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Rx Thude nay chi dung theo don thude
TO HUONG DAN SU DUNG
CEFDINIR 300 CAPSULE
Cefdinir 300 mg
1. TEN THUOC: CEFDINIR 300 CAPSULE
2. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Thude néy chi dimg theo don thube.
Dé xa im tay tré em.
Doc ki huéng dan sir dung triede khi dimg.
3. THANH PHAN CONG THUC THUOC
Thémh phan hoat chat: Cefdinir.......... 300 mg
Thanh phan td dirge: Natri croscarmellose, calei carboxymethyleellulose, polyoxyl 40
stearat, colloidal silicon dioxid, magnesi stearat, nang rdng sé 0.
Thémh phan vé nang: Gelatin, Silicon dioxyd, Natri lauryl sulfat, Methylparaben,
Propylparaben, Glycerin, Acid acetic, Titan dioxyd / Candurin® silver [ine,
Polyethylen glycol 4000, Acetylated monoglycerides, Sucrose fatty acid esters, ta
dugc mau (Brilliant blue, Allura red, Carmoisine, Tartrazine, Erythrosine, Sunset
yellow, Green S, Patent blue V, Quinoline yellow, Amaranth, Ponceau, Brilliant black
BN).

4. DANG BAO CHE

Vién nang cung.

M6 ta: Vién nang s6 0, mau tim - xanh, bén trong chia bot thube mau tring dén vang
nhat.

5. CHI PINH

Diéu trj cac nhiém khuén tir nhe dén trung binh do céc chting vi khuan nhay cam gay

o

-

cac bénh sau:

Newoi lon va thanh thiéu nién (tir 13 (uéi tré 1én)

-

- Viém phoi mic phai cong ddng gy ra bai Haemophilus influenzae (bao gdm cic
ching sinh B-lactamase), Haemophilus parainfluenzae (bao gdm céac chung sinh -
lactamase), Streptococcus pneumoniae (chi cac ching nhay cam véi penicillin) va
Moravella catarrhalis (bao gdm céc ching sinh p-lactamase).

- Dot kich phét cdp tinh ctia viém phé& quan man gy ra boi Haemophilus influenzae
(bao gdm céc ching sinh B-lactamase), Haemophilus parainfluenzae (bao gdm cac
chung sinh f-lactamase), Streptococcus pneumoniae (nhay cam véi penicillin) va

Moraxella catarrhalis (bao gom cac ching sinh -lactamase).
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- Viém xoang ham trén cap tinh gy ra boi Haemophilus influenzae (bao gom cic
chung sinh B-lactamase). Streptococcus pneumoniae (chi c¢dc ching nhay cam voi
penicillin) va Moraxella catarrhalis (bac gdm cac chiing sinh B-lactamase).

- Viém hong/ viém amidan do Streptococcus pyogenes.

- Nhiém khuin da va cau tric da khong bién ching do Staphylococcus aureus (bao

o0m cac chung san xuat fi-lactamase) va Streptococcis pyogenes.

- Viém tai gitia cﬁp tinh gay ra boi Haemophilus inflienzae (bao g6m cic chiing sinh
B-lactamase), Sireptococcus pnemnomae (chi cac ching nhay cam vdi penicillin) va
Moraxella catarrhalis (bao gdm cdc ching sinh p-lactamase).

- Viém hong/ viém amidan do Streptococcus pyogenes.

6. LIEU DUNG, CACH DUNG

Cich dimg: Thube diung dudng udng. C6 thé udng thube lie no hodce déi.

Liéu dimg:

Liéu khuyén ding va thoi gian di€u tri cac nhiém khudn & ngudi 16n va thanh thiéu
nién duoc mo ta trong bang sau. tong liéu hang ngay cho tit ca cac nhiém khudn 12
600 mg/ ngay (2 vién/ ngay).

