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PHAN I: HUONG DAN SU DUNG THUOC CHO NGUOT BENH
1. Tén thube: GREENFIXTME 200
2. Cic khuyén cdo:

“POC KY HUONG DAN SUDUNG TRUOC KHI DUNG

DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC STHOAC DUGC ST
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
THUOC NAY CHI DUNG THEO PON CUA BAC 8T~

3. Thanh phiin, him legng cia thude
Cefixim (dimg durdi dang cefixim trihydrat)i. ... et 200 mg
Calei hydrogen phosphat, Avicel PH 102 (hat cellulose [ﬁng hop), starch 1500 (tinh bét ngd),
magnesi stearat vir du 1 vién nang cimg,
4. Mo ti sian phim
Vién nang clmg mau tring — hong, bén trong ¢6 chira bt thude mau tring ngi
5. Quy cach dong goi
Hop 1 vix 10 vién nang cing
[op 2 vi x 10 vién nang ciing
6. Thude ding cho bénh gi?
Nhiém khuan dudng tiét niéu khong bién chimg do cdac ching nhay cam E coli hodic Proteus mirabilis va mot )
gidi han triromg hop nhiém khudn dudng tiét nigu khéng bién ching do cac true Khuin Gram — am khic nhur
C Hra)'nn:'mr spp., Enterobacter spp., Klebsiella spp., Proteus spp.
Mot s6 tr uong hop viém thén, bé thian va nhiém khuin dudng tiét ni¢u co bién chimg do ciac Enterobacteriacear
nhay cam.
Viém tai gitta cip do Haemophilus influenzae (ké ci cic ching tiét beta-lactamase), Moraxefla catarrhalis ( ké
cd cdc ching tiét beta-lactamase), Streptococcus pyogenes.
Viém hong va amidan do Streptococcus pvogenes.
Viém phé quan cip va man do Streptococcus pneumoniae hoic Haemophitus influenzae hoidc Moraxella

catarrhalis. !

Viém phoi nhe dén vira, ké ca viém phdi mic phai tai cong dong.

Bénh liu chia cé bién chimg do Neisseria gonorrhoeae (ké ca cic ching tiét beta-lactamase); bénh thwrong han
do Salmonellatyphi (ké ci ching da khing thude); bénh ly do Shigella nhay cam (ké ca cac ching khang
ampicillin).

7. Nén dimg thude nay nhu thé nio va liéu luong?

Ciach dimg

Ding dudng udng. Ding theo sy chi dan ciia thay thude

Liéu ding: Ngudi 16n v té em trén 12 tudi hofic cin nang > SOkg: liéu thudmg ding tir 200- 400 mg/ ngay ¢
thé dimg 1 [an hodc chia 2 lan cich nhau 12 gio.

D¢ dicu tri lau khang bién chitng do Neisseria gonorrhoeae (ké ci nhimg chimg tiét beta-lactamase): dung liéu
400 mg (ding mét lan duy nhat, phdi hop thém véi mat khang sinh ¢6 hidu qua ddi véi Chlamydia do co kha
niing bi nhiém ciing lic). Liéu cao hon (800 mg/lin) ciing da duge ding dé diéu tri bénh Igu. Vi bénh lau lan toa
di didu trj Khai dau bang tiém cefiriaxon, cefotaxim, ceftizoxim hodic spectinomycin, nguai lon dimg 400 my
cefixim, 2 1an/ ngay, ding trong 7 ngiy.

Khi ¢6 suy thin ¢in diéu chinh lidu cho phit hgp.

Diéu tri lau khong bién thrn!: do Neisseria gonorrhoeae cho tré em > 8 tudi v-.n can ning > 45 kg dang liéu 400
mg (ding mot Fin duy nhit), phdi hop thém véi mét khang sinh ¢6 hiéu qua ddi vai ¢ h.:amyn’.fu do ¢d kha ning bj
nhiém ciing e,

Thoi gian diéu tri: thy thudce loai nhiém Khudn, nén kéo dai thém 48-72 it sau khi cdc triéu chimg nhiém khudn
da hét. Thoi gian diéu tri thong thuwdmg cho nhiém khudn dudng tiét ni¢u khiong bién chimg va nhiém Kkhudn
dudmg ho hip trén tir S — 10 ngdy (néu do Streptocaccus nhom A tan mdu beta: phai diéu tri it nhit 10 ngay dé
phong thip tim hoiic viém cau thin), nhiém khudn duomg ho hip dirdi va viém tai gitra: 10 - 14 ngay.

