m sang.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khi str dung cefditoren can phai xac dinh d nhay cam dé ngdn ngira sy xuat hién cua cac chung vi
Khuan khéng thubc va viée st dung thube nén duge gidi han trong khodng thai gian t6i thiéu cén thiét
dé diéu tri bénh. :

C6 thé ¢o sbe, cin theo doi giam sét chit ché.

- R&i loan chire nang gan hogc thin co thé xay ra nén cn theo déi chirc ning gan, thén thudng xuyén.
_ Mt bach ciu hat va thiéu mau tan huyét, do dé nén kiém tra thudng xuyén.

- Bénh nhin duge diéu tri bing thudc nay trong thoi gian dai co thé c6 céc gia tri xét nghiém bt
thuomg: ting AST, ALT, ting bach céu ai toan....

- Sir dung céc thude khang sinh c6 nhom pivoxil (bao gom cé cefditoren pivoxil, cefeapen pivoxil
hydroclorid hydrat, cefteram pivoxil va tebipenem pivoxil) lam giam ndng do carnitin trong huyét
tuong do qué trinh chuyén hoa/ bai tiét acid pivalic (mot chét chuyén hoa ctia cac khang sinh ¢6 nhém
pivoxil). Viéc sir dung cac khang sinh ¢é nhom pivoxil ¢6 thé gay ha dudng huyét kém theo gidm
carnitin huyét & tré em (déc bit tré so sinh). Vi vay, khi dung khéng sinh ¢ nhom pivoxil, bénh nhén
phai duge gidm sat chat ché. Dac biét chi ¥ su giam carnitin (xem phén Tde dyng khong mong
mubn). Khong sir dung thube trong truémg hop xéc dinh 18 ¢6 chimg giam carnitin huyét do r6i loan
chuyén héa bim sinh (xem phdn Chéng chi dinh).

Thin trong khi dimg thubc & cic bénh nhan sau:

- Bénh nhén c6 tién st quia man véi khang sinh cephalosporin hodc penicillin.

- Bin thén hoc gia dinh c6 tién sir di img nhu hen phé quén, phat ban hogic may day.

- Kha niing hép thu thitc in kém hoic dang dugc truyén dinh dudng ngodi dudng tiéu hoa, ngudi cao
tudi hoic sirc khoé yéu (can theo di chit ché vi c6 thé xuét hién cac triéu chimg thiéu vitamin K).

- Bénh nhén suy thén ning: nén kéo dai khoang thoi gian gitra cac lin dua thude.

Tré em

- Chua c6 nghién ctru 1am sang nao dugc {ién hanh dé danh gia hiéu qua va do an toan cua thude ddi
v6i tré so sinh thiéu can va tré nhé thiéu can khi sinh.

- Khi sir dung thude nay cho tré nho dudi 3 tudi voi liéu 6 mg (hoat luc)/kg 3 lan mdi ngdy thi tiéu
chay/ phan 1ong ¢6 thé xay ra véi tin sudt cao, cdn thin trong. Trong mdt nghién ctru 1am sang véi liéu
6 mg (hoat luc)/kg 3 14n mdi ngdy & bénh nhén viém phdi, viém tai gitta va viém xoang thi phan img
tiéu chay/ phan long 1a 36,2% (17/47) & tré dudi 3 tudi va 16,2% (11/68) & tré 3 tbdi hodc hon.

- Chu ¥ dén viéc gidm carnitin. Khong nén dung thude nay cho nhimg bénh nhén bj rdi loan chuyén
héa bim sinh din dén giam carnitin huyét. O tré em (dac biét 12 tré so sinh), viéc sit dung khang sinh
6 nhém pivoxil c6 thé giy ha dudng huyét lién quan dén giam carnitin huyét.

Nguéi cao tudi

Ty 1 cac phan tmg bit 1oi & ngudi cao tudi khong khéc so vdi ngudi 16n khac. Tuy nhién & ngudi cao
tudi thudmg c6 sy suy giam chire nang sinh 1y do vay can gidm st chit ché khi ding thude ciin it theo
hai diém sau:

- Cham thai trir & nhiing bénh nhén suy thin. Do viy ndng d6 thudc trong méu c6 thé ting.

- Nguy co chay méau do thiéu vitamin K & ngudi cao tudi khi diing cée thude twong tu.
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Cinh bdo lién quan dén td duge

- Té duoe sucrose: Bénh nhén bi rdi loan di truyén hiém gip nhu khoéng dung nap fructose, kém hép
thu glucose- galactose hodc thiéu hut enzym sucrase-isomaltase khong nén ding thue nay.

