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Rx Prescription Dru

FIXEF

100 mg/5 ml

Dry powder for
Pediatric Oral Suspension

Cefixime

Powder for Oral Suspension

50 ml

DEVA

O~ _ | MErEmlicn dich sau hoan
Ve D - Vguys

chtra Cefixim trihydrat
g durong Cefixim 100 mg.
Ta dugc: viva 4.

Chi dinh, céch ding, chéng chi
djnh: Vi long xem t& hirdng
dan siF dung dinh kém.
TCCL: TCCS.

Bado quéan: Chai chra mé& bao
quan & nhigt dg phong duéi
30°C. Hon dich sau khi hoan
nguyén bao quan & nhig¢t do
duréi 25°C va sir dyng lrong
vong 14 ngay.

8616 8X, NSX, HD: Xem Batch
Number, Expiry Date trén bao
bi. NSX 12 2 ndm trudc HD.
San xuat bhéi:

DEVA Holding A.§.
Cerkezkdy Organize Sanayi
Bolgesi, Karaagag Mah.,
Atatirk Cad., No: 32 Kapakl -
TEKIRDAG/Th& Nhi Ky

D& xa tAm tay tréd em

Boc KT hwrdng dén stk dung
trurére khl diing.

Léc ky trnrére khi ding.

Xuét xtz Thd NhT Ky.

SOK:

DNNK:

CKYTR008-01

Varnish free area

Rx Thube ké don

FIXEF

100 mg/5 ml

Dry powder for
Pediatric Oral Suspension
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Batch Number:
Eupiry Date:
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Each 5 ml conlains Cefixime trihydrate
equivalent fo Cefixime 100 mg.
Excipients: q.s.

Indication, usage & other information:
Please refer to the package leaflst,
Specification: In-house.

Storage: Dry powder should be stoted
al room temperature below 30°C.
Reconstiluled suspension should be
stored at room temperature below
25'C and used vdthin 14 days.

Keep out of reach of children

Read the leaflet earefully before use
Shake bottle well before each use
IManufacturing Site:

DEVA Holding A.S.

Cerkezkdy Organize Sanayi Bolgesi,
Karaafjag Mah., Atatork Cad., No: 32
Kapakli - TEKIRDAG/TURKEY

8 lgg05251285584
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Rx Thudc nay chi ding theo don thude

P AT FIXEF 100 mg/5 ml

- Dny powder for Pediatric Oral Suspension
cO PH ::‘;?__\ Dé xa tam tay tré em
D ‘fj‘ Lc;iégq upng din sir dung truéce khi ding
: \& _PHARBACO /= :
1.THANH PHAN CONG THUC THUOC:
Mbi 5 ml hén dicmm—k'ﬁi' oan nguyén chira:
Thanh phan hoat chat: Cefixim (dudi dang Cefixim trihydrat) .............. 100 mg

Thanh phan ta dwoc: Saccharose, gobm xanthan, natri benzoat, huong qua mam xéi, colloidal

silicon dioxid.
2. DANG BAO CHE
Bt pha hdn dich.

Mé ti dang bao ché: Bot mau tring dén triing nga, sau khi hoan nguyén dugc hén dich mau tring

dén tring nga huong qua mam xdi.

3. CHI PINH:
FIXEF 100 mg/5 ml dugc chi dinh ¢ nguoi 1on va tré em 6 thang tudi trér 1én trong cac
truomg hop sau:
- Nhiém khuin dudng tiét niéu khong bién chimg do cac ching Escherichia coli va Proteus
mirabilis nhay cam.
- Viém tai gira do cdc chung Haemophilus influenzae, Moraxella catarrhalis va
Streptococcus pyogenes nhay cam.
- Viém hong va amidan do Streptococcus pyogenes nhay cam.
- Pot cip cia viém phé quan man tinh do Streptococcus pneumoniae va Haemophilus
influenzae nhay cam.
- Bénh lau khong bién chimg (co tir cung/ni¢u dao) gdy ra boi cac chung Neisseria
gonorrhoeae phén 1ap nhay cam (sinh penicillinase va khéng sinh penicillinase).
Pé giam su phat trién cta vi khuan khang thudc va duy tri hiéu qua cia cefixim ciing nhu
cac khang sinh khac, chi nén sir dung cefixim dé diéu tri cac bénh nhiém khuin da duoc
chimg minh hodc nghi ngd cao la do vi khuin nhay cam gay ra. Can xem xét cac thong tin
nudi cdy va tinh nhay cam trong viéc lua chon hodc thay dbi phac d6 khang sinh. Néu khéng
¢6 céc thong tin trén, dich t& hoc va md hinh nhay cam tai dia phuong c6 thé gop phan vao
viéc lya chon phac d6 theo kinh nghiém.

