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RINEDIF® 125 mg/5 ml
RINEDIF® 250 mg/5 ml

1. TEN THUOC
— RINEDIF" 125 mg/5 ml
— RINEDIF* 250 mg/5 ml
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thude nay chi dimg theo don thudc.
Dé xa tam tay tré em,

Doc kv Iurdmg dan sir dung trude khi dimng.
3. THANH PHAN CONG THUC THUOC
RINEDIF" 125 meg/5 ml va RINEDIF" 250 mg/5 ml:

— M&i 5 ml hdn dich sau khi pha chia:
Thémh phan hoat chdt: Cefdinir.................... 125 mg hode 250 mg.
Thénh phan td dicpe: Sucrose, Croscarmellose natri, Acid citric khan, Natri citrat khan, Natri
benzoat. Microcrystalline cellulose -Carboxymethyleellulose natri. Xanthan gum, Sucralose, Mui

dau, Magnesi stearat, Colloidal silicon dioxyd.
4. DANG BAO CHE

— Bot pha hon dich mau trang dén vang nhat, mui dau, vi ngot, déng trong chai nhya HDPE mau

trang duc.

n

CHI DPINH
Cefdinir chi dinh diéu tri cac nhiém khuén tir nhg dén trung binh do cac chung vi khuan nhay cam
gay cac bénh sau:

R ~ v A . A
Nguwoi lon va thanh thicu nién

5
A -

Viém phoi cong ddng gy ra boi Haemophilus influenzae (bao gom cac chung sinh p-lactamase).
Haemophilus parainfluenzae (bao obm cac chung sinh B-lactamase). Streprococcus pneumoniae
(chi cac chung nhay cam véi penicillin) va Moravella caiarrhalis (bao gdm cée chung sinh f-
lactamase).

Dot cdp tinh ctia viém phé quan man gdy ra boi Haemophilus influenzae (bao gom céc chiung sinh p-
lactamase)., Haemophilus parainfluenzae (bao gdm cac chung sinh B-lactamase). Strepiococcus
preumoniae (nhay cam voi penicillin) va Moravella catarrhalis (bao gdm cdc ching sinh p-

lactamase).
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Viém xoang ham trén cap edy ra boi Haemophitus inflien-ae (bao oom cdc chung sinh B-
lactamase). Sireptococcus pneumoniae (chi ¢ic chung nhay cam véi penicillin) va Moraxella
catarrhalis (bao gdbm cdc chung sinh B-lactamase).

Viém hong/ viém amidan gay ra boi Streptococcus pyogenes.

Nhiém khuin da va cdu tric da khdng bién chimg gdy ra bai Staphyvlococcus aureus (bao adm céc
chung sinh B-lactamase) va Streptococcus pyogenes.

Tréem

Viém tai gitra cap tinh do vi khudn gay ra boi Haemophilus influenzae (bao aOm cae ching sinh f-
lactamase). Streprococcus pneumoniae (chi cie ching nhgy cam voi penicillin) va Moravella
catarrhalis (bao g{')m cac chung sinh B-lactamase).

Viém vong/viém amidan gay ra boi Strepiococeits pyogenes.

Nhidm khudn da va cdu tric da khong bién chimg giy ra bai Staphvlococeus aureus (bao gf)m cde
chung sinh B-lactamase) va Streplococcus pyogenes.

CACH DUNG, LIEU DUNG

Cdch ding: Co thé udng thude e no hoie doi.

Cidch pha thude: Lac chai dé lam toi bot thude. Cho 24 ml nude vao chai (30 ml x 9 g). 48 ml

nude vao chai (60 ml x 18 g) va 80 ml nude vao chai (100 ml x 30 g) lac déu dé tao thanh hon dich
ngang mirc vach, Hon dich sau khi pha bio quan ¢ nhiét dd phong khong qua 30°C va sir dung
trong 10 ngay. Sau thoi gian nay bét cit phan thude thira ndo cting phai loai bo. Lic ky hon dich
treede moi lan su dung.