- Thube nay ¢é chita dudi 1 mmol (23 mg) natri trong mdi géi, vé co ban duge xem nhur ‘khéng chira
natri’.

7. SU DUNG THUOC CHO PHU NUU CO THAI VA CHO CON BU

- Chi sit dung thudc nay cho phu nif ¢ thai hosic du dinh ¢6 thai khi lgi ich ctia viée dung thube Iém
hon nguy co xay ra khi diéu tri.

- Giam carnitin huyét ¢4 duge bédo céo & phy nit dung khang sinh chita nhom pivoxil trong ba thang
cudi cta thai ky, cling nhu & tré so sinh ctia nhimg ba me nay.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc ¢6 thé gay téc dung phu nhu dau dau, chéng mat, do d6 ¢é thé anh hudng dén khi nang lai xe
hodc van hanh may mée. Do do, khdng nén l4i xe hogic van hanh may mée khi cam thiy khong khoe.

9. TUONG TAC, TUONG KY CUA THUOC

Thuéc khing acid

Sir dyng dong thoi thude khang acid chira magnesi va nhom hydroxid va cefditoren pivoxil cling luc
v6i thire dn 1am giam Cmax va AUC ctia cefditoren. Khéng nén sir dung ddng thdi cefditoren pivoxil va
antacid,

Thuéc doi khdng receptor H2

Str dung déng thei famotidin tiém tinh mach va cefditoren pivoxil ding duong udng lam giam Cpax va
AUC cta cefditoren. Khong nén sit dung déng thoi cefditoren pivoxil véi thude df)i khéng receptor
H2.

Probenecid

Str dung ddng thoi probenecid véi cefditoren pivoxil ¢ thé lam giam su bai tiét cefditoren, din dén
lam tdng Cmax, AUC, Tz cefditoren.

Thudc trinh thai

Sir dung cefditoren pivoxil khong lam thay déi céc dic tinh duge dong hoc ctia thude tranh thai ethinyl
estradiol. Cefditoren pivoxil ¢é thé st dung dbng thoi véi thube tranh thai chira ethinyl estradiol.
Anh hwéng cic phin trng xét nghiém

- C6 thé giy duong tinh gia v6i xét nghiém Coombs true tiép.

- Phan (ing duong tinh gia véi xét nghiém glucose trong nude tiéu khi str dung thude thir Benedict va
thudc thir Fehling, nhung s& khéng xay ra duong tinh gia khi xét nghiém vé6i enzym nhu Tes-Tape.

- Phan tmg 4m tinh gia 6 thé xay ra véi xét nghiém ferricyanid khi xac dinh dudng trong huyét tvong
hodc méau, d6i véi ca hai phuong phap hexokinase hodc oxidase glucose duge diing dé xac dinh ndng
d6 duong trong méaw huyét tuong & nhimg bénh nhan ding cefditoren pivoxil.

Tuong ky ciia thude: Do khong c6 cac nghién ciru vé tinh tuong ky ctia thude, khéng trén 18n thude
ndy voi cac thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Cdc phin teng bit lgi cé y nghia ldm sang

- Phan (g sbc hodc phan v¢ (chua r5 ty 1¢). Giam sat bénh nhan chit ché, nging dung thude va co
can thiép kip thoi néu co dau hiéu bét thuémg nhwr cam thay mét, khé chiu & miéng, thd rit, chéng mat,
mot di ngoai, 1 tai hodc toat mo hoi.

- Viém dai trang ning kém di ngoai ra mau nhu viém dai trang gia mac (chua 1o 1y 18). Giam st bénh
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nhén chit ché, ngimg ding thude va ¢6 can thiép kip thoi néu ¢6 dau bung hodc tiéu chay nhidu lan.

- H@i chimg Stevens-Johnson, hdi chimg TEN hogic héng ban da dang (chua rd ty 18). Giam sat bénh
nhin chit ché, ngimg dung thude va ¢6 can thiép kip thoi néu ¢6 bt cir diu hidu bat thudng nao.

- Viém phdi k&, hai chimg PIE (chwa rd ty 18), v.v.., vdi sbt, ho, kho thé, hinh anh X-quang nguc bét
thudmng, tang bach cdu 4i toan. Gidm sat bénh nhan chat ché, ngimg ding thude va c6 bién phap thich
hop nhu str dung corticosteroid.