Déi vai banh phdn suy than:

O nhitng ngudi bénh ¢6 do thanh thai creatinine > 60 ml/ phit: klmnu cin d'2u chinh liéu.

O nhitng ngudi bénh ¢d dd thanh thai creatinine < 60 ml/ phit: liéu va/hoiic s6 1an dua thude phéi thay déi tiy
theo mire 4 suy thin.

Naudi lén ¢6 do thanh thai creatinin < 20ml/phit, ding liéu cefixim 200me/ngay.
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Do cefixim khong mét di qua tham tach mau nén nhiig ngudi bénh chay than nhén tao va loc mang bung khong
ciin b sung liéu cefixim,

8. Khi nio klmug nén diing thude nay?

Ngudi bénh 6 tién sir qua man véi cefixim hodc véi cac khéng sinh nhom cephalosporin khéc, ngurdi ¢6 tién st
56¢ phan vé do penicilin hofic d! {rng v6i thanh phén khac cia ché pham thude.

9. Tae dung khong mong muin

Greenfixime 200 thuong dung nap 6. Phin lén cac phan (mg bt lpi quan sat thiy trong céc Ihu nghiém lam
sing déu ¢b tinh tir nhién va tu han ché.

R6i logn hé thong mau va bach | Eosinophilia

huyét: Hypereosinophilia
Sw miét bach cau hat
Giam bach cau

Suy giam thin kinh
Giam bach cau

] ¥ Thiéu mau huyét

- Giam tiéu cau

Téc huyét khoi
Tiéu hoa: Bau bung

Bénh tiéu chay*
Chitng kho tiéu
Budn non

Nén
Ciing thang
Roi loan gan mit: Ving da
I . 2 I3 & P i p .
Nhiém trimg v nhiem khuan; Viém dai tring gia mac
Xeét nghigny: Tang aspartate aminotransferase
' Alanine aminotransferase tang lén

Téang bilirubin méu
Urea mau ting lén
Ting creatinine médu
RGi loan hé than kinh: Chéng mat

Pau diu

R loan ho Inip, léug ngire va p]léi: Khé thé

Réi loan thin va tiét niéu: Suy thén cfzp tinh bao gf?rm viém thin két mac mb mac nhu la
mét bénh Iy co ban
Roi loan hé thong mien dich, rdi | Phan (g phan vé
loan da va md dudi da: Phin img giél}g bénh tat & huyét thanh
Phat ban thuoe vai eaosinophilia vi cac triéu chimg toan than
(DRESS)
Naira
Phat ban
S6t ma tiy
Bau khép
Nhiém erythema multiforme
Hoi chimng Stevens-Johnson
Hoai tir biéu bi dje
| Phi né
[ May day
Pyrexia
Phi mit
KChang sinh
Viém am dao
Cée phan img phu dwge dé cip & trén da duge quan sat trong eac nghién ciru lam sang va trong qua trinh st
dung,

Greenfixime 200 — vién nang eimg, TN 31931 bd sung HSPK theo CV 21150/QLD-DK ngay 15/12/2017 Viv thdng bio KO thim dinh, Nam 2017
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cdo; Diéu nay da thinh thoang dam bao nglmg d1eu In Nén ngum. dinw Greenfi
chay duoce ghi nhén

Xir tri tic dung khéng mong mudn:

Thong bio cho bac si nhiing téc dung khéng mong mudn gip phii khi dimng thudd
10. Nén trinh diing nhitng thuée hoiic thue phim gi khi dang sir dung thude nay?
Thube nén tranh )
Probenecid lam ting nong do dinh va AUC ciia cefixim, giam ¢ thanh thai coa than va thé tich phin bé cia thude,
Thube chéng déng mau: Gidng véi cac cephalosporin khée, cefixim lam tang thoi gian prothrombin da duoe ghi
nhdn & mét vai bénh nhin. Vi vy, nén thin tong khi dimg thude chong déng méau. Cefixim nén duoc ding thin
trong véi nhiing bénh nhin ding thude chéng dong mau coumarin, vi dy: warfarin kali. Vi cefixim ¢6 theé lam
lang tic dung cia thude chong dong miu, thoi gian prothrombin kéo dai ¢b hoiie khéng kém thee chay mau
Carbamazepin udng ciing cefixim lam ting nong dé carbamazepin trong huyét tuong.

Nifedipin khi uéng cling cefixim lim ting sinh kha dyng cla cefixim biéu hién lam ting ndng 46 dinh va AUC,
Hoat lire et cefixim ¢6 thé ting khi ding cling véi cde tac nhin gly acid uric nigu.