Liéu ding:

Liéu khuyén dung va thoi gian didu tri cac nhiém khudn & té em duge mo ta trong bang sau, tong
lidu hang ngay cho tat ca cac nhidm khuan la 14 mg/ ke. litu1di da 600 mg/ ngay.

Dung lidu 1 1an/ ngay trong 10 ngay ¢6 hiéu qua nhu ding liéu 2 lan/ ngay. Liéu dung 1 lan/ ngay

chua duge nghién ctru trong nhiém khuan da, do dé nén ding 2 lan/ ngay trong céc nhiém khuan

nay.
A 4 .o - .- A
Lieéu diung cho tré tir 6 thiang toi 12 tudi
Loai nhiem khuin Licu luwgng Thoi gian ding thude
_ e , ) ; 7 mg/ kg moi 12 gio 5- 10 ngay
Viém tai gitra cap tinh do vi khuan » ) ‘
hodc 14 mg/ kg moi 24 gio 10 ngay
_ . 7 mg/ kg moi 12 gio 10 ngay
Viém xoang ham trén cap 3
hogc 14 mg/ kg moi 24 gio 10 ngay |
_ _ _ 7 mg/ kg mdi 12 gio 5 - 10 ngay
Viém hong/ viém amidan ! N ‘
hodc 14 mg/ kg moi 24 gio 10 ngay
Nhiém khuin da va cau tric da el B ‘
g .% ; 7 mg/ kg mai 12 g 10 ngay
khong bién chimg
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! Lieu dung cho tré em theo ciin niing

Cén ning

125 mg/5 ml 250 mg/5ml
(kg)

9-<18 |2.5 ml mdi 12 gid hodic 3 ml mdi 24 givr | -

7.5 ml moi 12 gior hodc 15 ml moi 24 375 mlméi 12 gior hoae 7.5 ml moi 24
27-<36

~

i gio

(I

18-<27 |5 mlmdi12 gir hodc 10 ml mdi 24 gitr | 2,5 ml mdi 12 givr hodic 5 ml moi 24 ¢iv |

36-<43 |10 ml mdi 12 gio hogic 20 ml moi 24 gior | Smlmdi 12 gity hode 10 ml moi 24 gio

¢ = . = T ik e £ m A .
> 43% 12 ml moi 12 gio hoac 24 ml maoi 24 gid | 6 mlmoi 12 gidr hojic 12 ml moi 24 gio

*: Bénh nhéin nhi edn ning > 43 kg nén dung licu toi da 600 mg/ ngay

Bénh nhin suy thin

P&i vai bénh nhén 1a ngudi 16m ¢6 do thanh thai creatinin < 30 ml/ phut. liéu celdinir 1a 300 mg x |1

lan/ ngay.

Khé do luomg @b thanh thai creatinin ¢ bénh nhan ngoai trd. Tuy nhién, ¢d thé ding cong thire sau
dé du dodn do thanh thai creatinin (CLo) O nguoi lon. B¢ dy dodn ¢d gia tri, mie do creatinin huyet
thanh nén phan dnh tinh trang 6n dinh cua chire nang thin,

(trong lueng) (140 - tudi)

Nam ClLe= _ ;
(72) {creatinin huyeét thanh)

N CLeg = 0.85 x tri s rén

(Trong d6. dé thanh thai creatinin la ml/ phit, tudi tinh bang nam, trong lugng la Kilogam va
creatinin huyeét thanh la mg/dl).
Cong thite sau ¢é thé dugce st dung dé ude tinh d¢ thanh thai creatinin o tré em:

K x chiéu dai co thé hoéc chiéu cao

Ela= :
Creatinin huyét thanh

K =0.55 dbi voi bénh nhan nhi trén 1 tudi va K = 0.45 doi véi tré so sinh (dén 1 tudi)

(Trong do. d¢ thanh thai creatinin tinh bang ml/phat/1.73 m’; chidu dai hodc chiéu cao cua co thé
tinh bing em va creatinin huyét thanh la mg/ dl).