4. CACH DUNG, LIEU DUNG:

Liéu diing

Ngueoi lon
Lidu cefixim khuyén cdo 1a 400 mg/ngay. Dé diéu trj bénh 13u ¢d tir cung/niéu dao khong

bién chimg, nén dung liéu duy nhét 400 mg. Trong diéu tri nhiém khudn do Streptococcus
pyogenes, thoi gian diéu tri it nhit 1a 10 ngay.

Tré em (6 thang toi tro lén)

Liéu khuyén céo 1a & mg/kg/ngay, co thé dung | lan hodc chia lam 2 lan/ngay (mdi 12 gio)

/‘L e
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Bang liéu goi y theo khoang cin ndng ¢ tré em:

Can ning (kg) Liéu/ngay (mg) Liéu/ngay (ml)
5=7.5 50 2.5
7,9-10 80 4

10,1 -12,5 100 5

12,6 - 20,5 150 Tl

20,6 - 28 200 10

28,1 -33 250 12,5

Tré ndng trén 45 kg va trén 12 tudi nén dung liéu nhu licu khuyén cdo ¢ nguoi lon.

Trong diéu tri nhiém khuin do Streptococcus pyogenes, thoi gian diéu tri it nhét 1a 10 ngay.
Bénh nhan suy than

Bénh nhin c6 dd thanh thai creatinin > 60 ml/phut dung lidu binh thuéng. Liéu cho bénh

nhin truong thanh suy thin duoc trinh bay ¢ bang dudi. Chay than nhén tao va tham phéan

phiic mang déu khong thé thai trir thude ra khoi co thé mot cach c6 ¥ nghia.

Thanh thai creatinin (ml/phut) Liéu/ngay (ml)

> 60 Liéu thong thudng
21 - 59 hodc chay than nhan tao 13

< 20 hodc tham phan phiic mac lién tuc 8.6

Cach diung

Pé hoan nguyén FIXEF 100 mg/5 ml, lam theo cac budc sau:

- G nhg vao chai dé lam toi bjt

- Thém nuéc dun soi dé ngudi dén 2/3 vach trén chai va lic manh. Cho 5 phat.

- Thém nudc dun sbi dé ngudi dén vach trén chai (1/3 con lai) va lac k.

- Udng liéu theo chi dinh cta bac si, dung thia dong di kém.

Lic ky trrde mdi lan sir dung.
Sau khi diing, dong nip chai ngay 1ap tirc.

Bao quan hén dich sau hoan nguyén trong vong 14 ngay & nhiét do dud 25°C. Khong dung
hén dich da hoan nguyén sau 14 ngay. Khéng bao quan trong ti lanh.

5. CHONG CHI PINH:
Min cam véi cefixim hodc cac cephalosporin khac hodc bat ky thanh phz‘“m nao cia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Phdn irng qud man
Phan img phan vé/phan v¢ (bao g0m soc va tir vong) da dugc bao cio voi cefixim.
Trude khi diéu tri, diéu tra k¥ tién sir ciia bénh nhan xem truge day bénh nhén c6 gip phan
{mg qua man vdi cephalosporin, penicillin hodc cic thudc khac hay khong. Thén trong khi
st dung & bénh nhian man cam voi penicillin, vi qua min chéo giita cac khang sinh beta-
lactam d dugc ghi nhan va c6 thé xay ra & 10% bénh nhan cé tién sir di (mg v&i penicillin.
Néu xay ra phan {mg di timg, ngimg thude.

Tiéu chday do Clostridium difficile
Tiéu chay do Clostridium difficile (CDAD) d dugc béo cdo véi gan nhu tat ca cic khang
sinh, bao gdm cefixim, mic dd nghiém trong co thé tir tiéu chay nhe dén viém dai trang gia
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mac gy tir vong. St dung khang sinh lam thay ddi hé vi sinh vét binh thudng cua dai trang
dan dén sy phat trién qué mirc cia Clostridium difficile.