Cefixim c6 the giy giam hoat luc ctia vacein thirong hin,

Ciie trong tice khie

Phén (img duong tinh gia voi glucose trong nude tidu c6 thé xay ra véi cac dung dich Benedict hay Fehling hodc véi
vién thir nghigm ddng sulfat, nhung khdng xay ra véi ede xét nghiém dya trén phan (mg enzym glucose oxidase.

Mét xét nghiém Coombs duong tinh gia da duge béo cdo trong qué trinh diéu tri Khdng sinh cephalosporin, do
d6 edn phiii nhin biét r:ﬁng xét nghi¢m Coombs dirong tinh ¢o thé 1a do thudc

Thue phim nén trinh: Chua thiy tii liéu nao néi ve vin dé nay.

11, Cin lam gi khi m{t lin quén klmng ding thude?

NLlT ban quén uouj., mét liéu, hay udng ngay khi nhé ra. Tuy nhién, néu 1lm| gian quén gan thoi gian ubng licu ké
lI.Lp bo qua licu da L]m.n khong nén dum. liéu =!'ip déi dé bu cho lidu da quén

12. Ciin bio quéin thube nay nlm' thé nao?

D& noi khd, nhiét 46 khéng qua 30°C, tranh anh sang.

13. Nlu‘uag diu hi¢u va tri¢u ching khi ding thude qui licu?

Khi qua licu cefixim ¢ thé ¢6 triéu chirng co giat,

14. Ciin phiii lam gi khi ding thude qtui liéu Kkhuyén cio?

Do Idrong ¢ thube diéy tri dac hi€u nén cha yeu dlut tri tricu leue Khi Ln triéu chimg (.|I.Id lidu, phii ernu
thude ngay vi Xa tei nhu saw: ria da diy, co thc ding thude Lhnng co pidt néu ¢o chi dinh lam sing. Do thude
Khong loai duge [Y'IIIU tham phin mau nén khong chay tlls}n nhan tao hay loc ming bung.

15. Nhirng ﬂleu ciin thiin trong Khi {lung thude nay?

Trude khi bit diu diéu tri bang cefixim can diéu tra ky v ticn sir di dmg cta nguoi bénh dbi vai penicilin va céc
cephalosporin khdc do c¢o sw qua min chéo giita cdc khang sinh nhom bn:la—!auam, bao gém: penicilin,
cephalosporin va cephamycin,

Than lmng Khi ding celixim kéo dai o nguoi o tién sir bénh dudng tiéu hoa va viém dai trang vi co nguy oo lam
phat trién qua mtre cic vi khuin Khing thude. Dic biét 1a Clostridium difficile & rudt 1am ia chay ning, cin phai
ngig thude va diéu Irg lmn&, cac khang sinh khic. Ding cefixim dai ngay c6 thé din dén boi nhiém vi khudn chi
(r rudt hode nhiém khudn tram trong cic vi khuin khéng nhay c&m. Can theo ddi nguriri bénh ding cefixim cin
thin dé kip thai diéu tri néu c6 boi nhiém Xay ra.

Liéu vi/hode s6 lin ding thube can phai giam & nhimg ngudi bénh suy thar, bao gom ci nhitng ngudi bénh dang
loc mau do nong do cefixim trong huyét trong & nguti suy thin cao hon va kéo dai hon so v6i nhirng ngudi bénh
co chire nang thin binh thudng.

DI v6i tré dudi 6 thang tudi: cho dén nay chua c6 dir licu vé do an toan va hidu luc cia cefixim .

Dii vivi npwoi cao tuoi: nhin chung khong ciin dicu chinh liéu, trir khi co suy giam chire nang thin (dg thanh thai
creatinin < 60ml/phit).

Phuy nir ¢6 thai via cho con bu

Cefixim duge liét qua sirta me voi luong nho. Vi viy nén than trong khi sur dung thude cho phi nir cho con bii, va
cd thé tam ngimg cho con bt trong thii gian me udng thude.

Thei ky mang thai: chi st dung cefixim cho nhiing truong hop nay khi that can thiét.

Thdi ky cho con btz cefixim nén s dung cho phu niv cho con bit mét cach thin trong va co thé tam ngimg cho
con bu trong tho gidn dimg thude.

Tée djng cua thude khi l4i xe va viin banh may moc

Nén can trong sir d;mg thude khi dang van hanh may moc va lai xe vi co the gdy cac tri¢u chimg: dau dau, chong
mat, bon chdn, méit ngii, mét moi, con dong kinh.