Déi vai bénh nhan nhi ¢d do thanh thai creatinin < 30 ml/phat1.73 m?: Liéu cta cefdinir nén la 7 mg/
ke (151 da 300 mg) x 1 1an/ ngay.

Bénh nhan dang tham tach méau

Tham tach mau cé thé loai cefdinir khoi co thé. O bénh nhin duy ti vige tham tach mau thuong
xuyén, phac do lidu khoi dau khuyén ding 1a 300 mg hodce 7 mg/ kg cach moi ngay. O cudi moi dot
tham tach. nén cho ding 300 mg (hodc 7 mg/ kg). Nhimg licu tiép theo sau do (300 mg hodc 7 mg/

4 5 . ] a
ke) duge dang cach moi ngay.
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CHONG CHI DINH

Cefdinir chong chi dinh cho cde bénh nhidn da biét di ing voi khang sinh nhom cephalosporin hay

voi bat kv thanh phﬁn nao ¢o trong thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bdo

Trude khi bat dau li¢u phap diéu tri voi cefdinir can thue hig¢n cac bien phap xac dinh xem bénh
nhéan ¢6 phan tmg di Gng v6i celdinir, cac cephalosporin khdc, penicillin hode thude khae. Néu sur
dung cefdinir vai nhimg bénh nhan nhay cam vai penicillin nén thin trong vi da ¢ béo cdo vé phan
img chéo gitra cac Khang sinh B-lactam va ¢6 thé xay ra 1én dén 10% véi nhitng bénh nhan ¢6 tién
str di tng voi penicillin. Néu phan (g di (mg xay ra v6i cefdinir. phai ngtmg thude. Phan g qua
man nghiém trong ¢6 thé diéu tri bang epinephrin va cée bidn phap khan cip khéc. bao gdm
oxygen., truyén tinh mach dung dich. khéng histamin. corticosteroid. kiém sodt ho hip nhu chi dinh
l[am sang.

Tiéu chay lién quan dén Clostridium difficile (CDAD) da duge bdo cdo véi viée sit dung gin nhu
tit ca cac tac nhan khang khuan. bao gfnn cefdinir va c6 thé & mire do i tiéu chay nhe dén viém dai
trang gay tir vong. Didu tri véi cdc tac nhan khang khuan lam thay doi h¢ vi sinh binh thuong cua
dai trang dan dén sy phat trién qua mie cua C. difficile.

C. difficile san xudt ra ddc 0 A va B, gop phin vao sy phdt trién cua CDAD. Céc ching
C. difficile san xudt hypertoxin gay tang ty 1¢ mac bénh va tir vong, vi cac bénh nhiém khuan nay ¢6
thé 1a chdt dé khang diéu tri bang khéng sinh va ¢é thé phai phau thudt cat bo truc trang. CDAD
phai duge xem xét trong tat ca bénh nhan bi ticu chay sau khi st dung thude khang sinh. Bénh st
ky luong 1a can thiét khi CDAD dugc bdo cdo xdy ra trong hon hai thing sau khi diing tic nhén
khang khudn.

Néu nghi ngo hoac xic nhian CDAD. viée sir dung khang khuén khong chéng lai C. difficile ¢6 thé
can phai ngimg. Truyén dich va chét dién giai thich hop, bo sung protein. diéu tri khang khuan C.
difficile, va danh gia phau thudt nén duoe tién hanh theo chi dinh l[am sang.

Than trong

Chi dinh cefdinir khi khong bi nhiém khudn r6 rét hodc chi dinh du phong 1a khdng cé 1oi cho bénh
nhan va lam ting nguy co phét trién vi khuan dé khang thude.