Dung liéu 1 1dn/ ngay trong 10 ngay ¢6 hiéu qua nhu diing lidu 2 1an/ ngay. Liéu dung
I 1an/ ngay chua duge nghién ciu trong bénh viém phdi hode nhiém khuan da, do d6

nén ding 2 1an/ ngdy trong cac nhiém khuan nay.

Nguoi lon va thanh thieu nién (13 tudi tré Ién)

Logi nhiém khuin Liéu ditng Thoi han dang thuéc
Viém phoéi méac phai cong . <. . .
" 300 mg moi 12 gio 10 ngay
dong
Dot kich phat cap tinh ctia 300 mg moi 12 oldy 5 - 10 ngay
viem phé quan man hodc 600 mg mdi 24 gio 10 ngay
_ ‘ , 300 mg mai 12 gia 10 ngay
Viém xoang ham trén cap - . i
hodc 600 mg moi 24 gio 10 ngay
. ) ‘ 300 mg moi 12 gio 5-10 ngay
Viem hong/Viém amidan o ” B )
hoac 600 mg moi 24 gio 10 ngay
Nhiém Khuin da va cau trac N 5 ‘
- iy ; 300 mg moi 12 gig 10 ngay
da khong bién chitng

Li¢u dang cho doi twong sit dung dac biéit:

Bénh nhan suy thin
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A r: n - . \ # 4 A il PO s , 0.5 T
Doi vo1 bénh nhan la nguoi [6n c6 do thanh thai creatinin < 30 mL/phat, licu cefdinir
la 300 mg, mot lan/ngay.

Kho do luong dé thanh thai creatinin o bénh nhan ngoai tri. Tuy nhién, cé thé ding
cong thire sau dé du doan do thanh thai creatinin (CLer) & nguoi 16n. DE du dodn ¢

gia tri, muc dd creatinin huyét thanh nén phan anh mue do tinh trang 6n dinh cua chire

nang than.

(trong lugng) (140 - tudi)

Nam C L= : : :
(72) (creatinin huyét thanh)
Nir Clg = 0.85 x tri s6 trén

(Trong do6, do thanh thai creatinin 1a mL/phit, tudi tinh bing nam. trong luong la
kilogam va creatinin huyét thanh 1a me/dl.).

Bénh nhan dang tham tach mdu

Tham tach mau co thé loai cefdinir khoi co thé. O bénh nhan duy tri viéce tham tach
méu thudng xuyén. phac do lidu khoi dau khuyén ding 1a 300 mg hoac 7 mg/kg cich
mdi ngay. O cudi méi dot tham tach. nén cho dimg 300 mg (hodc 7mg/kg). Nhimg licu
tiép theo sau do6 (300 mg hodc 7me/kg) duge ding cich mdi ngay.

7. CHONG CHI PINH

Cho cac bénh nhan qua man véi cac khang sinh cephalosporin va penicillin, hodc véi
bét ky thanh phan nao ¢o trong vién thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao

Trude khi bat dau liéu phap diéu tri voi celdinir can thue hién cac bién phap xdc dinh
xem bénh nhén ¢o phan Gmg di tng voi celdinir, céc cephalosporin Khac, penicillin
hodc thude khac. Néu st dung cefdinir voi nhirg bénh nhan nhay cam véi penicillin
nén than trong vi da ¢6 bao cdo vé phan tmg chéo gitia cac khang sinh f-lactam va c6
thé xay ra 1én dén 10% voi nhiing bénh nhan c6 tién st di tng véi penicillin. Néu phan
(ng di (mg xay ra voi cefdinir, phai ngimg thude. Phin tmg qua man nghiém trong cé
thé diéu trj bang epinephrin va cac bién phap khan cép khac, bao gdm oxygen, truvén
(inh mach dung dich. khang histamin, corticosteroid, kiém soat hd hip nhu chi dinh

lam sang.

Tiéu chay lién quan dén Clostridium difficile (CDAD) da duge bdo cdo véi vige sur
dung gan nhu tat ca cac tac nhan khang khuan, bao gdm cefdinir va ¢6 thé ¢ mirc do tur

tiéu chday nhe dén viém dai trang gay tir vong. Dicu tri voi cac tac nhan khang khuan
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lam thay d6i hé vi sinh binh thuong cua dai trang dan dén sy phat trién qua murc cia C.
difficile.