Greenfixime 200 - vign nang eimg, TN 31931 bd sung HSDK thea CV 21150/QLD-DK nady 15/122017 Wiy théng bio KQ thim dinh Mam 2017




|

https://trungtamthuoc.com/ 479

16. KNi nho cin th‘lill viin bic si, dirge si?
Khi gdp nhitng tic uung khéng mong mudn hodc néu c.jn thém théng tin xin hoi ¥ kién bac si hoiic dwge si.
17. Han dimg ciia thude: 36 thing, ké tir ngay san xut.
18. Tén, dia chi, biéu twong cia co 8d sin xuét
v Chi nhanh CTCP Armephaco - Xi nghiép Dugc phﬁm 150
Y 112 Tran Hung Dao — P. Pham Ngii Lao - QI - TP. 14 Chi Minh

DT: (028) 38367413 - (028) 38368554
F
SREhANA Fax: 84 - 28 - 38368437
19. Neay xem xét sun doi, cip nhit lai ndi dung hudng diin sir dung thude
La ngay duge Cuc QLD-BYT pln. duyét kln L'I]J so dang ki hru ]1'111I1 thude hodc ngay phé duyét cac ndi dung |

thay ddi, cip nhat to hudng dan st dung gan nhat.

Greenfixime 200 — vién nang cimg, TN 31931 bd sung HSDK theo CV 21 150/QLD-DK ngiy 1571272007 Viv thing bite KO thidm dinh, Manr 2017
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PHAN I1: HUONG DAN SU DUNG THUOC CHO CANBQ Y TE
1. Tén thube: GREENFIXIME 200

2. Thinlk phin ciu tao ciia thudc

Cefixim (ding dudi dang cefixim Urihydrat)...o.o i 2000y
Calei hydrogen phosphat, Avicel PH 102 (hat cellulose tong hep). starch 1500 (tinh bit NgD)
magnesi stearat viree ¢ | vién nang cung.
3. Dang bio ché

Vién nang cing

4. Cie die tinh duge lye hoe, duge djng hoc
Leai thude: Khdng sinh cephalosporin thé hé thir 3
Mia ATC: J01DDO03

<+ Duge Lue Hoe .
Cefixim 1a khang sinh thude nhom cephalosporin thé hé thir 3, duge ding theo duong ubng. Thude cb tic dung
diét khudn, Co ché diét khuan eiia cefixim twong tw nhu cla cée cephalosporin khéc: gén vdo céc protein dich
(protein gn penicilin) gay tic ché qua trinh tong hop mucopeptid & vich té bao vi khuin. Co ché khang cefixim
. ciia vi khudn 13 giam ai luc cba cefixim d6i véi protein dich hofic gidm tinh thim ciia mang té bao vi khudn dbi
véi thude.
Celixim ¢ d0 bén vimg cao véi sy thiy phan clia beta-lactamase md hoa boi gen ndm trén plasmid vi
chromosom. Tinh bén viimg véi beta- lactamse ctia cefixim cao hon cefaclor, cefoxitin, cefuroxim, cephalexin,

cephradin.

Phé khang Khuan:

Cefixim ¢6 tac dung doi voi cac ching vi khuin sau:

Vi khudn wa khi Gram duong:

Céu khudn wa khi Gram dwong: Streprococus pyogenes (lién ciu khudn tin huyét beta nhom A), 8. agalactioe
(lién cﬁ_u khudn nhém B) va lién cau khudn nhém C, F va G; mot 56 ching S. pnenmoniae.

Vi khudn wa khi Gram am: Cefixim 6 tac dung véi Neisseria meningitidis, N. gonorrhoeae tiét hodic khong tiét
penicilinase. Thude ciing ¢6 tic dung in vitro déi voi N, gonorrhoeae khing penicilin qua trung gian nhiém sic
thé hoic khéng tetracyclin qua trung gian plasmid. Cefixim ¢6 tde dung in vitro vii da s& H. influenzae tiét hoic
khéng tiét beta — lactamase va H. parainfluenzae,

In virre cefixim ¢o tac dung véi Moraxella cararrhalis. da & Enterobacteriaceae, nhiéu chimg E. cofi,
Citrobacter freundii, K. pneumoniae vi P. mirabilis khang cic khing sinh khie, Salnionella ryphi khang
ampicilin, cloramphenicol va/ hoic co-trimoxazol.