Nhu cac khéng sinh phd rong khéc. diéu tri kéo dai co thé din dén kha nang xuat hién va phat trién
qué mue cac vi khuin dé khang. Can theo doi cdc bénh nhin can thin. Néu bdi nhidém xay ra trong
khi diéu tri. nén dung liéu phap thay thé thich hop.

Nhu cée khang sinh phd rong khac. ké don cefdinir thin trong cho cdc ¢d nhan ¢6 tién str viém dai
trang.

O cac bénh nhan bj suy than thoang qua hodc kéo dai (dd thanh thai creatinin < 30 ml/phat). nén
siam tong lidu hang ngay cia cefdinir vi nong do cefdinir trong huyét tuong cao va kéo dai ¢ thé

xay ra sau lieu khuyen cdo (xem “Ciach dung, Li¢u ding”),

411



https://trungtamthuoc.com/

9,

Than trong vai ta duge sucrose: Do trong thanh phan thude co chia sucrose. Vi vay. néu dun

£
¥

g
thude trong 2 tuan hodc hon ¢6 thé gdy siu rang. Khong nén ding thude cho ngudi ¢6 cde véin dé veé
di lruyén hiém gap nhu: Khong dung nap fructose, kém hip thu glucose — galactose hoic thiéu hut
sucrase — isomaltase.

Tre em:

An toan va hiéu qua ¢ tré so sinh va tré em duéi 6 thang tudi chua duge thict 1ap. Su dung cefdinir

dé didu ti viém xoang ham trén cép tinh & tre em (tir 6 thing dén 12 twoi) duge hd g bing cic
nehién ciu ddy do va duge kiém sodt tot & ngudi lén va thanh thiéu nién. twong tu sinh 1y bénh cua
viém xoang cﬁp tinh & nguoi 1on va tré em. va so voi di licu duge dong hoce O tré em.

Nguwoicao tudi:

Hiéu qua thi dugce so sanh ¢ bénh nhan cao tu6i va nhimg nguoi tre. Trong khi cefdinir da dugc
dung nap tét & tit ca cic nhom tudi, trong cde thi nghiém lim sang. bénh nhan cao tudi ¢6 ty 18 tac
dung phu thap hon. bao adm tiéu chay, so voi nhimg ngudi tre. Didu chinh liéu & bénh nhin cao

tudi 1a khong can thiét trir khi chire niing than bi tén thuong  rét (xem “Céach diing, Litu dung”).
SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Pliu niv co thai

Cefdinir khéng gay qudi thai ¢ chudt cong khi cho ding liéu dén 1000 mg/kg/ngay (gdp 70 lan licu

cho ngudi khi tinh trén mg/kg/ngay. ¢ap 11 lan khi tinh wén mg/m’/ngay) hofe & tho khi cho ding
lidu dén 10 mg/kg/ngdy (gdp 0.7 lan lidu cho nguoi khi tinh trén mg/ke/ngay. edp 0.23 lan khi tinh
rén mg/m*/ngay). Doc tinh & ngudi me (giam thé trong) duge quan sét thay trén tho véi lieu dung
nap toi da 12 10 mg/kg/ngay ma khong gdy tac dung bét loi cho con. Giam thé trong xay ra ¢ bao
thai chuodt véi lidu > 100 me/ke/ngay. va & chudt con véi lidu > 32 mg/kg/ngdy. Khong quan sat
thfi}' ¢6 tdac hai trén cac chi s6 sinh san cua ngudi me hode chire nang sinh san. hoat dong, phat trién
cua con.

Tuy nhién, chua ¢é nhimg nghién ctu diy di va co kiém sodt tot trén phu nir mang thai. Vi cac
nghién ctu sinh san trén dong vat khong phai ludn ludn du dodn trude duge cac dap (mg ¢ nguot,
chi nén ding thude nay trong khi mang thai khi that sy cdn thiét.