C. difficile san xuit ra doc t& A va B, gép phian vao sy phét trién ciia CDAD. Céc
ching C. difficile san xudt hypertoxin gay tang ty 1& mac bénh va ti vong, vi cic bénh
nhiém khudn nay c¢6 thé 1a chat dé khang didu tr bing khang sinh va co thé phai phau
thudl ¢t bo true trang. CDAD phai duge xem xét trong tat ca bénh nhan bi tiéu chiy
sau khi st dung thude khéng sinh. Bénh str ky ludng la cin thiét khi CDAD duoge béo
cdo xdy ra trong hon hai thang sau khi ding tac nhan khang khuan.

Néu nghi ngd hodic xdc nhan CDAD, viée sit dung khang khuan khong chéng lai C
difficile c6 thé can phai ngling. Tl‘ll}’éi‘l dich va chat dién giai thich hop, ho sung
protein. diéu tri khang khuan C. difficile, va danh gid phau thudt nén dugc tién hanh
theo chi dinh 1am sang.

Than trong

Chi dinh cefdinir khi khong bi nhiém khudn ro rét hogc chi dinh du phong la khong ¢o
loi cho bénh nhén va lam tang nguy co phat trién vi khudn dé khang thude.

Nhu cae khang sinh phéd rong khac, diéu tri kéo dai co thé din dén kha ning xuét hién
va phét trién qué mic cae vi khuan dé khang. Can theo ddi cac bénh nhan can than.
Néu boi nhiém xay ra trong khi diéu tri, nén dimg lidu phip thay thé thich hop.

Nhu cac khang sinh pho réng khac. nén chi dinh cefdinir than trong cho cic ca nhan
c6 tiln st viém rudt.

O céc bénh nhan bi suy thian thoang qua hodc kéo dai (dd thanh thai creatinin < 30

B

mL/phat), nén giam tong licu hang ngay cefdinir vi nong do cefdinir trong huyét thanh

cao va kéo dai ¢6 thé dan dén lidu khuyén cdo sau (xem “LIEU DUNG, CACH
DUNG").

Sir dung cho tré em:

Tinh an toan va hi¢u qua ¢ tré so sinh va tr¢ nho dudi 6 thang tudi chua duoe xac dinh.
Viée st dung cefdinir dé diéu trj bénh nhi bi viém hong cﬁp tinh ham trén (1 6 thang
dén 12 tdi) duoe hd tro boi bang chimg tir cie nghién ctru day da duge thue hién va
c6 kiém soat tot & nguoi 16n va thanh thidu nién, sinh Iy bénh tuong ty ctia bénh viém
hong cﬁp tinh ¢ bé¢nh nhéan ngudi lon va tré em. va dir licu so sanh dong hoc duge ly
trong quan thé nhi khoa.

St dung cho nguoi cao {uoi:

Higu qua co thé so sanh duoc gitra ngudi cao tudi va ngudi 1on. Trong khi thude duge
dung nap (&t & moi nhom tudi, trong cic thir nghiém lam sang, ngudi cao twdi co ty 1¢
bién ¢b bat loi lhfip hon, bao gdm ca tiéu chay. so voi ngudi lon. Viée dicu chinh lidu
O nguot 1on tudi khong nhét thiét la can thiét tra khi chic nang than bi suy giam ro rét
(xem Liéu dung, cich ding).

Canh bao ta dugc
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Thuoc nay c6 chira dudi 1 mmol (23 mg) natri trong méi vién nang cimg CEFDINIR
300 MG CAPSULE. vé co ban dugc xem nhu ‘khong chira natri™.

