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1. Tén thubc: GOLZYNIR

2. Cac diu hidu cén luu § va khuyén caa khi ding thudc

“Thasdc iy ohi diing theo don thisdc®

"B xa tim tay teé em”

“Boc ki hudng dan o0 dung trude khi ding”

3. Thanh phdn cing thic thude: Mbi vitn nen phan tan chia:

Thinh phan dugc chdt: Cefdinir ... ccvsmnsre— 125meg

Thianh phan ti dugo Lactose monohydmat, crospovidon, colloidal silican dioxyd, magres| stearat, hasong tril cly,
aspartim,

4. Dang bao ché: Yién nén phin tan.

P La: Vidn nén phin t&n, hinh oy, mau nga vang, mat vién nhan, canh wa thanh vién Gnh [&n,

5. Chi dink

Bgu trf nhidm khuin nhe v viia do céc vi khudn nhay cm vt cefdinin

Mhidm khudn duing ho hip wén [viém moi, viém hong, vigm amidan, viém tai gida, viém xoangl,

Mhim khuin duing hd hdp dudl (viém thanh quin, viém khi quin, viém phé quan, wigm tidu phé quin, viém
prheil.

Mhirm khudn da v cSu troc da nhat viém nang lGng, nhot, chd 15, chin mé, vidm dquanh mdndg, S e dudi da
6. Cich ding, ligu ding

Cich ding: Thud: diong duting ung.

Lidu ding:

Lidu trung bémhe

g I v thevnh thidie i b 13 i bt

Vidm phdi méc phii & cang déng: Udng 4-3 vieningay, udng trong 10 ngay.

Viém phé quan man tink: Udng 4-5 vignngdy, ulng mong 5-10 ngay,

Wikm xoang cdp tinh: Udng 4-5 viénSnoby, udag trong 10 mngly

Vigm hong, viérm amidan: Udng 4-5 visn/ngly, udng trong 5-10 negly,

Mhiém khudn da va cdu trbe da khing bifn chiing: Udng 4-5 vién/ngdy, udng trong 10 ndgdy.

Tré : '

Ligu ding khuyén céo: Tdng Béu hang nody cho 18t G cic bénb nhidm khadn ks 14 moskg. Lidu 161 da li 600 mg
mdi Ny, wing trong 10 ngiy.

Vigm tai gilia cap tinhe 14mgrkg/ngdy, wing trong 5-10 ngay,

Vigrm xoang ciip tinh: 14mg/kg/ngdy, udng trong 10 ngay.

Wigrn hong, viém amidan: 14mp'hg/ngay, udng trong 5-10 ngay.

Viérn da wa cdu tric da khéng bidn chving: 7mgikg/lin, 2 lin/ngay, udng trong 10 ngay.

Tret e chuicll & thang: Khbng suf dyng

Bénh nhdn suy thin [$6 thanh thai creatinin < 30ml'photk

Mgudi lon: Uang 2-3 vién/ngay.

Tré em; Tmgko/nghy (i da 300may ngiy)

Banh nkdn chay than nhin e Tmgkgngly.

7. Ching chi dinh

Man cdm wdl mdt trong cac thanh phan ola thude hodc mbln ehm vdi khang sinh ¢d nhin cephem khac,

8. Canh bao va thin trong khi ding thude

S0 dyng cefdinir, lm thay ddi bé vi sinh vat trong duting rudt din én sy phét trién qud mac cda Clastridivm
difficiie, C, difficile 130 ra &Hc 19 A va B gop phin vao sy phat rién ola viem dai trhng gid mac (COAD). Nhiém
khisdn iy khd dkéu tri bang khdng sinh va b the cdn dén phiu thadi cit bd mdt phdn dai rrang. COAD phii duoc
wem xit 3 tit cd cdc bénh nhin oo bidu hign théu chay sau khi s dung khang sinh. Theo dai tidn w0 cda bénh nhan
l& cén thigt vi CDAD cé thé xuit hign sau khi didu tri khing sinh trén 2 thing.

Wéu nghi ngdr hodc 43 chiin dodn wic dich COAD, nging didu tri khing sinh khéng o hoat luc d8i v C difficils,
cin bding nudc vh didn gibi, S sung protein, sirdung khdng sinh o hoat e val C diffclle va serm xét phiu thust.
Dang cefdinir dai mgay cd the lam cic chung vi khudn khdng nhay cém phit triin qua mic. Cin theo dbi bénh
rkan cn thin Né boi nhigm nghiém trang trang kihi digu tri, phdi ngling sl dyng thudc