Phu nir cho con bu

Sau khi ding liéu don 600 mg. khong phat hién co cefdinir trong sira me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua ¢6 bang chimg vé anh hudng cua thude 1én kha nang lai xe. van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC

Thuéce khing acid (chiva nhom hodc magnesi)
Duing dong thoi cefdinir voi 30 ml hon dich Maalox® TC lam giam ty 1€ (Cmay) va mitc d§ hip thu
(AUC) khoang 40%. Thoi gian dé dat Cnax kéo dai hon 1 gio. Duge dong hoc cefdinir khong bi dnh

huong dang ké néu dung chat khang acid 2 gior truedie hodie 2 ¢io sau khi ding cefdinir. Néu cin
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dung thude khang acid trong khi diéu trj bang cefdinir. nén ding cefdinir it nhit 2 gio trude hoge

sau khi dimg thude khing acid.
Probenecid
Nhu cde khang sinh beta-lactam khac. probenecid tre ché su bai tiét cefdinir o than. dan dén tang
gip doi AUC. tang 54% nong dé dinh cefdinir trong huyét trong va kéo dai 50% su thai trir biéu
kién t..
Bé sung sit va thiee phiam tang cuéng st
Dung ddng thai cefdinir voi thue pham bd sung sat wi lidu chia 60 mg neuyén t6 sat (dudi dang
FeSOy) hoac cdc sinh t6 bo sung 10 mg nguyén to sat lam giam mie do hap thu lan luot 1a 80% va
31%. Néu co yéu ciu bo sung sat trong khi diéu tri v&i cefdinir, nén dung cefdinir it nhat 2 gio
triede hode sau khi bo sung.

Téc dung ctia thue pham tang cudng nguyén o sat (cha yéu 1 bira an séng ngii cde ting cuong chat
sat) trén sy hap thu cefdinir chua duge nghién ¢t
Dung dong thdi cong thire cho tré em ¢6 ting cudmg chit sat (2.2 mg nguyén té sit/6 oz) khong anh
huong dang ké dén duge dong hoe cia cefdinir. Do d6 ¢6 thé ding cefdinir hdn dich udng véi cong

thire cho tré em ¢o ting cudng chat sat.

nhén ciing dang ding cac san pham cé chira sat. Mau do la do su hinh thanh mot phm chat !\hor

s

hip thu giira cefdinir hodic cde san pham phan hiy cua nd véi st trong dudmg tiéu héa.

Twrong tdc thudc/thiv nghiém cdn lim sang
Thir nghiém ketone trong nudc tiéu ding nitroprusside ¢6 thé cho két qua duong tinh gia, nhung
diéu ndy khong xay ra néu dung nitroferricyanide. Viée sir dung cefdinir ¢6 thé cho két qua duong
tinh gia trong thu nghiém tim glucose niéu khi ding Clinitest™ hodc dung dich Benedict's hay dung
dich Fehling's. Khuyén cdo str dung phuong phap thir nghiém tim glucose niéu dua trén phan tmg
oxi héa glucose enzyme (nhu Clinistix® hay Tes-Tape®). Cephalosporin ddi khi gay ra phin mg
Coombs true tiép duong tinh,
12. TAC DUNG KHONG MONG MUON CUA THUOC
Quy ude sau day duge sir dung dé phan loai tan sudt
Rat thuong gap (= 1/10); Thudng gip (= 1/100 - <1/10): it gdp (= 1/1000 - <1/100): Hiém gap

(> 1/10000 - <1/1000): Khong dugc biét (khong thé ude tinh i dix liéu ¢6 sin).

Lo he tueng Thudng gip (ADR > 1%) it giip (0,1% <ADR < 1%)
co quan

Buon nén, dau bung, kho tiéu, phin bat

Tiéu hoa Tiéu chay. nén 6i. i
’ thudng.
) Bénh vé da do monilialis, n6i me day. phat
Da Phit ban. 5
ban san.