9. SUDUNG CHO PHU NU CO THAI VA CHO CON BU

St dung thuoc cho phu nit co thai

-

gdy quai thai ¢ chudt céng khi cho dung liéu dén 1000 mg/kg/ngay

o

Cefdinir khéng
gip 70 lan liéu cho nguoi khi tinh trén mg/kg/ngy. gﬁp Il lan khi tinh trén
mg/m>/ngay) hodc ¢ tho khi cho dimg lidu dén 10 mg/kg/ngay (gdp 0.7 lan liéu cho
nguwdi khi tinh trén mg/kg/ngay. gip 0.23 1an khi tinh trén mg/m¥ngay). Doc tinh ¢

ngudi me (giam thé trong) dugce quan sat thay trén tho voi liéu dung nap (0i da la 10

mg/kg/ngay ma khong gy tac dung bat loi cho con. Giam thé trong xay ra ¢ bao thai

e

-

chudt vai liu = 100 mg/kg/ngay. va & chudt con voi licu > 32 mg/kg/ngay. Khong
quan sat lhz"i_\-’ ¢O tac dung trén cac thong s6 sinh san cua nguoi me hoac chire ndng sinh
san, hoat dong, phat trién hay sOn g ¢oOn cua con.

Tuy nhién, chua ¢6 nhitmg nghién ctu ddy di va c6 kiém soat 5t trén phy nit mang
thai. Vi cac nghién ctru sinh san trén stic vat khong thé gitip doan trude duge cac dap
g & ngudi, chi nén diing thude nay trong khi mang thai khi that su can thiét,

Sii dung thuovce cho phu nii- cho con bii

Sau khi dung liéu don 600 mg, khong phat hién c6 cefdinir trong sira me.

10. ANII HHIUONG CUA THUOC LEN KIIA NANG LAI XE, VAN HANH MAY
MOC

’

Chura co bang chung vé anh hudng cua thudce 1én kha nang lai xe, van hanh may moc.

n

Tuy nhién, thude ¢o thé gay ra chéng mat, budn ngi (tan suat it gip), bénh nhan can

than trong khi l4i xe hay van hanh may moce néu gip tic dung phu nay.

11. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thube

Chat khdng acid (chiva aluminum hodic magnesium)

Dung dong thoi cefdinir voi 30 ml hon dich Maalox® TC lam giam ty 1¢ (Cmax) va
mirc dd (AUC) hdp thu khoang 40%. Thoi gian dé dat Cmax kéo dai khoang 1 gid.
Duoe dong hoe cefdinir khong bi tic dung ding ké néu ding chit khang acid 2 gio
trude hodce 2 gid sau khi ding Cefdinir.

Probenecid

Nhu cae khang sinh beta-lactam khac, probenecid tre ché su bai tiét cefdinir & than.
dan dén tiang gdp doi AUC, tang 34% ndng dé dinh cefdinir wrong huyét tuong, va kéo
dai 50% su thai trir biéu kién t/4.

B sung sdt va thye phim tdng cieong st
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Ding dong thoi cefdinir voi thue phdm bd sung st i ligu chira 60 mg nguyén 6 sat
(dudi dang FeSO4) hodic cac sinh t& bd sung 10 mg nguyén t6 sit lam giam mie do
hap thu 1an lugt 1a 80% va 31%. Néu ¢o yéu cau bo sung sit trong khi diéu tri voi
cefdinir, nén dung cefdinir it nhat 2 gio trude hodc sau khi b sung.
Téc dung cua thyc pham ting cudong nguyén to sit (chu yéu la bita an sdng ngil coe
tang cudng chat sit) trén sy hép thu cefdinir chua duge nghién ctu.
Ding dong thoi cong thie cho tré em ¢6 ting cudng chét sét (2.2 mg nguyén to sit/6
0z hay 170 mg) khong anh huéng dang ké dén duge dong hoc ctia cefdinir. Do d6 ¢6
thé dung Cefdinir hon dich udng véi cong thire cho tré em c6 tang cudng chat sat.
Da ¢b bdo cao phan bi nhud¢m do ¢ bénh nhan dang ding cefdinir. Trong nhidu truong
hop, bénh nhén cting dang dung cac san pl]?lm ¢6 chira sat. Mau dé 1a do su hinh thanh
mot phire chit khéng hap thu gita cefdinir hodc céc chat phan hoa cia n6 voi sit trong
duong ticu hoa.
Twong tic thubc/thiv nghi¢gm can lam sang
Thir nghiém keton trong nude tiéu dung nitroprusside c6 thé cho két qua duong tinh
gid, nhung diéu nay khong xay ra néu dung nitroferricyanid. Viée sit dung cefdinir ¢o
thé cho két qua duong tinh gia trong thir nghiém tim glucose ni¢u khi dung Clinitest®
hoac dung dich Benedict’s hay dung dich Fehling's. Khuyén cdo st dung phuong phap
thir nghiém tim glucose ni¢u dya trén phan Gng oxi héa glucose enzyme (nhu