Clostridium difficile sinh doc t5 A va B gop phén vio tién trién cia CDAD. Cac ching
Clostridium difficile sinh hypertoxin lam ting ty 1¢ méc bénh va tir vong, vi ching co thé
chéng lai tri liéu bing khang sinh va cé thé phai tién hanh phiu thuat cit bo. Xem xét
CDAD & tit ca cac bénh nhan bi tiéu chay sau khi sir dung khang sinh. Can xem xét tién sir
ding thude cin than vi CDAD da dugc bao cdo xdy ra trong hon hai thang sau khi dung
khang sinh.

Néu nghi ngo hoac chan doin CDAD, trong truong hop khang sinh dang ding khong co6 chi
dinh chéng lai Clostridium difficile, c6 thé can phai ngimg thudc. Quan 1y dich co thé va
chat dién giai phi hop, bo sung protein, diéu tri bing khang sinh chéng lai Clostridium
difficile va danh gia phau thuat & bénh nhén.

Hiéu chinh liéu & bénh nhén suy thin

Hiéu chinh liéu & bénh nhén suy thin ciing nhu bénh nhan loc mang bung lién tuc ngoai tri
va bénh nhin chay thin nhan tao. Theo doi can than cac bénh nhin loc mau ngoai than.

Déng mau

Cephalosporin, bao gom cefixim, ¢6 thé 1am giam hoat dong prothrombin. Nhirng bénh nhan
¢ nguy co bao gdm bénh nhan suy than hodc gan, suy dinh dudng, diéu tri khang sinh kéo
dai va bénh nhén truéc d6 da én dinh khi diéu tri bing thudc chong dong mau. Theo doi thoi
gian prothrombin & nhitng bénh nhén c6 nguy co va chi dinh vitamin K néu can.

Sir phit trién ciia vi khudn khding thuéc

Viéc ké don cefixim trong truong hop khong co nhidm khuin da dugc chimg minh 1 khéng
mang lai 1¢i ich cho bénh nhén va lam ting nguy co phat trién vi khuén khang thude.

Trée em

An toan va hiéu qua cta cefixim & tré em dudi sau thing tudi chua dugc thiét lap.

Nguwoi gia

Chua c6 du dif liéu tir cc thir nghiém lam sang vé viéc dung thuc & bénh nhén > 65 tudi.
Kinh nghiém lam sang cho thiy khéng c6 sy khac biét gilra ngudi gia va tré. Mot nghién ciru
dugc dong hoc ¢ ngudi cao tudi cho thay co sur khac biét nho vé cic théng s6 duoc dong hoc
va khong can thiét phai hiéu chinh liéu.

Ta dugc

Saccharose
Bénh nhin bi roi loan di truyén hiém gap nhu khong dung nap fructose, kém h:ip thu
glucose- galactose hodc thiéu hut enzym sucrase-isomaltase khong nén dung thudc nay.
Natri benzoat
Thudc nay cé chira 2,625 mg natri benzoat trong mdi 5 ml hdn dich sau hoan nguyén.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nit ¢o thai
Phén loai B theo hé thong phan loai thude diing cho phu nit c6 thai ciia FDA.
Nghién ciru trén dong vat khong cho thay cefixim gdy hai cho thai nhi. Khong c6 du cac nghién
clru & phu nir mang thai. Do khong thé dur doan dap (mg & nguoi tir cac nghién ciru trén dong vat,
chi sir dyng thude nay trong thai ky khi thét su can thiét.
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Phu nii cho con bu
Hién chua 1o cefixim ¢6 dwoc bai tiét vao sita me hay khéng. Cén nhéc ngimg cho con bi tam
thoi khi dang diéu tri bang cefixim.

8. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khéng co thong tin cho thay cefixim c6 anh huéng truc tiép dén kha ning lai xe va van hanh
may moc. Tuy nhién, bénh nén hoic tac dung khong mong mudn cua cefixim (vi du: roi loan
tiéu héa) vin co thé anh huong dén kha ning l4i xe va van hanh may moéc & bénh nhan.

9. TAC DUNG KHONG MONG MUON CUA THUOC:

Trong cdc thir nghiém lim sang
Phin {mg bt loi thudng gip nhit 1a cac bién ¢b trén dudng tiéu hoa, bao gdm: tiéu chay, phan
long hodc di ngoai nhiéu l4n, dau bung, budn nén, kho tiéu va day hoi.
Ty 1& gip cac phan (mg bat lgi trén dudng tiéu hoa o tré em (bao gdm tiéu chay va phan long)
twong tu nhu & ngudi lom.