- Réi loan chiic ning gan (chua rd ty 1¢) kém theo vang da, tang 16 rét AST, ALT, Al-P. Giam sat
bénh nhén chat ché, dinh ky xét nghiém. Ngimg ding thude va cé can thiép kip thai néu ¢é déu hidu
bat thuong.

- Réi loan chitc ning than ning nhu suy thin cép (chwa 16 ty 18). Giam sét bénh nhén chit ché, dinh
ky xét nghiém. Ngimg dung thudc va c6 can thiép kip thoi néu c6 ddu hiéu bét thudmg.

- Tang bach cAu hat hoac thiéu mau tan huyét (chwa r3 ty 16). Giam sat bénh nhén chat chg, dinh ky
xét nghiém. Ngimg ding thubc va c6 can thiép kip thoi néu c6 ddu hiéu bit thuomg.

- Sir dung kéo dai khéng sinh c6 nhém pivoxil lam giam glucose huyét kém theo giam carnitin huyét
(khong o ti 1€) ¢ tré em. Ngimg dung thude va cé can thiép kip thai néu cé cée triéu chimg giam dudng
huyét nhw co giat hotic r6i loan ¥ thire (xem phin Céanh bzo va thdn trong khi dung thudc).

Cdc phén ieng bit lpi khic

Tan suat

T 0,1 % dén < 5%

<0,1%

Tan suit chwra biét

Sung hach bach huyét, dau

Qué min Phat ban by ay, San &, | S
i ngira, sot khop
Huyét hoo gram bech A bat | Giam tidu clu
ang bach cau ai toan
Gan Tang AST, ALT, Al-P - Vang da
Than Tang BUN, protein niéu ;aéig Groaymn. Hong
Tiéu chay, phin long, | .2 s
Hé tiéu hod buén 116)1(1, "o chigu CH P DTN,
trong bung, dau bung D
Boi nhiém Viém miéng Nam candida
Triéu chimg thiéu vitamin K
(gidam prothrombin huyét,
) nguy co chay mau, V.v..),
Thiéu vitamin thiéu hdn hop vitamin nhém
B (viém ludi, viém miéng,
chén an, viém diy thin kinh,
V.V...).
Khac Pau dau, chong mat | Phu, té

o ke RS

Théng bdo ngay cho bdc sy hodc dge sy nhitng phan tmg cé hai gdp phdi khi sic dung thudc

11. QUA LIEU VA CACH XU TRi

Chua ¢6 trudng hop qua lidu nao duge bio céo.

Triéu chimg qué liéu cia céc khang sinh nhom cephalosporin 13 kich dﬁng ndo dan dén co giat.

Xir tri: Trong trudmg hop qua liéu, nén ria da day. Theo ddi bénh nhén cén than, diéu tri triéu chitng
va diéu tri hd trg. Cefditoren pivoxil c6 thé dao thai timg phan qua sy thim tich mau.

12. DAC TINH DUGC LUC HOC
Nhéom duge ly: Khéng sinh cephalosporin thé hé 3
Ma ATC: JOI1DDI16

[
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Hoat tinh khdng kh uiin

- Trong qué trinh hip thu tai thanh rudt, cefditoren pivoxil dugc chuyén héa thanh cefditoren la chét
¢6 téc dung khang khudn.

- Cefditoren cé phd khang khuén in vitro rong bao gdm céc vi khuan Gram dwong va Gram dm. Diic
biét thude c6 tac dung khang khudn manh v6i cc vi khuén Gram duong nhu Staphylococcus sp.,
Streptococcus sp. va Streptococeus preumoniae, va cac vi khuin Gram a&m nhu Escherichia coli,
Moraxella (Branhamella) catarrhalis, Klebsiella sp., Proteus sp., Haemophilus influenzae, va céc vi
khuén ky khi nhu Peptostreptococcus sp., Propionibacterium acnes, Bacteroides sp. va Prevotella
Sp..... Cefditoren cting ¢6 tac dung khang khudn véi Haemophilus injluenzae khang ampicillin khong
sinh ra f-lactamase (BLNAR).

- Thir nghiém in vitro cho thiy cefditoren bén voi B-lactamase do cée vi khudn khéc nhau sinh ra va
¢6 téae dung khéng khuén manh véi cdc ching sinh B-lactamase.

Co ché tic dung

Cefditoren trc ché qua trinh tng hop vach t& bao vi khudn. Thube ¢6 4i luc cao vdi céc protein c6 kha
nang gén két penicillin & cac vi khudn khac nhau (PBPs) nén ¢6 tac dung diét khudn.