Clinistix® hay Tes-Tape®). Cephalosporin doi khi gdy ra phan tmg Coombs tryc tiép

duong tinh.

Tuwong ky cua th ube

Do khéng c6 cac nghién ctru vé tinh tuong ky, ctia thude. khong tron lan thude nay véi
cée thude khac.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Quy udc sau day duge st dung dé phan loai (An sudt

R4t thuong gap (= 1/10): Thuong gap (> 1/100 - <1/10): It gap (= 1/1000 - <1/100);
Hiém edp (= 1710000 - <1/1000); Khong duge biét (khong thé ude tinh wr dir lidu ¢d

san).

Céc thtr nghiém trén 1am sang véi 5093 bénh nhan 1a nguoi 1on va tr¢ thanh thiéu nién
(tr 13 tudi wd 1én) da duoe didu tri véi vién nang cefdinir (600 mg/ngay). Hau hét cac
tac dung khong mong mudn thuong nhe va tu hét. Khong ¢6 trudong hop tr vong hay
tan @t vinh vién ndo xay ra. cae tic dyng khéng mong mudn khac trong thir nghi¢m

lam sang va cac thir nghiém trong phong thi nghiém nhu sau:

T 2 A £ ]
'y 1€ Tac dung khong mong mudn
Rat thuong 2gp | Ticu chay (15%)
Thudong gap Nhiém ndm am dao (4% ¢ phy nir), budn nén (3%). dau dau (2%).
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dau bung (1%), viém am dao (1% ¢ phu nir).

it eap Ngtra (0,9%). kho tiéu (0,7%), (Tfi)‘ bung (0,7%), nén (0,7%), phan

bit thuong (0,3%), chan an (0.3%), tao bon (0,3%), chéng mit
(0,3%), kho miéng (0.3%). suy nhugc (0.2%), méat ngu (0,2%), bénh
bach cau (0.2% ¢ phu nit), bénh Monilosis (0,2%), ngia (0,2%),
budn ngt (0.2%).

Céac thu nghiém trén 1Am sang véi 3841 bénh nhéan 1a ngudi 16n va tré thanh thi€u nién
(tir 13 tudi tré 1én) st dung cefdinir lién quan vé thay doi vé két qua x¢ét nghiém co ¥
nghia lAm sang c6 thé xay ra, cac tac dung khéng mong muon khac trong tht nghi¢m

5

lam sang va cac thir nghiém trong phong thi nghi€ém nhur sau:

L=

= A A
I'ic dyng khong mong muon

g=>

Ty

Tang bach cdu (2%). Tang protein nudc ticu (2%). Tang Gamma-
glutamyltransferase (1%). Tang/ giam Lympho (1%, 0,2%). Tiéu ra
mau (1%).

Thuong gép

It gap Tang glucose (0,9%). Tang glucose nude ticu (0,9%). Tang/ giam
bach ciu (0,9%, 0,7%). Tang Alanin aminotransferase (0,7%). Téang
bach cau ai toan (0,7%). Tang/ giam ty trong nudce tiéu (0.6%,
0,2%). Giam bicarbonat (0,6%). Ting/ giam phospho (0.6%, 0.3%).
Tang AST (0.4%). Tang phosphatase kiém (0.3%). Tang BUN
(0,3%). Giam hemoglobin (0.3%). Téng/ giam bach cau trung tinh
da hinh (0.3%. 0.2%). Tang Bilirubin (0,2%). Tang Lactat
dehydrogenase (0,2%). Tang ticu cau (0,2%). Tang kali (0,2%).