Tang hoac giam t¢ bao lympho. | Giam bach ciu. ting kali mau. tang hoic
Mau tang phosphatase Kkiém. giam | giam phosphat mau, tang hoge giam té bao

bicarbonat. tang bach cau ai toan. | bach cau. giam canxi  huyét,  giam
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:r tang lactate dehydrogenase. tang | hemoglobin, tang bach ciu ni¢u. ting bach
tieu huyét cdu. tang hoac giam | ciu don nhin, ting kali huyét. giam thé
bach cau da nhan. tich huyét cau.
Bo phéan sinh duc - Nhidgm ndm 4m dao. viém am dao.
Gan | Tang AST *

I o | Tang pH nudc ticu. tang hodc giam tv
Ihan l'ang protein ni¢u e
trong nuoc ticu

Tac dyng khong mong mudn trén duge tién hanh tha nghiém tén 1783 bénh nhan nhi (977 nam va
806 nir).

*: Thay doi trong phong thi nghiém ddi khi duoe bao céo la tic dung khéng mong mudn.

Luu v: O cdce bénh nhan duoce diéu tri bang cefdinir va nhom chirng. ty 1@ tiéu chay va phat ban cao
hon & nhimg bénh nhan nhi nho tudi nhat. Ty 1é tiéu chay ¢ nhiing bénh nhin duge didu tri bang

cefdinir =2 tdila 17% (93/557) so v&i 4% (31/1226) ¢ nhimg ngudi > 2 tudi.

13. QUA LIEU VA CACH XU TRI

Chua ¢6 théng tin vé qua lidu cefdinir & nguoi. Trong cdce nghién ciu vé doe tinh cip o loai gam
nhém. udng lidu don 5600 mg/ kg khong gdy tac dung bt loi. Nhimg ddu hiéu va tiéu chimg ngd
dde sau khi bi qua lidu cae khang sinh B-lactam khéc bao gf‘:m ¢6 budn non. non. dau ving thuong
vi. tiéu chay va co giat. Tham tich méau ¢6 thé logi cefdinir ra khoi co thé. Diéu nay ¢6 ich trong

trirong hop ngd dde ndng do qua lieu, dac biét khi chire ning than bi ton thuong.

14. CAC PAC TINH DUQC LU'C HQC

-

Nhom duoe I¥: Khang sinh nhom cephalosporin thé hé 3.
MaATC: JOIDDI15.

Co ché tac dung: Ciang nhu cdc cephalosporin khac. tdc dyng diét khuan cua cefdinir 1a do sy tc

ché tong hop thanh té bao. Cetdinir 6n dinh véi sy hién digén cuia mot vai enzym p-lactamase, nhung
khong phai tat ca. Keét qua 1a nhiéu vi khuan dé khang voi penicillin va mét s6 cephalosporin thi
nhay cam vaéi cefdinir.

Co ché dé khang: Pé khang véi cefdinir chu yeu thong qua sy thiy phan boi mot so -lactamase,

»

lam thay doi cac lién két protein-penicilin (PBP) va giam tinh thim. Cefdinir khong hoat dong
chéng lai hau hét cic ching Enterobacter spp.. Pseudomonas spp., Enterococcus spp., lién cédu
khdng penicillin va tu ciu khang methicillin. B-lactamase am tinh, cac ching H. influenzae khang
ampicillin (BLNAR) thuong khong nhay cam véi cefdinir.

Cefdinir da duge ching minh ¢6 tac dung khang lai phdn lén céc ching cta cac vi khuan sau day,
¢d in vitro va trong cac nhiém khuan lam sang.

Vi khuin Gram duong:

Staphvlococcus aureus (chi cac chung nhay cam methicillin). Streprococens pnewmoniae (chi cac

chung nhay cam vai penicillin). Streptococcus progenes.

\

-
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Vi khuin Gram dm:

Haemophilus influenzae, Haemophilus parainfluenzae. Moraxella catarrhalis.

Nhitng dit liéu in virro sau day ¢6 hiéu lyc, nhung ¥ nghia lam sang chua duge biét.

