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HUGNG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Tén thube: ANDOROXIC 300
2. Thanh phén: Vién nén bao phim:
Cefdinir 300mg
Té dugc vd lvién
(Td dwoc gom: Crospovidon, copovidon, sodium starch glycolat, bét tale, magnesi stearat,
cellulose microcrystalline, opadry-white)
3. Dang bao ché: Vién nén bao phim.
4. Duwgec lyce hoe, dwge dong hoc
Cefdinir la khang sinh cephalosporm thé hé 3, sir dung trong dieu tri cdc nhiém khuén nhay
cam cefdinir, cefdinir khang lai p-lactamase nhtmg khong phai tit ca cdc logi; thude ¢6 tac
dung khang khuin do trc ché lévng hop thanh té bao vi khuan thude gﬁn vao mot hodc nhlcu
protem gén penicillin (PBP) (la protem tham gia vao cdu tao thanh phan cdu tao mang té bao
vi khuin, dan dén (rc ché sinh tong hop thanh té bao). Cefdinir ¢6 do bén vitng cao trudce su
tin cong ciia céc enzym beta-lactamase do céc vi khuan Gram dm va Gram d ONEIROLY
Pho khang khuan: -

O PHAN

cac vi khuan N
DUOC PHAM

Cefdinir c6 hoat luc déi véi vi khudn Gram dwong nhu

- Staphylococcus aureus (bao gbm cé chiing ¢6 tao ra beta — lactamase)
- Streptococcus pneumonia (chi c¢é chiing nhay cam penicillin)

- Streptococcus pyogenes

- Streptococcus epidermidis (chi c¢6 chiing nhay cam methicillin)

- Streptococcus agalactiae

- Streptococcus viridans

Thube ¢6 hoat lue déi véi vi khudn Gram dm nhu

Haemophilus influenza (bao gdm ci chiing c6 tao ra f — lactamase)
Haemophilus parainfluenzae (bao goém ca chiing c6 tao ra p — lactamase)
Moraxella catarrhalis (bao gdm ca ching c6 tao ra B - lactamase)
Citrobacter diversus

E. coli

Klebsiella pneumoniae

Proteus mirabilis

Thong tin khing thudc:

Cefdinir khéng lai B-lactamase nhung khong phai tit ca cdc loai.
trén Pseudomonas, Enterobacter spp., Enterococcus, cic tu ci
Staphylococcus spp. khang methicillin.

- Duge dong hoe:

Hap thu: Cefdinir dugc hip thu qua dwong tiéu hod, ndng do dinh trong huyét twong dat
dugc sau khi udng khoang 2- 4 gid. Kha dung sinh hoc cia cefdinir khi ding duémg udng
khodng 16 - 25%.

Phan bé: Thube dugc phin b rong ridi vao cdc md trong co thé va cé khoang 60 - 70%
cefdinir trong méu gin vm protein huyet tuong.

Chuyén héa: Cefdinir rit it bj chuyén hod va dugc bai tiét qua nude tiéu.

Thai trie: Nira doi thai trir khoang 1,7 gidr. Cefdinir dugce loai bo bing thdm tach mau.

S. Qui cich déng goi: Hop 3 vi x 10 vién nén bao phim.

6. Chi dinh, cich ding, liéu ding, ching chi dinh:

- Chi dinh

Diéu trj cho nhiém trung nhe va vira do céc vi khudn nhay cdm véi cefdinir;

Nhi&m khuén hé hip trén (Viém miii, viém hong, viém amidan, viém tai giira, viém xoang).

pfir khong tac dung
ang khang methicilin,
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Nhiém khuén ho hép du6i (Viém thanh quén, viém khi quan, viém phé quan, viém tiéu phé
quan, viém phoi). ’

Nhiém khuan da va céu tric da nhw: Viém nang 16ng, nhot, chéc 16, chin mé, viém quanh
mong, ap xe dudi da...