Téng pH nudce tiéu (0,2%).

Huodne dan cach xw tri ADR

Néu xudt hién phan tmg di img nghiém trong trong khi dung cefdinir. cin ngung thude
ngay va ép dung cac bién phap can thi¢p thich hop khi cé chi dinh nhu tiém adrenalin,

corticosteroid, duy tri thong khi, oxy (cdp ctiu theo phic dd ciia BO Y €)

Cén than trong khi xuat hién tiéu chay trong hodc sau khi dung cefdinir do nguy co
mic viém dai trang gia mac do Clostridium difficile. Trong trudng hop bénh nhan
duoe chan doan hodic nghi ngd miéc viém dai trang do Clostridium difficile, ¢o thé can

g cefdinir va ap dung cac bién phap can thi¢p thich hop nhu bu nude, dién gial.

[oee

neun
bo sung protein diéu tri khang sinh (v6i metronidazol hodc vancomycin dudng udng).
can thi¢p ngoai khoa Khi co chi dinh.

Bdo cAo cdc phian irng ¢6 hai nghi ngd xay ra sau khi thude dwge cAp phép la rit
quan trong vi cho phép theo dai lién tue sy cin bing lgi ich/nguy co ciia thude.

Cac chuyén gia chim soc stre khoe dwge yéu cau bao cdo moi phan (mg bat lgi
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nghi ngo thong Trung tim Quoc gia vé Thong tin thudce va Theo doi phan ang co
hai cia thuoc.

13.QUA LIEU VA CACH XU TRIi

Chura ¢6 théng tin vé qud liéu Cefdinir & ngudi. Trong cac nghién clru vé dde tinh Cﬁp
& lodi gdm nhédm, udng lidu don 5600 mg/kg khong gay tac dung bét lgi. Nhiing dau
hiéu va triéu chime ngd doc sau khi bi qua lidu cac khang sinh B-lactam khac 2ém ¢o
budn nén, ndn, dau viing thuong vi, tiéu chay va co giat. Tham tach méau co thé loai
cefdinir ra khéi co thé. Didu ndy ¢6 fch trong truong hop ngd doc ning do qua liéu,
dic biét khi chire nang than bi tén thuong.

14.CAC PAC TINH DUQC LUC HQC

Nhom duoe 1¥: Khang sinh nhém cephalosporin thé hé 3.

Mi ATC: J0IDDI5.

Co ché tac dunge:

Cing nhu céc cephalosporin khéc, tac dung diét khudn ctia cefdinir 1a do su tc ché
t(':)ng hop thanh té bao. Cefdinir 6n dinh voi sy hién dién ciia mot vai enzym j-
lactamase, nhung khong phai tat ca. Két qua la nhiéu vi khuin dé khang vai penicillin
va mot sd cephalosporin nhay cam véi cefdinir.

Cefdinir da duge chimg minh ¢6 tac dung chdng lai phan 16n cac chiing clia cac vi
khuén sau day. ca i vitro va trong cac nhiém khuan lim sang.

Vi khuan hiéu khi Gram dicong:

Staphylococcus aureus (bao gdbm cac ching sinh enzym B-lactamase)

Cefdinir khong ¢6 tic dung di v6i staphylococei dé khang methicilin.,

Streptococcus pneumoniae (chi ¢o cac chung nhay cam voi penicillin)

Streptococcus pyogenes

Vi khudan hiea khi Gram am:

-3
a

Haemophilus influenzae (bao gdbm cdc chiing sinh enzym B-lactamase)

Haemophilus parainfluenzae (bao gdm cac ching sinh men p-lactamase)

Moraxella catarrhalis (bao gdm cdc ching sinh enzym p-lactamase).