Sau khi thube dwge lwu hanh
Hé tiéu héa: Viem dai tring gia mac, co thé xay ra trong hodc sau qua trinh diéu tri.
Phan img gué mdn: Phan img phan vé&/phan vé (bao gdm sbc va tir vong), phat ban, ndi mé day,
sot do thude, ngira, phit mach va phi mat. Ban do da thé, héi chimg Stevens-Johnson va céc
phan {mg giéng nhu bénh huyét thanh.
Gan: Ting AST, ALT, phosphatase kiém thodng qua, viém gan, vang da.
Than: Tang BUN hodc creatinin thoang qua, suy than cép.
HE than kinh trung womg: Nhirc dau, chong mat, dong kinh.
Meau va hé bach huvét: Giam tiéu ciu thodng qua, giam bach cau, giam bach cau trung tinh, kéo
dai thoi gian prothrombin, ting LDH, gidm ba dong té biao mau, mat bach cau hat va ting bach

cau 4i toan.

Can ldm sang: Tang bilirubin mau.

Phdn tmg bét loi khéc: Ngira bd phan sinh duc, viém am dao, nhiém nam candida, hoai tir biéu
bi doc hai.

Cdc phdn img bét loi da duoe bio cdo doi véi cdc thuée thuée nhom cephalosporin: Phan img
di img, bi nhiém, roi loan chirc ning than, ddc tinh trén thin ddc, rbi loan chirc ning gan bao
gbm i mat, thiéu mau bit san, thidu mau tan huyét, xuit huyét va viém dai traing. Mgt )
cephalosporin co lién quan dén viéc kich hoat cic con dong kinh, déac biét khi khong giam lidu &
bénh nhan suy than. Néu xdy ra dong kinh, ngimg thudc. C6 thé chi dinh thudc diéu tri dong
kinh néu cin.

10. TUONG TAC, TUONG KY CUA THUOC:

Tuwomg tic ciia thubc
Carbamaczepin

Pi ¢6 bao cao ding dong thai voi cefixim 1am ting nodng d carbamazepin. Theo doi viéc ding
thudc dé phat hién s thay ddi nong do carbamazepin huyét twong.

Warfarin va thuoce chone dong mdu

Tang thdi gian prothrombin, ¢6 hodc khong co xuat huyét trén 1dm sang.

Xét nohiem cdan lam sang

Duong tinh gid véi ceton niéu trong cdc xét nghiém sur dung nitroprussid.
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Dwong tinh gia v6i glucose niéu khi st dung Clinitest, dung dich Benedict hodc dung dich
Fehling. Nén str dung cdc xét nghiém glucose dua trén cic phan (mg glucose oxyase enzym/
Duong tinh gia xét nghi¢m Coombs truc tiép.

Tuong ky, clia thuéc

Do khéng 6 céc nghién ciru vé tinh tuong ky cta thude, khong tron 1an thude ndy véi cic thude
khac.

11. QUA LIEU VA CACH XU TRi:

Phan {mg bit loi & mét luong nhé céc tinh nguyén vién khoe manh ding liéu duy nhét dén
2g cefixim khong khac biét so voi bénh nhan dung liéu khuyén cdo.

Trong trudng hop qué lidu, co thé chi dinh rira da day. Khéng c6 thube gidi doc dic hiéu.
Chay than nhan tao va thim phan phic mac khéng thé thai trir cefixim mét cach co y nghia.

12. PAC TINH DUQIC LUC HOC:

Nhom duge ly: Khang sinh ding duong toan than, cephalosporin thé hé ba.

Mi ATC: J01DDO08

Co ché tic dung

Cefixim 13 mot khang sinh cephalosporin ban tong hgp. Co ché tac dung la {ic ché tong hop
thanh té bao. Cefixim 6n dinh trong diéu kién c6 mat mot sb enzym beta-lactamase. Do do,
mét sO chiing sinh beta-lactamase khang penicillin va mot s6 cephalosporin khac cé thé nhay
cam voi cefixim.