- Lidu lrgng va cich dung:

Liéu trung binh: 0
Nguwdi l6n va thiéu nién tie 13 tuéi tré lén: A e
Viém ph01 mic phéi & cong dong Uong 1 vién/lin x 2 ldn/nga’ly, udng tro g 10 lfg Df‘h‘ - |
Viém phé quan man tinh: Uong | vién/lan x 2 lan/ngay, uong trong 5-10 STHN ) *y

Vlem xoang cap tinh: Uong 1 VIcn/Ian X 2 Idn/ngay, ubng trong 10 ngay : HA YM &

Nhiém khudn da va cau truc da: Udng 1 vién/lin x 2 lin/ngay, udng trong 10 ngay.

Tré em 6 thdng - 12 tudi:

Liéu dung khuyén céo: Tong liéu hang ngay cho tit ca cdc bénh nhim tring 1a 14 mg/kg.
Liéu t6i da 12 600 mg mdi ngdy, uong trong 10 ngay.

Can lya chon dang bao ché va ham lwong cho phi hop.

Tré em dwdi 6 thang: Khong sir dung

Bénh nhdn suy thdn (46 thanh thai creatinin < 30ml/phuat): Udng 1 vién/ngay.

- Chong chi dinh:

Man cdm v6i mét trong cdc thanh phén cua thude hodc madn cam véi khang sinh c6 nhén
cephem khac.

7. Thin trong:
Str dung cefdinir, lam thay ddi hé vi sinh vit trong duong rudt, dan dén sy phat trién qua

muc cua Clostridium difficile. C. difficile tao ra dQC t0 A va B gop phan vao sy phat trién
cua v16m dai trang giai mac (CDAD). Nhiém khuén nay kho diéu trj bing khang sinh va ¢6
thé cin dén phau thuft cit bo mot phan dai trang. CDAD phai dugc xem Xét & tit ca cac
bénh nhan c6 biéu hién tiéu chdy sau khi str dung khéng sinh. Theo ddi tién sir ciia bénh
nhén 14 cin thiét vi CDAD c¢6 thé xudt hién sau khi diéu trj khang sinh trén 2 thang.

Néu nghi ngd hodc da chdn dodn xac dinh CDAD, ngirng diéu tri khang sinh khong c6 hoat
lye dbi véi C. difficile, can bing nudce va dién giai, bd sung protein, sir dung khang sinh ¢6
hoat lwe véi C. difficile va xem xét phiu thuét.

Dung cefdinir dai ngay ¢6 thé lam céc chiing vi khudn khong nhay cam phét trién qué mirc.
Cin theo doi bénh nhin cdn thin. Néu boi nhiém nghiém trong trong khi diéu tri, phai
ngimg sir dung thude.

C6 thé xdy ra phan ng duong tinh gia khi xét nghiém ceton niéu bing mtroprussnd nhun
khong xay ra hién tugng nay khi thir bing nitroferricyanid. Sir dung cefdinir cg thé gy két
qua duong tinh gid khi xét nghiém glucose niéu bing Clinitest®, dung dich Béhedicyhoic
dung dich Fehling. Khi diing cefdinir, nén xét nghiém glucose bing phan img
Clinistix® hodic Tes-Tape®). Céc khing sinh cephalosporin doi khi géy két qua| duong tinh
gia voi xét nghiém Coomb tryc tiép.

Tién sir c4 nhén hodic gia dinh bj di tmg: may day, phét ban, hen phé quan.

Suy thén néng.

Bénh nhan dinh dudng qua duong tinh mach, ngudi 1om tudi, suy kiét.

Phu nir ¢6 thai.

- Thoi ky mang thai:

Than trong khi dung cho phu nir ¢6 thai.

- Thoi ky cho con bit:

Phu nit cho con bii ¢6 thé ding dugc, thube khong di qua duge sita & ngudi.

- Sir dung thude khi I4i xe, vin hanh miy méc: Thude khong giy anh hudng [én kha ning
l4i xe va van hanh may moc nén ¢ thé sir dung duoc.
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8. Twong tic ciia thude véi cic thube khic va cdc twong tac khic:
+ Céc thube trung hoa acid dich vj c6 chira magnem hozic nhém va céc ché pham ¢6 chira sit
s€ lam anh hudng tdi vige hép thu cefdinir. Néu can thiét phai ding cac thude nay thi phai
udng trudce hoic sau do 2 gid.