Vi I:.huﬁn ky khi:

Xodn khuan (Spirochetes): cefixim ¢6 mdt vai tic dyng 461 voi Borrelia burgdorferi 1 nguyén nhin giy bénh
Lyme.

Khing thuoe:

Cefixim bi thiy phan boi beta — lactamase cua Enterobacter, Klebs ella oxploca, Proreus vulgaris va
Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae, Flavobacterium vi Bacteroides fragilis.
Hau hét cic ching Staphylocacci, Enterococei va Listeria spp. khéng con nhay cam voi celixim. Enterobacter
spp., Psendomonas aeruginosa va Bacteroides spp. da khing cefixim. Cefixim ¢ hoat tinh in vitro han ché trén
cic vi khudn ky khi, hiu hét cde ching Clostridia (gom C. difficile) da khang thube.

Cic vi khuan ua kbi gram dwong: cic ching S, pneumoniae khing penicilin duge coi la khing cefixim, Pa sb
lién ciu khudn nhém D va . viridans thudng coi li khing cefixim. Cefixim khong c6 tic dung in vifro abi voi
ty cu tiét hoac khong tiét penicilinase bao adm Staphylococus anreus, S. epidermidis vi §. saprophyticus,
Staphylecoccus khang methicilin.

True khuin va khi Gram dwong: Corynebacterium, Listeria monocytogenes thuomg khang cefixim,

Cée vi khudn wa khi gram am nhi Achromobacter xylosoxidans va Flavobacterivm meningosepricuni dd khing
cefixim, Nhiéu chiing Pseudomonas khang cefixim.

V& Chlamydia vi Mycoplasma: cefixim khong ¢ hoat tinh voi Chlamydia rachomatis va Ureaplasma
wrealyticun,

Cie ching vi khuin khang Cefixim:

Acrobic Gram dwong: Coryaebacterium diphtheriae, Enterococei, Listeria, Staphylococcus.

Aerobic Gram am: Acinetobacter, Citrobacter freundii, Psendomonas. Serratia.

Ky khi: trir Prevotella va Fusobacterium

<+ Duoc Ping Hoc

Sau khi ubng mét liéu don cefixim, chi cé 30 - 50% ligu duce hdp thu qua dudmg tiéu hoa , bit ké ubng trudc
hofie sau bita an, tuy toc dd hip thu ¢b thé giam khi udng ciing bira an,

Greenfixime 200 — vién nang cime, TN 31931 bé sung HSPK theo CV 21150QLD-DK nuay 15/12/2017 Vv thing biao KO tham dinh Nim 2017
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Khi uéng liéu don cefixim, nong do dinh trong huyét tuong dat khodng 2-3 microgam/ml
3,7 - 4,6 microgam/ml (d6i véi licu 400mg) va dat sau khi ubng 2-6 gio. 0 ngudi khoe gl
2 g dudi dang nang, nong do dinh huyet thanh va AUC ting khi liéu ting nhung khon
thu qua duong tiéu hoa giam Khi ting liéu.

Cefrxim klmng tich lily trong huyét tlnnh hodic nude tidu & ngudi ¢ chite nang thin A
nhiéu liéu, ngay mng 1-2 lan/ngiy. :
Nira dixi tmug huyet trong khodng 3 - 4 gir va ¢ thé kéo dai khi bj suy thin. Khoang 634
g’in vGi protein huw;:: tuong. Nia dot huyét thanh cta cefixim khong phu thuge vao dang thus
thuge vao I:c u. .
Théng tin vé sir phan bd cia cefixim trong cac mé va dich cia co thé con han ché. Sau khi unnw thude duge
phin bo viio mat, dom, amidan, niém mac xoang ham, mi tai gitra, dich vét bong, dich tuyén tién liét. Hién niy
- chua ¢o s6 ligu diy i vé nong d6 thude trong dich nio tay. Thube qua duce nhau thai va cé thé dat duoc ndng
do wrong ddi cao 6 mat nude tiéu,

Khodng 20% liéu unng (Im'u. 50% lidu hip thu) dige dao thai & dang Khong hren doi qua nude tiéu trong vong

24 gid. C6 161 60% liéu udng dao thai khang qua thin. Khéng cé bang chiing ve vé chuyén hoa nhimg cé thé mdt
|1Imn thude duge dao thai tir mét vao phan.

Thude khong loai duge bing tham tach mau.