Cefdinir thé hién ndng do (e ché 16i thidu (MICs) in vitro 1d 1 ug/ml hogce it hon (> 90%) dbi voi
cde ching vi khuan sau: tuy nhién. hiéu qua va an toan cua cefdinir trong viée diéu tri cdc nhiém
khudn lam sang do cdc vi khuan nay chua duge thiét 1dp qua cde thir nghi¢m lam sing day du va o
kiém sodt tot.

Vi khuan Gram duong;

Staphylococcus epidermidis (chi ¢d cac ching nhay cam vaimethicillin). Streprococens agalactiae
Streptococei nhom Vindans,

Vi khuan Gram dm;

Citrobacter diversus, Escherichia coli, Klebsiella pnevmoniae, Proteus mirabilis.

15. CAC PAC TINH DUQC PONG HQC

Hép thu: Sinh kha dyng dudng uéng.

Néng do t6i da cia cefdinir trong huyét tuong dat duge 2 - 4 gity sau khi ding thude. Nong do
cefdinir trong huyét trong ting theo lidu, nhung tang it hom lidu twong mg tit 300 mg (7 mg/ kg)
dén 600 mg (14 mg/ kg). Sau khi cho ngudi 16m khoe manh diing hon dich, sinh kha dung cefdinir
li 120% so véi vién nang. Ude tinh sinh kha dung cia vién nang cefdinir 1a 21% sau khi ding liéu
300 mg va 16% sau khi dung lidu 600 me. Cefdinir dang hén dich ubng 11611g do 250 mg/ Sml duoc
chimg minh la twong duong sinh hoc véi ndng o 125 mg/ 5 ml & nguoi 16n khoe manh trong diéu
kién doi.

Anh hieong cua thire an

Cmar va AUC cua vién nang cefdinir giam lan lwgt 16% va 10% khi dung voi bira an nhiéu chit
béo. O ngudi 16n dung hon dich udng cefdinir 230 mg/ 5 ml véi bita n nhidu chat béo, Cina va
AUC cua cefdinir 1an lugt giam 44% va 33%. Mt dé cua sy giam nay khong ¢6 ¥ nghia lam sang
vi nhiing nghién ctu vé an toan va hiéu qua cta hon dich udng ¢ bénh nhan nhi duoc tién hanh ma
khong cdn quan tim dén lugng thire an dua vao. Do d6. ¢6 thé ding cefdinir lie no hodc lic doi.

Cefdinir dang hon dich

Nong do cefdinir trong huyet tuong va cdc thong so duge dong hoe do duge sau khi dung liéu duy

nhat 7 — 14 mg/ kg cho tré¢ em (tir 6 thang dén 12 tudi) nhur sau:

Litu Cuax (ng/ ml) toax (210) AUC (ng - gio/ ml)
2.30 232 8.31
7 mg/ kg ~ , m—
(0.63) 0.6 | (2.50)
3.86 1.8 13.4
14 mg/ kg _ _
(0.62) (0.4) (2.64)

Ba liéu: O nhimg ngudi ¢ chire nang than binh thuomg eefdinir khong tich 1ty trong huyét tuong

sau khi diing mét hoac hai lan moi ngay.

L O

S <4

=/



https: //trungtamthuoc com/

Phin bb

Theé tich phan bo trung binh (Vgaea) cua cefdinir o nguoi lon la 0.35 1/ kg (+ 0.29): ¢ tré em (0 thang

dén 12 tudi). Viarea 12 0.67 1/ kg (£ 0.38). Khoang 60-70% cefdinir lién két véi protein huyét tuong

o ca ngudi 16n va tré em, lién két nay khang phu thude vao nong dg.