Cd the wdy ra phan Uing duong tinh gid khi xét nghiém ceton nidu biing nitroprussid. nhuing khéng xdy ra hign
tugng nay khi thi' bdng nitroferricyanid, S0 dung cefdinis co thé gly két qud duong tinh gid ki xét nghigm
glucose nléu bdng Clnitest®, dung djch Benedict holic dung dich Fehling. Khi ding cefdinir, nén xét nghlém
glucose bang phin dng enzym (nhu Clinistix® hobc Tes-Tape™), Cic khang sinh cephalosporin dbi khi gay kétqua
duang tinh gid wil ket naghlém Coamb trc tidp,

Thin trong vl bénh nhin ob tén st bénh nhin hodc gia dinh bj di dng: may day, phit ban, hen phé guén,
Thin trgng vai bénh nhidin suy thdn ndng bnh nhdn dink dudng qua dudng tinh mach, ngussi lan tudi, sy ket
Thanh phim thudc cb chida aspartam: Aspartam chiia méi lugng pherylalanin, o6 thé gay hai trén nhing ngui
bd phenylceton nifu nén than trong khl ding.

Thinh phdn thudc cd chia lactose: Khang nén s dung trén bénh nhan khdng dung nap glucose, thidu hyt
lactase hobic kém hap thu glucose-galactose,

9. 54 dung thudc cho phu nir cé thai vi cho con b,

- Thtsii ke mang thai:

Thér trang khi disg cha phu nir e thai,

- Thetrl ky chio eon b

Phiy nir cho con b cb thé ding duge, thisde khang di qua dugc sta & ngudl,

10. Anh hudng cda thude lén khd nng Lii xe va vin hinh may méc

Thudc m'll!ll'lg gy anh |"|Ll'|f|'r'|g- iyl rdng |&i xe v viin hanh may mdo nén od thi s dung-ﬂ'ugr'_

11. Tuong téc, tuong ky cla thude

* Tuong tic oda thudc

+ Cac thudc trung hod acid dich v| ¢d chita magnesi hodc nhdm va cic ché phim cd chia sit sé lam dnh hudng
1l vigc hdp tha cefdinir. Néu can thiét phai dang cic thude nay thi phai udng trudc hodc sau 96 2 gid,

+ Probenecid: Uc ché sy bal tiét qua théan ola cefdinir qua thén ciing nhw 36 wai cic f-lactam khic

+Phdn ting duong tinh gid khi thir caton nléu néu dung nitroprussid nhung sé khang xdy ra dai voi nitroferricyanid,
# Ve udng cefdinir cd thé cho két qua duong tinh gid khi thir glucese nidgu bing dung dich thuse thil Benedict
hodic Fehling, Cin thi béng phwiang phip phin dng enzym.

+ Ciic cephalosporin 86i khi ciing giy phan dng dudng tinh gid trang phép thir Coamb tryc tidp.

* Tuaing ky clia thude: Do khang cf cic nghién ciu v tinh tuong ky etia thade, khng tran [&n thuds ndy v cic
thudc khac.



12. The dung khéng meng mulBilRSs dhathuocngocanh.com/
Cic tic dung khdng mong mudn duge quan sit trén 354 ca [2,58%) trong tdng 56 13715 ca.

Tim sulit 8,1 -5% iy =h1% Tim uait khéng ré
ﬂyayn&@ﬂﬂtﬂnﬂ 4 thelt khis kehik,

| ng Caim gudd BAr TP, hiy lehat,
Quimin  [PhitBan | i mit i 1, okt mé hai i
- Pirdin g pheiin vk (Khi thif, dib bieg, phil mach, may day_..|

- Gaidbem boach chu hat,

- Gl 3 g 1é bk,

M T PSR | a5t g st s cting e 58, s g, i s .1
- - G 1 e (b cRwieg sderr 35m s huylt, bt huét,, 1
- Thidky misu tan i ferifu ching ban $Su: ct, hemoglobin riéu.
v iy thidu ki, |,

- Yitem gam ning [rbu videm gan 86l cipl

- B loge vl afing gin (Hing AST JGOT), ALT [GPT] v ALF)

- Tafy BLIK.

Thdin - R lag Ehdm Rdng [Pl suy thin cipl,

Titu chiry, 430 | sy yien, néin, 4 néing, chin in, tho bén,

Tibubsha  |bong Bung |\ dgitring ndeg kbm phin Bn mdu nhi sém i tring gid mic.

ki chma
= il phadi ki floem theo 558 ho, khd tha, Bt thatneg XE-quang

B hidp nguL. t3rvg bach clu va aod_..L
= Thim niadm: phdi vl bach oy ua ackd

Bhidm ndm Wittm midng Hhidon nal me Candida, keli lng den
Thidu vitamin K |gidm prothrambin

Thidu Fiupit, chiy mau, .3, thidu vitamin

Witarrin fuhirn B {wlism b, |oét midng, chin
an, vidin divy thiin kinh.,.|

:;:'1: H§l chiing Stevens-Johnson, kil chides Lysil

ki Chaing mit, fau d&u, dau ngut L

Huéng dan xd tri ADR

Néu qua min xdy ra, nén ngling thudc trébng hop qud min ndng, cin dléu tri hd tro (ding epinephiin, thd
oxygen, khing histamin, coricosteroid).