3. Quy cich dong goi

Hop 1 vix 10 vién nang clmg

Hép 2 vi x 10 vién nang cimg

. 6. Chi dinh, licn dang, cich ding, t:lwng chi dinh

# Chidinh:

Nhidm khuin duimg tiét niéu khong bién chirng do cac chung nhay cam £ coli hoie Proteus mirabilis va mot s

wiéi han triemg hop nhiém khudn dudng tiét nigu khong bien chimg do cac trie khuin Gram — am khac nhu

Citrobacter spp., Enterobacter spp., Klebsiella spp., Proteus spp.

Mot s6 trudng hop viém than, bé than va nhiém khudn dudmg tiét ni¢u ¢o bién chimg do céc Entercbacteriacear

nhay cam.

Viém tai giira cap do Haemaophilus influenzae (ké ca cic ching tiét beta-lactamase), Moraxella catarrhalis ( ké
cd céic ching tiét beta-lactamase), Streptococcus pyogenes.

Viém hong va amidan do Streprococcus pyogenes.

Viém phé quin cip va man do Streptococcus pueumoniae hodc Haemophilus influenzae hode Moraxella

catarrhalis.

Viém phoi nhe dén vira, ké ca viém phdi mac phai tai cng dnnu

Bénh liu chira co bién chtmg. do Neisseria gonorrhoeae U\e cd cac ching tiét beta- lactamase); bénh thwong hin

do Salmonellatyphi (ké ca ching da Khing thude); bénh ly do Shigella nhay cam (ké ca cde chimg khang

ampicillin).

% Cach dung . . ’

Dimg duémg uong. Ding theo sy chi din cua thiy thude

% Liéu dimg

Nguoi [on va tré em trén 12 tudi hofic ¢an ning = S0kg: lidu thudng dimg tir 200- 400 mg/ npay cé thé dung |

li in hodic chia 2 14n cach nhau 12 gid.

Pé diéu tri lau khang bién chiing do Neisseria gonorr hoeae (ké ca nhiig ching tiét beta-lactamase): ding licu

400 mg (dimg mdt lan duy nhat phdi hop thém véi mét khing sinh €6 hiéu qua A6i voi Chlamydia do ¢ khé

ning bi n]mm clng lut.) Liéu cao hon (800 mg,al'm) cling di duge ding dé diéu tri bénh lau. Vai bénh 1qu lan

toa di didu tri khoi dau bing tiém ceftriaxon, cefotaxim, ceftizoxim hofic spectinomycin, ngudi lom ding 400
mg cefixim, 2 I}mf ngdy, ding trong 7 ngay.

Khi co suy thin can dicu chinh liéu cho phit hep.

Diéu tri 1au khong bién chimg do Neisseria p:om.rm’meae cho tré em > 8 tudi voi cin ning > 45 kg dunb lidu 400
mg (ditng mét lén duy nhit), phdi hop thém voi mot khiang sinh ¢6 hidu qua dé1 voi Chlamyedia do ¢ kha ning

bj nhiém cling lic.

Thai graﬂ dieu i my thudc loai nhiém khuan, nén kéo dai thém 48-72 gitr sau khi cic tricu dumg nhiém khudn

da hét. Thai gian diu tri théng tlur(‘mg cho nhiém khudn dudng tiét niéu khong bién chimg va nhiém khuan

dudng hd hip trén tir 5 - 10 ngay (néu do Srrepzococcus nhum A tan min beta: ph;u didu tri it nhét 10 ngay dé

phong thip tim hodic viém cau thin), nhiém khudn duemg ho hip dudi va viém tai gilta: 10 - 14 ngay.

D6i voi bénh nhan suy than:

( nhirng ngudi bénh ¢6 dg thanh thai creatinine > 60 ml/ phat: khong cén diéu chmh liéu.

O nhirng ngurisi bénh ¢6 dd thanh thai creatinine < 60 ml/ phut: lifu va/hoae sb lan dua thude phai thay déi tiy