+ Probenecid: Uc ché su bai tiét qua thin cta cefdinir qua than ciing nhu dbi véi cac p-
lactam khdéc.

+ Phan tmg duong tinh gia khi thir ceton niéu néu diing nitroprussid nhung s€ khong xay ra
déi voi nitroferricyanid.

+ Vlec uong cefdmlr c6 thé cho két qua ducmg tinh gia khl thir gluwse niéu bing

+ Céc cephalosporin d6i khi cung gdy phan ung duong tinh gia trong phép
tiép.
9. Tdc dung khong mong muén (ADR):
Thudng gdp: nhu tiéu chay, budn nén, dau bung, dau dAu, nbi mén, viém am
Hiém gdp: Bubn ndn, non, dau bung, rdi loan da day, bleng an, tdo bon; nh
mdt, cam gidc ndng nguc; viém miéng, nhiém nim; thiéu vitamin K, vitamin nhom B; glam
bach cau, ting men gan..,
Rat hiém.: Qua man, viém rudt, viém phdi ke.
* Ghi chii: "Théong bdo cho bdc st nhitng tic dung khéng mong muén gap phdi khi siv
dung thubc".
10. Qua liéu va xir tri:
Tri¢u chitng: Nhimg thong tin vé tinh trang qua liéu chua duge thiét 1ap & ngudi. Triéu
chitng va ddu hiéu ngd ddc khi ding qua lidu cia cdc khang sinh ho B-lactam da duoc biét
nhu: Budn non, nén mira, dau thuong vi, tiéu chay, co giét...
Cdch xtr tri: Viée loc mau c¢6 hiéu qua trong trudng hop ngd doc cefdinir do qué lidu, dic
bit trong trudng hgp cé suy chire mng than.
11. Céc déu hléu cﬁn lru y va khuyen cdo: Khong diing thude da qud han sir d
lhay vién thudc bi 4m méc, vi thube bi rach, bép méo, vién thube chuyei i
in 56 16 SX, HD md...hay ¢6 cac biéu hién nghi ngor khac phai dem thude
hodic noi san xudt theo dia chi trong don.
12. Piéu kién bio quén va han ding:
- Bdo quan: Noi kho, nhiét do dudi 30°C
- Han diing: 36 thang tinh tir ngdy san xuit.
13. Tén va dia chi nha sén xuit:
Tén nha sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T dan phd s 4 - La Khé - Ha Pong - TP. Ha Noi
S6 dién thoai: 04.33824685, 04.33522204
S6 fax: 04.33829054, 04.33522203
14. Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din siv dung thube:
Ngay thang nim

i PHr\N
DUOC PHAM
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thuée: ANDOROXIC 300
2. Khuyén cio:

“Pé xa tim tay cta tré em”

“Doc k¥ huéng din sir dung trude khi ding”

“Thudc nay chi diing theo don cia bc s§”

“Théng béo cho bac s§ nhitng téc dung khong mong mudn gip phai khi st dung thude”
3. Thanh phén, ham lwgng ciia thude: Mdi vién nén bao phim chira:

Cefdinir 300mg
Ta dugc vd lvién

(Ta dwge gom: Crospovidon, copovidon, sodium starch glycolat, bgt tale, magnesi steara,
cellulose microcrystalline, opadry-white)
4. M ti san pham: Vién nén bao phim mau tring, mit vién nhén, th
lan.
5. Qui cich déng géi: Hop 3 vi x 10 vién nén bao phim.
6. Thube diing cho bénh gi?
Diéu tri cho nhi&m triing nhe va vira do cdc vi khudn nhay cam véi cefdini
Nhiém khuan hé hédp trén (Viém mii, viém hong, viém amidan, viém tai gitra; oang).
Nhiém khudn hé hip duéi (Viém thanh quéan, viém khi quan, viém phé quan, viém tiéu phé
quén, viém phéi)
Nhiém khuan da va cdu triic da nhur: Viém nang 16ng, nhot, choc 16, chin mé, vié
mong, ap xe dudi da...
7. Nén diing thubc nay nhw thé nao va liéu lwong?
Liéu trung binh:
Nguoi lon va !hiéu nién tir 13 tuéi tre lén:
Viém phm mic phai & cong dung Uong 1 vién/ldn x 2 Ian/ngay, uéng trong 10 ngay.
Viém phé quéan man tinh: Ubng 1 vién/lin x 2 l'm/ngay, uong trong 5-10 ngay.
Viém xoang cép tinh: Udng 1 vién/lin x 2 lan/ngay, uong trong 10 ngay
Viém hong, viém amidan: Ubng 1 vién/lan x 2 lin/ngdy, udng trong 5-10 ngay.
Nhiém khuén da va cau triic da: Udng 1 vién/lan x 2 lan/ngay, ubng trong 10 ngay.
Tré em 6 thdng - 12 tuéi:
Liéu dung khuyén cdo: tong liéu hang ngay cho tit ca cdc bénh nhiém tring 1a 14 mg/kg.
Liéu tdi da 1a 600 mg mdi ngay, udng trong 10 ngay.
Cén lya chon dang bao ché va ham lurgng cho pht hop.
Tré em dudi 6 thang: Khong st dung
Bénh nhdn suy than (46 thanh thai creatinin < 30ml/phut): Uéng 1 vién/ngay.
8. Khi nao khong nén diing thube nay? f .
Min cam véi mot trong cdc thanh phan cta thude hofic man cam véi khang sinh ¢é nhén
cephem khéc.
9. Téc dung khéng mong muun ciia thude:
Thiong gdp: nhu tiéu chay, budn nén, dau bung, dau ddu, ndi mén, viém am dao.
Hiém gdp: Budn non, ndn, dau bung, rdi loan da day, blcng an, tio bon; nhire dau, chong
mdt, cam giac ning nguc; viém miéng, nhiém ndm; thiéu vitamin K, vitamin nhém B; giam
bach ciu, ting men gan..
Rt hiém: Qua man, viem rudt, viém phdi ké.
* Ghi chii: " Thong bdo cho bdc sy nhitng tic dung khdng mong mudn gip phai khi sir
dung thuéc",

c0 PHAN
Dugc PHAM
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10. Nén tranh dung nhirng thube hodic thye pham gi khi dang sir dung thuoc nay?

+ Céc thude trung hoa acid dich vi ¢6 chira magnesi hofic nhém va cdc ché pham ¢6 chira sit
s€ lam anh hudng tdi vige hap thu cefdinir. Néu cin thiét phéi dung céc thube nay thi phai
udng truée hogc sau d6 2 gio.

+ Probenecid: Uc ché su bai tiét qua thdn clia cefdinir qua thén ciing nhu ddi véi cac p-
lactam khdc.

+ Phan (g duong tinh gia khi thir ceton niéu néu ding nitroprussid nhung s& khong xay ra
dbi voi mtrofemcyamd

+ Viéc udng cefdinir c6 thé cho két ‘qua duong tinh gia khi thir glucose nigu bing dung dich
thude thir Benedict hoic F ehling. Cén thir bing phuong phédp phan (rng men.

+'Cac cephalosporin doi khi ciing gdy phan (ing duong tinh gia trong phép thir Coomb truc
tiép.

11. Can lam gi khi quén dung khing dung thube? :
Udng liéu da quén ngay khi ban nh¢ ra. Néu den gid uong liéu tlep theo thj/b®y
quén va ubng liéu tiép theo. Khong dung licu gdp doi dé bi vao liéu da quen
12. Cén bio quan thude nhur thé nao?

Bdo quan & noi kho, nhiét ¢ dudi 30°C.

13. Nhiing déu hn;u va tri¢u chtrng khi diing thuoc qua licu:

Nhung thong tm vé tmh trang qua Ileu chua duge thiét lap & nguoi. Tneu Chlm

c0 PHAN
DUdC PHAM

mua, dau thugng vi, ti€u chay, co gift...