Khi b tiéu chay do C. difficile va viém dyd tramg gid mac, ndu nhe chi cin ngiding thudc Vol cic truting hop wiia
va nagng cin truyén dich, didn gidl, bd sung protein, v didu tri bang metronidazol.

13. Qua lidu v cich xidf tri

Trigu chiing: Nhiing théng tin wé tinh tragng qué liéu chua duge thiét I§p & nguii. Triéu ching va diu higu ngd
ddc khi ding quéd lidu cla cic khang sinh ho B-lactam ai dugc bt nhu: Budn ndn, ndn mia, dau thugrg vi,
tidu chiy, co gidt...

Cach sl tri: Viée loc mdu od hidu qua trong truing hop ngd doc cefdinir do quad lidw dic bigt trong truing hop
of suy chidfc ndng than

14, Déc tinh dugke e hoc

Cefdinir i khéng sinh cephalosporin thé hé 3, s dyng trong diéu trj céc nhigm khudn nhay cm woi cefdinir,
cefdinir bén vimg v f-lactamase nhung khiing phal tat ¢ cic bogl; thube ob tac dyng khang khudn do e ché
téng hop thanh té bao vi khudn; thudc gdn vao mdt hode nhifu protein gdn penicilin (PEF} (14 protein tham gia
vho ciu tao thinh phin ciu tho ming 1€ bio vi khuidn, din 3&n Oe ché sinh tdng hop thanh 18 baao). Cefdinir
bén viing cao vii enzym beta-lactamase do cic vi khudn Gram dm va Gram duong tao ra.

Phé khdng kinidn:

'Elﬁng nhf céc :ephlmpann u:ing IH hé thii 3, uﬁdmmphﬁtharq khudn rdng d6i vai cac vi khuin

jraphy'lumﬂ:usaurnu [huugﬂm ddﬂlngtﬂmnmheu lactarnase)
- Streptococcus pnewmonia (chi ob ching nhay cim peniciling

= Streptococcus pyngeres

- Streptococcus epfdermidls [chi ob chdng nhay cdm methiciling

- StreptococeLs agalactiae

= StreptOCocCUs Wkdonms

Thuc b hoat kic 6 wal vi khudn Gram dm nhu

Haemophifus infuenza (bao gbdm ci chiing cd tao ra B - Bctamase)
Hoemophilus parainfluenzoe [bao gim cd ching of tao ra [ - lactamase)
Moraxela catarrhalis (bao gém ¢ ching o6 t3o ra f - lactamasa)
Ciirobacter diversus

E, ool

Klebsielle pnewmonias

Prodews rlnabil

Théng tin khdng thudc:

Cefdinir bén viing vdi B-lactamase nhung kiviing phai tat ca cac koal. Cefdinir khang tac dung trén Pseudomonas,
Enterobacter spp, Enterococcus, cac tu cdu vang khdng methicilin, Staphylococcus sop. khidng methicilin,

15. Bgc tinh duge ddng hoc

Hép ther: Cefdinir dugc hdp thu qua duimg tidu hod, ndng di dinh trong huyét tuong dat duoc sau khi udng
khodng 2- 4 glé Sinh kha dung cla cefdinir khi ding dubing udng khodng 16 - 25%.

Phdr bé: Thubc duge phdn BS ring rii vbo cdc md trong oo thé v b khodng 60 - 70% cefdinir trong miu gdn
vai protein huyét tucng.

Chuyén hda: Cefdinir rit it bj chuyén hod va duige bai tiét gua nude i

Thd rric Thei gian ban thai khodng 1,7 gidl Cefdinir duge boai b bdng tham phin mbu,

16, Quy cach ddng gdi

H&p 01 vilx 10 vign. Hép 02 i x 10 vién, Hop 05 wix 10 wién, K&m theo o hudng din sd dung thude.

17. Biéu kign bao quan, hn ding, tidu chudn chit lugng thudc

= Didy kign bdo qudn: Moi kh, nhigt dd dudi 30°C.

- Hign ding: 36 thang ké tif ngdy s3n xust.

- Tiéu chudn chdit luomg thude: TCCS,

18, Tén, dja chi cla oo s san xudt;

Tén oo sé sdn xudt: CONG TY CO PHAN DUCIC PHAM HA TAY

Bia chi: TS din phé 6 4, P La Khé, Q. Hb Béang, TP, Ha N

BT 02433824585 Ao 024228 20051 Hobline: 024.3352 2525