theo mire do suy than,
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Ngudi lan e6 dg thanh thai creatinin <20ml/phit, ding liéu cefixim 200mg/ngay.
Do cefixim khong mét di qua tham tich miu nén nhitng nguoi bénh chay thin nhan tag
ciin bd %ng liéu cefixim.
%  Chong chi dlnh ;
\Igum bénh ¢b tién sir qua mén voi cefixim hofic véi cde khang sinh nhém cephalospori
sir s6c phan vé do penicilin hodc dj ting véi thanh phén khéc cua ché phim thude.
7. Cae trudng hop thin trong khi dung tlmuc
Trude khi bat diu diéu tri bang cehxnn chn diéu tra ky vé tién sir di (mg cia ngudi bénh dbi voi punulm va clc
cephalosporin khac do cé su quéi min chéo giita cac khdng sinh nhom beta-lactam, bao gom: penicilin,
cephalosporin vi cephamycin.
Thén trong khi ding cefixim kéo dai & ngudi co tién sir bénh dudng tiéu hoa va viem dai trang vi cd nguy co
- lam phat trién qua mirc cdc vi l\lman khéng thude. Dic biét la Clostridium difficile & rubt 1am ia chay nang, can
ph'n ngimg thude va diéun tr] b!’mg cac khang sinh khac. Dung cefixim dii ngdy co thé dan dén IJt,'n nhiém vi
khuin chi & rugt hoiie nhiém khuan tra.m trong cdc vi khuin khong nhay cam. Can theo doi ngudi bénh ding
cefixim can t]lan aé kip thoi diéu fri néu ¢o boi nhiém xay ra.
Liéu vihoje sé Lm ding thude ¢an phai gidm ¢ nhimg nguoi bénh suy than, bao gdm ca nhing ngudi bénh
dang loc mau do nong do cefixim trong huyét trong & ngudi suy than cao hon va kéo dai hon so voi nhimg
ngurdi bénh ¢o chite nang than binh thudng.
l)m voi tré dudi 6 thing tudi: cho dén nay ch-.m co dir ligu u, do an toan va hiéu lye cia cefixim .
Déi vii ngudi cao tudiz nhin chung khang can diéu chinh liéu, i khi e suy giam chire nang than (d6 thank
thai ereatinin < 60ml/phit).
Phy nir ¢o thai va cho con bi
Cefixim duoc tiét qua sira me vai liong nho. Vi viy nén thin trong khi st dung thube cho phy nir cho con ba,
vii ¢6 thé tam ngimg cho con b trong thoi gian me udng thuoe.
Thai kv mang thai: chi sir dung cefixim cho nhimg trudng hop nay khi that can thict.
Thoi ky cho con bii: cefixim nén sir dung cho phu ni ¢ho con b mt cach thin trong va ¢é thé tam ngling cho
con b trong thai gian ding thude.
Tic ddng cua thude khi ldi xe v vin hanh m:iy moc
Nén can trong str dung lhllt)b Kkhi ddm_., viltl hanh may méc va lai xe vi ed thé gy cée triéu chimg: dau dau,
chong mit, bon chun mal ngu, met mm con dong kinh.
8. Twong tic ciia tlmm VOi cie ﬂmuc khdie va eic logi tuong tic khic
Twong tic cia lhum- vivi cie thude khae
Probenecid lim tiang nong df dinh va AUC ctia cefixim, gidm dé thanh thai ctia thén va thé tich phén b ctia thude.
Thube chong dong mau: Gidng véi cdc cephalosporin khie, cefixim 1am tang thoi gian prothrombin da duge ghi
nhin & mdt vai bénh nhan, Vi vy, nén thin trong khi dum, r thude Lhong déng mau. Cefixim nén duoc dimg thin
trong vai nlnmg bf;nh nhin ding thude ching dong mau coumarin, vi du: warfarin kali. Vi cefixim ¢é thé lm
tang tac dyng cia thude chéng ddng mau, theri gian prothrombin kéo daj co hoje khong kem theo chay méu
Carbamazepin uon" ciing cefixim lam tang nong dé cmbanmzepm trong huyét trong.
Nifedipin khi uéng ciing cefixim lam ting sinh kha dung ctia cefixim bl:.u hién lam ting ndng ¢ dinh v AUC,
Hoat lire cta cefixim ¢ thé tang khi ding cung véi cac tae nhan giy acid urie nigu.
- Cefixim ¢o thé gay giam hoat liwe ciia vacein thuong han,
Cic twong tic khic
Phan (ng (lucmg tinh gid véi glucese trong nude tidu ¢6 the xdy ra véi cdc dung dich Benedict hay Fehling hodc vai
vién thir nghi¢m dong sulfat, nhung khéng xay ra voi cde xét nghiém dua trén phan (ng enzym glucose oxidase.
M0t xét nghiem Coombs dwong tinh gia da duge bio cio trong qua trinh diéu trj khang sinh cephalosporin, do
a6 cin phai nhin biét riing xét ng]tu,m Coombs duong tinh ¢é thé Ia do thudc.
9. Tie dung khing mong mudn {AI)R)
Greenfixime 200 thuang dung nap tot. Phin Ién cae phin dng bat loi quan sit thiy trong céc thir nghiém lim
sang déu ¢b tinh tyr nhzen vé ty han ché. ;
Roi legn hé anc- man va bach | Eosinophilia
huyét: Hypereosinophilia
Sir mat bach ciu hat
Giam bach cau
Suy giam than kinh
Giam bach ciu
Thiéu mau huyét
Giam tiéu chu
Tic huyét khoi X
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Ticu hoa: Dau bung
Bénh tiéu chay*
Chimg kho tieu
Buodn non
Nan
_ Cang thang
Roi loan gan mat; Ving da
Nhiém tring va nhiém khuan: Viém dai tring gid mac
Xét nghiém: Ting aspartate aminotransferase