14. Cin phii lam khi diung qui liéu khuyén cdo?
Viéc loc mau c¢6 hiéu qua trong trudong hop ngd doc cefdinir do qué li
truong hop ¢ suy 1 chirc néng thén.

15. Nhiing diéu can théin trong khi diung thube nay:

St dung khéng sinh, bao gom cé cefdinir, Iam thay ddi h¢ vi sinh vt trong dudng rudt, din
dén sy phat trién qua murc cua Clostridium difficile. C. difficile tao ra doc to A va B gép
phan vao sir phét trién cia viém dai trang giai mac (CDAD). Nhiém khudn nay kho diéu trj
bing khéng sinh va ¢ thé cén dén phau thuat cit bé mét phan dai tring. CDAD phai dugc
xem xét & tat ca cac bénh nhan ¢6 biéu hién tiéu chay sau khi sir dung khéng sinh. Theo dai
tién str clia bénh nhén 14 cin thiét vi CDAD ¢6 thé xuét hién sau khi diéu tri khéng sinh trén
2 thang.

Néu nghi ng& hodic da chin dodn xdc dinh CDAD, ngimg diéu trj khang sinh khong ¢6 hoat
lye d6i véi C. difficile, cin bing nude va dién giai, bd sung protein, sir dung khang sinh c6
hoat lyc véi C. difficile va xem xét phiu thuat.

Dung cefdinir dai ngay ¢6 thc lam céc chung vi khudn khong nhay cam phat trién qué mirc.
Can theo dbi bénh nhén cin than. Néu bdi nhiém nghiém trong trong khi diéu tri, phai
nging str dung thudc.

C6 thé xay ra phan (rng duong tinh ‘s:,la khi xét nghiém ceton niéu béng mtropruss:d nhung
khéng xdy ra hién tugng nay khi thir bing nitroferricyanid. Str dung cefdinir ¢6 thé gdy két
qua duong tinh gia khi xét nghiém glucose niéu bing Clinitest®, dung dich Benedict hodic
dung dich Fehling. Khi ding cefdinir, nén xét nghiém glucose bing phan (g enzym (nhu
Clinistix® ho#ic Tes-Tape®). Céc khéng sinh cephalosporin doi khi géy két qua dwong tinh
gia vdi xét nghiém Coomb tryre tiép.

Tién sir ¢4 nhan hoic gia dinh bi di (ng: may day, phat ban, hen phé quan.

Suy thén nang.

Bénh nhén dinh dudng qua dudong tinh mach, ngudi 1ém tudi, suy kiét.

Phu ntt ¢6 thai.

- Thoi ky mang thai:

Thén trong khi dung cho phy nir ¢6 thai.

- Thoi ky cho con bi:

ac biét trong
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Phu nit cho con bt ¢6 thé ding duge, thude khong di qua dugc sita & nguoi.

- St dung thude khi ldi xe, vin hanh méy méc: Thude khong gdy anh hudng 1én kha nang
lai xe va véin hz‘mh mdy mée nén c6 thé sir dung duge.

16. Khi nao cin tham vén béc sy, dwgc sy?

- Khi can thém thong tin vé thuée.

- Khi thdy nhirng tac dung khong mong mudn gip phi khi sir dung thuée.

- Khi diing thuc ma thay tri¢u chimg ctia bénh khong thuyén giam.

17. Han dung ciia thude: 36 thang tinh tir ngdy san xut. Khong dimg thube dd qua han
sir dung.

18. Tén va dia chi nha sin xuit:
Tén nha siin Xudit: CONG TY CO PHAN DUQC PHAN
Dia chi: T6 dén phd s6 4 - La Khé - Ha Dong - TP. Ha Noi
S6 dién thogi: 0433824685, 04.33522204

S6 fax: 04.33829054, 04.33522203

Bidu twong:

HATAPHAR

19. Ngay xem xét sira ddi, cip nhit lai ni dung hwéng din sir dung thude:
Ngay thang nim

0 PHAN
DUGB PHAM

1UQ.CUC TRUONG
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G.é Min 4 Hung