Nhiing dir liu in vitro sau day ¢6 hi¢u lye, nhung y nghia [am sang chua dugc biét.
Cefdinir thé hién ndng doé e ché téi thiéu (MICs) in vitro 13 1 pg/ml. hoic it hon dbi
voi (> 90%) cac ching vi khudn sau; tuy nhién, hi¢u quéa va an toan ctia Cefdinir trong
viée didu trj cae nhidém khudn 1am sang do cdc vi khudn nay chua duge thiét 1ap qua
cac thu nghiém lam sang day du va co kiem sodt tot.

Vi khadn hiéu khi Gram dwong:

Staphylococcus epidermidis (chi ¢6 cac chung nhay cam véi methicilin)

Streptococcits agalactiae
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Viridans nhom streptococci

Cefdinir khong co tac dung doi v6i Enterococcus va cac loai Staphylococcus dé khang
Methicilin.

Vi khuén hiéu khi gram am:

Clitrobacter diversus

Escherichia coli

Klebsiella pnewmnoniae

Proteus mirabilis

Cefdinir khong ¢6 tac dung ddi v6i Pseudomonas va cac loai Enterobacter.

15.CAC DAC TINH DUQC DONG HOC

Hip thu: Sinh kha dung duong udng.

Nong do tbi da ctia cefdinir trong huyél tuong xay ra 2 dén 4 gio sau khi dung thuée.
Nong do Cefdinir trong huyét tuong tang theo licu, nhung tang it hon lidu tuong ting
(tr 300 mg (7 mg/ke) dén 600 mg (14 mg/kg). Sau khi cho ngudi 16n khoe manh dung
hén dich, sinh kha dung cefdinir la 120% so v&i vién nén bao phim. U'dc tinh sinh kha
dung ctia vién nén bao phim cefdinir 1a 21% sau khi ding liéu 300 mg. va 16% sau khi
dung liéu 600 mg.

Anh hirong ciia thire én

Cmax va AUC cta vién nén dai bao phim cefdinir giam 1in luot 16% va 10% khi dung
vGi bira an nhiéu chit béo. Tam quan trong cua viée suy giam nay khong ¢o y nghia
lam sang vi nhitng nghién ctu v& an toin va hiéu qui cia hon dich uéng ¢ bénh nhan
nhi duge tién hanh ma khéng can quan tam dén luong thire an dua vao. Do do. ¢6 thé
dung cefdinir e no hodc lic doi.

Da liéu

3
-

O nhitng ngudi ¢6 chirc nang than binh thuong cefdinir khong tich lily trong huyét
tuong sau khi dung mét hoac hai 1an mdi ngay.

Phiin bo:

Thé tich phan bd trung binh (Vaaea) clia cefdinir & ngudi 16n 12 0,35 L/kg (£ 0.29): ¢
tré em (6 thang dén 12 1di), Ve 12 0,67 Likg (+0,38). 60% dén 70% cefdinir gan
két v6i protein huyét twong & ca ngudi 16n va tré em. sur gan két khéng phu thude ndng
do.

Vét bong da

O nguoi 16n, ndbng do i da celdinir trong dich vét bong da trong khoang 0,65 (0,33 -

1.1) va 1.1 (0.49 - 1.9) png/mL dugc quan sat thay 4 dén 5 2id sau khi udng lan luot

cac licu 300 mg va 600 mg. Gia tri trung binh Cmax va AUC trong dich bong da la
48% (+ 13) va 91% (+ 18) cua gia tri trong huyét tuwong tuong ung.

Mo amidan
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O nguoi 16n dang cat amidan, nong do trung binh cefdinir trong mo amidan 4 gi¢ sau
khi u(:)ng liéu don 300 mg va 600 mg lan luot 14 0,25 (0,22 - 0.46) va 0,36 (0.22 - 0,80)
tg/g. Nong do trung binh trong mé amidan la 24% (£ 8) nong dd trong huyét twong
trong tng.