Alanine aminotransferase tang Ién
) Tang bilirubin mau

Urea mau ting lén

: Ting creatinine man

R61 loan hé than kinh: Chéng mit

Pau diu

R&i loan ho hép, 16ng ngue va phéi: | Khé the
Roi loan thin va liet nicu: Suy thén c:’i‘p tinh bao gt’)m viém than két mae mo mac nhu 1
mot bénh I¥ co ban
RGi loan hé tIlETng mién dich, roi | Phan tng phan Ve
loan da va mo dudi da: Phan (mg giong bénh 1t & huvét thanh
Phit ban thude vai eaosinophilia va cic trién ching toan than
(DRESS)
Ngtra
Phat ban
S6t ma ty
Bau khdp
Nhiém erythema multiforme
Hi chitmg Stevens-Johinson
Hoai tir biéu bi doc
Phi ne
May day
Pyrexia
Phit mit
Khang sinh
Viém dm deo
Céc phan (mg phy duge de cap & trén da duoc quan sat trong cdc nghién ciru lam sang vi trong qué trinh st
dung,
* Benh tiéu chay thuong lién quan dén lidu cao hon, Mot s6 trudmg hop tiéu chay tir vira dén ning dii duge bio
cdo; Diéu nay da thinh thoang dam bao ngimg diéu tri. Nén ngung dimg Greenfixime 200 néu xuat hién tiéu
chay duge ghi nhén
Xiriri tic dung khong mong muon:
Thing bio cho bic si nhiing tic dung khing mong mubn gip phai khi ding thude
10. Qua heu vir cich xar tri
Khi qua liéu cefixim c6 thé c6 triéu ching co glat Do khang co thude dicu tr dic hiéu nén chit yeu didu tri tri¢u
chimg. Khi ¢6 tri¢u chitng qua liéu, phai ngimg thude ngay va xir tri nha sau: rira da day, ¢6 thé ding thube
c]wng co gidt nén ¢d chi dinh lim sang. Do thube khong loai duoe bang thiam phan mau nén khdng chay thin
nhin tao huy loc maﬂg bung.
I 1. Ciic détn hiéu cin luu y va klluyt.n cin
“POC KY HUONG DM\ SIT DUNG TRUGC KHI DUNG
DE XA TAM TAY TR EM
THONG BAO NGAY CHO BAC ST HOAC DUGC SI ‘
NHONG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
THUOC NAY CHI DUNG THEO PON CUA BAC ST”

Greenfixize 200 — vitn nang cimg, TN 31931 bd sung HSPK theo CV 211 S0QLD-BK ngay 15122017 Wiv thang bao KQ thim dinh Nam 2017



—

https://trungtamthuoc.com/
9/9

12. Piéu kién bio quﬁn, han diing cia thube

Pién kién bio quén: Pé noi khé, nhlet dd khong qua 30°C, tréanh 4nh sang.
Han diing ctia thudc: 36 thang, ké tir ngy san xug

13. Tén, dia chi ciia co s¢' sian xudt

v Chi nhanh CTCP Armephaco - Xi nghiép Duge pham 150
[12 Tran Hung Dao - P. Pham Naii Ldo - Q1 - TP. Ho Chi Minh
= DT: (028) 38367413 - (028) 38368554
Fax: 84 - 28 - 38308437
14. Ngay xem xét sura déi, cap nhit lai ngi dung hudng diin sw dung thude
La ngay duge Cuc QLD-BY'T phé duyét ]\hl cip so dang ki luu hanh thuoc hodc ngay phé duyét cdc noi dung |

thay doi. cip nhit t& huéng din st dung gan nhat. ]I

COFHAVINA

Ngay 30 thang 12 nam 2017
Phé giam dbe

Greenlixime 200 — vién nang cimg. TN 31931 bd sung HSBK theo OV 215001 D-DK pgdy 1522007 Viv thing bio KO thdm dinh Nim 2017