Hiéu qua diéu tri nhiém khuin thuc nghiém

Cefditoren pivoxil c6 hiéu qua diéu tri véi céc nhiém khudn thue nghiém & chudt thi nghiém gay ra
boi Staphylococcus aureus, Streptococcus pneumoniae, Escherichia coli, Kiebsiella pneumoniae va
Proteus sp.

13. PAC TINH DUQC PONG HOC

Hip thu va phin bo

- Nbng dé thube trong mau

Hinh 1 va Bang 1 lan luot biéu dién cdc théng sé duoe dong hoc va néng do trong huyét thanh cua
cefditoren véi liéu udng duy nhit 3 mg/kg hodc 6 mg/kg sau bira in & tré em cé chirc ning thin binh
thuong. Két qua cho thdy ¢6 su phu thude vao liéu ding.

®: 3mg kgln=19)
o bmgskg(n=18)
(Gid U trung binh £ SD)

S

"

Nong dé trong huyét thanh
( g,/ mL}

0 2 1 6 8
Thin gian (gid)
Hinh 1. Nong do cefditoren irong huyét thanh ¢ tré em cé chike ndng than binh thirong

Bang 1. Cdc thong sé duge dong hoc & tré em ¢6 chire nang thdn binh thuong

Liéu Cmax (ng/mL) Tuip (gidy) AUCp—» (ug.gid/mL)
®: 3mg/kg (n=19) 1.45 2.25 7,16
O.‘ 6ﬂlg/kg (n-“fg) 2:85 1968 1 1 590

- Phin bo thude trong dich va mo
Thude phan b vao dom, md amidan, niém mac xoang ham trén, mé da, vét thwrong sau nhd ring, v.v...
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- Gin két protein

Ti 18 gin két voi protein huyét thanh duge xdc dinh biing phwong phdp siéu loc 14 91,5% v6i nong do
25 pg/mkL (in vitro).

Chuyén hod va thai tric

Trong qua trinh hap thu cefditoren pivoxil bi chuyén ho4 va chuyén thanh cefditoren ¢6 hoat tinh khéng
khun va acid pivalic. Acid pivalic tao dang lién hop voi camnitin va duge bai tiét qua nudée tiéu dudi
dang pivaloylcarnitin. Cefditoren it bi chuyén ho4 va dugce thai trix chu yéu qua nudce tiéu va mét. Ty
16 thai trir qua nude tiéu (0-8 gid) cta cefditoren voi lidu udng duy nhét 3 mg/kg va 6 mg/kg sau bita
an & tré em c6 chire nang than binh thudng 1an luot la 20% va 17%.

Cic quin thé bénh nhan dic bigt

Suy thin

Hinh 2 va Bang 2 lan luot cho thdy ndng dd thude trong huyét thanh va céc thong s6 duge dong hoc
ctia cefditoren khi ding mot lidu duy nhédt 200 mg sau bira an. Tée d6 bai tiét qua nude tidu giam khi
mire d6 suy gidm chirc ning thén tang lén.

® : Nhe

M Trung binh
& 3
i

Nébng ¢ wong huyét thanh

- :
i 4 8 12 16 2 24
Thei gian (gid)

Hinh 2. Nong dg cefditoren trong huyét thanh & bénh nhan roi loan chirc nang thdn
Bang 2. Cdc thong s6 dwoe dong hoc & bénh nhan roi loan chire nang thén

Tinh trang bénh nhin S6 bénh g Cinax Tz AUCopx
[CCr (mL/phiit)] nhén (gi®) (pg/mL) (gid) (ng.gid/mL)
Nhe [51-70] 3 2 2,32 113 10,2
Trung binh [30-50] 4 4 2,17 2,06 16.4
Nang [<30] 2 8 3,70 5,68 $3.8
Bénh nhéan loc mau i 5 480 £ -
(Vao ngay khong loc mau) ; . ’

14. QUY CACH PONG GOI

Hop 21 g6i x goi 0,5 g; kém t& huéng din sir dung.

15. PIEU KIEN BAO QUAN

Bao quan noi kho réo, tranh anh sang, & nhiét do khong qué 30°C,
16. HAN DUNG

24 théng ké tir ngdy san xuét.
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17. TIEU CHUAN CHAT LUONG
P,

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA
Dia chi: 112 Trin Hung Dao, Phudng Pham Ngii Lio, Quén 1, Thanh phé Hé Chi Minh, Viét Nam.