Khdang thube

Haemophilus influenzae va Neisseria gonorrhoeae phan 1ap thudomg khang cefixim do bién
ddi protein gin penicillin (PBP). Cefixim co6 hoat tinh han ché chong lai Enterobacteriaceae
sinh beta-lactamase ph6 m& rong (ESBL). Cac ching Pseudomonas, Enterococcus, cac
chung Streptococci nhom D, Listeria monocytogenes, hiu hét cac ching Staphylococci (bao
gdm ca cdc ching khang methicillin), hau hét cic ching Enterobacter, hau hét cic ching
Bacteroides fragilis va hau hét cac chung Clostridium déu khang cefixim.

Hoat tinh vi sinh
Cefixim di duge chimg minh 13 c6 hoat tinh chéng lai hau hét cac chiing vi sinh vét sau day,
cé trén in vitro va nhidm khuén 1am sang.
- Vi khuin gram duong: Streptococcus pneumoniae, Streptococcus —pyogenes.
- Vi khuéan gram am: Escherichia coli, Haemophilus influenzae, Moraxella catarrhalis,
Neisseria gonorrhoeae, Proteus mirabilis.
Cefixim c6 hoat tinh chéng lai cac chiing sau trén in vitro, nhung ¥ nghia 1am sang chwa rd.
- Vi khuén gram duong: Streptococcus agalactiae
- Vi khuan gram am: Citrobacter amalonaticus, Citrobacter diversus, Haemophilus
parainfluenzae, Klebsiella oxytoca, Klebsiella pneumoniae, Pasteurella multocida, Proteus
vulgaris, cac chung Providencia, cic chung Salmonella, Serratia marcescens, cac chung
Shigella.

13. DUQC PONG HOC:

Hip thu
Hn dich udng duge hip thu khoang 40% dén 50% du duoc udng cling hodc khong ciing
bira an. Tuy nhién, hap thu toi da xay ra khoang 0,8 gior khi dung thude cting bira an.



https://trungtamthuoc.com/

Phdn bo

Lién két vai protein huyét thanh khoang 65%, khong phu thude vao nong do. Sau 14 ngy sir
dung, thudc it su tich iy trong huyét thanh hodc nudc tiéu.

Chuyén héa

Khéng ¢6 bang chimg vé& sur chuyén héa cia cefixim trong diéu kién in vivo.

Thai trir

Khoang 50% lidu hip thu thai trir dudi dang khong dbi qua nudc tiéu trong 24 gid. Trong
Trong cac nghién ci trén dong vit, cefixim cling dugce thai trir qua mit voi lugng > 10%
liéu ding. Thoi gian ban hay trong huyét thanh ctia cefixim & ngudi khoe manh khong phu
thudc vao liéu, trung binh tir 3 dén 4 gio nhung ciing ¢ thé 1én dén 9 gid.

Déi twgng dac biét

Newdi gia: AUC trung binh & trang thai én dinh cao hon khoang 40% so v6i ngudi truong
thanh khoe manh khac. Tuy nhién, su gia tang nay khong c6 y nghia lam sang.

Suv thdn: O bénh nhan suy giam chirc ning than trung binh (thanh thai creatinin 20-40
ml/phit) va nang (thanh thai creatinin 5-20 ml/phut), thoi gian ban thai trung binh trong
huyét thanh ciia cefixim bi kéo dai lan luot dén 6,4 gio va 11,5 gid. Théam tach mau hodc
thAm phan phiic mac khong thai trir thude mét cach c6 ¥ nghia.

14. KHUYEN CAO

Khéng co.

15. QUY CACH PONG GOl

Hop x 1 chai thay tinh loai 1l mau hé phach ndp van, dung tich 100 ml, ¢4 chai lam ning 28
PP va nip diy chdng tré em mau tring 1am bing polypropylen.

16. PIEU KIEN BAO QUAN:

Chai chua mé bao quan & nhiét d§ phong dudi 30°C. Hén dich sau khi hoan nguyén bao
quan & nhiét dd dudi 25°C va sir dung trong vong 14 ngay.

17. HAN DUNG CUA THUOC

24 thang ké tir ngdy san Xuat.

18. TIEU CHUAN CHAT LUQNG

Tiéu chuén co s&

19. TEN, PIA CHi CUA CO SO SAN XUAT THUOC:

DEVA HOLDING A.S.
Cerkezkoy Organize Sanayi Bolgesi, Kararagac Mah., Ataturk Cad., No:32 Kapakli-Tekirdag
— Thé Nhi Ky