Mo xoang

O nguoi 16n dang cat xuong ham trén va phau thuat xoang sang. nong do trung binh
cefdinir trong md xoang 4 gid sau khi udng lidu don 300 mg va 600 mg lan luot la <
0,12 (< 0,12 - 0.46) va 0,21 (< 0.12 - 2,0) pg/e. Nong do trung binh trong mo xoang la
16% (- 20) nong do trong huyét twong twong tmg.

Mé phéi

O ngudi 16n dang soi phé quan chan doan, né‘mg do trung binh cefdinir trong dich nhay
phéi 4 gitr sau Khi uéng lizu don 300 mg va 600 mg lan luot 14 0,78 (< 0,06 - 1,33) va
1,14 (< 0,06 - 1,92) pg/ml, va dat 31% (= 18) non g 40 trong huyél tuong tuong ung.
Nong do trung binh cefdinir trong dich biéu mo lan luot 1a 0,29 (< 0.3 - 4,73) va 0,49
(<03 -0.59) ng/ml., va dat 35% (+ 83) ndng do trong huyét tuong tuong ing.

Dicli tai gitia

O 14 bénh nhan nhi bi viém tai gitta nhiém khuan cip, nong @6 trung binh cefdinir
trong dich tai gitta 3 gidy sau khi udng liéu 7 va 14 mg/kg 1an luot 1a 0,21 (< 0,09 - 0,94)
va 0.72 (0.14 - 1.42) ng/mL. Nf‘mg dd trung binh trong dich tai gitra 1a 15% (£ 15)
néng dé trong huyét tuong tuong tng.

Diclindo tity

Chura ¢6 dir liéu vé su tham nhép cua cefdinir vao dich néo tiy & ngudi.

Chuyén hoa va thii triv

Cefdinir khéng duge chuyén hoa dang ké. Hoat tinh chu yéu do thude miu. Cefdinir
duoe thai trir phan 16n qua thin véi nta doi thai ter (t44) trong huyét tuong 1a 1,7 (+
0.6) gio. O nguoi lon khoe manh ¢6 chic ndang than binh thuong, d¢ thanh thai than la
2.0 (+ 1.0) mL/min/kg. va do thanh thai biéu kién qua duong udng 1a 11,6 (+ 6.0) va
15,5 (+ 5.4) mL/min/kg sau khi udng lan luot cdc lidu 300 mg va 600 mg. Ty 1¢é phan
tram trung binh liéu phuc hdi khong thay déi trong nude tiéu sau khi uéng 300 mg va
600 mg lan luot 1a 18,4% (+ 6.4) va 11,6% (+ 4,6). Do thanh thai cefdinir giam & bénh
nhan bj roi loan chire nang than.

Vi su bai tiét & than la duong thai trir chu }'éLl, nén diéu chinh lidu luong & nhirng bénh
nhan ¢é chite nang than bi ton thuong ré rét hode nhimg ngudi dang tham tach mau.
Khong can thiét yeu cdu diéu chinh lidu lrong O nhirng bénh nhan suy gan.

16. QUY CACH PONG GOl

Hop 01 vix 10 vién.

Hop 03 vi x 10 vién.

Hop 10 vix 10 vién.
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17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG
CUA THUOC
Piéu kién bao quan: Noi kho, nhiét do khong qua 30°C, tranh énh séng.
Han diing: 36 thang, ké tir ngay san Xuét.
Tiéu chudn chét lwgng ciia thude: USP.
18. TEN, PIA CHI CUA CO SO SAN XUAT
A Cong ty ¢b phan Trust Farma Quoe Té
m’ S& 36 Dai 16 Hitu Nghi, Khu Cong Nghi¢p Viét Nam-Singapore, Phuong
Binh Hoa, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam
Dién thoai: (0274) 3 766 790 website: www.tfipharma.com

Binh Dirong, Ngay 09 thdang 09 ndm 2025
Dai dién hgp phap cia co sé ding ky

Trudng phong Dang ky thude
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