1'é1 hong dea

O ngudi 160, ndng do 16i da cefdinir trong dich vét bong da trong khoang 0.65 (0,33-1.1) va 1.1
(0.49-1.9) pg/ ml duge quan sat thiy 4 - 5 gio sau khi udng lin luot edc lidu 300 mg va 600 mg.
Gid tri trung binh Cis va AUC trong dich bong da 1a 48% (+ 13) va 91% (= 18) tuong tmg trong huyét
trong.

Mo amidan

O ngudi 16m dang cat amidan, ndng d trung binh celdinir trong mé amidan 4 g'év sau khi udng liéu
don 300 me va 600 mg 1an lugt 14 0,25 (0,22-0.46) va 0.36 (0.22-0.80) ng/ g. Nong dd trung binh
trong mo amidan 13 24% (+ 8) ndng dd tuong (g trong huyét trong.

Mo xoang

O neuoi lon dang ciit xuong ham trén va phau thudt xoang sing. ndng do trung binh cefdinir trong
mo xoang 4 gio sau khi umn-I licu don 300 mg va 600 mg lan ot 14 < 0.12 (< 0.12-0.46) va 0.21
(< 0,12-2,0) pg/ g ng dd trung binh trong mé xoang 1a 16% (+ 20) tuong tng non“ do trong
huyét twong.

Mo phoi

O nguoi lon dang soi phé quan chan dodn. néng d) trung binh cefdinir trong dich nhay phoi 4 gio
sau khi uonu lidu don 300 mg va 600 mg lan luot 1a 0.78 (< 0,06-1.33) va 1.14 (< 0.06-1.92) ng/
ml. va dat 31% (+ 18) ndng do trong huyét twong tuong tmg. Nong dé trung binh cefdinir trong
dich bidu mé 14n luot 13 0.29 (< 0.3-4.73) va 0,49 (< 0.3-0.59) pe/ ml, va dat 35% (= 83) nong do
fwrong (mg trong hll}’él tuong.

Dich tai gitta

O 14 bénh nhan nhi bi viém tai gitra nhiém khuan cap. ndng do trung binh cefdinir trong dich tai
gitra 3 git sau khi ung lidu 7 va 14 mg/ kg lan lugt 14 0,21 (< 0,09 - 0,94) va 0,72 (0,14 -1.42) ng/
ml. Ndng do trung binh trong dich tai giira la 15% (= 15) néng do trong huyét tuong tuong tng.
Dich ndo tiy

Chua ¢6 dir liéu vé su tham nhép ciia cefdinir vao dich nio tiy & ngudi.

Chuvén héa va thai trir

Cefdinir khong duoge chuyén hoa dang ké. Hoat tinh chu yéu do hoat chat ban dau. Cefdinir dugc
thai trir phan 1on qua than véi thoi gian ban thai (tY2) trong huyet tuong la 1,7 (£ 0.6) gio. O nguoi

l6m khoe manh ¢é chire ndng than binh thudng. d thanh thai than la 2.0 (+ 1.0) ml/phuvke. do

"

thanh thai bi¢u kién qua duong uong la 11.6 (= 6.0) va an

13.5 (£ 5.4) ml/phit/kg sau Khi uong
lwot cde lidéu 300 mg va 600 mg. Ty & phan tram cua liéu khong doi trong nude tieu sau khi uong
lidu 300 mg va 600 mg lan lugt [a 18.4% (£ 6.4) va 11.6% (= 4.,6). DY thanh thai cefdinir giam ¢

b&nh nhan bi roi loan chire nang than.
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chite nang than bi ton thuong ré rét hode nhtmg ngwdoi dang tham tich mau.

Duge dong hoc trén cic doi twong dic biét

Bénh nhdn suy then

Duge dang hoe cua cefdinir di duoe quan sat & 21 déi twong 1a ngusi 16n véi cae mie dé suy giam
chie nang thin khac nhau. Két qua cho thiay. & nhing ngudi bi suy than nong do cefdinir trong
huyét twong cao hon va kéo dai hon so véi nhimg ngudi khang bi suy thin.

Trong céc dbi tuong ¢6 CLer trong khoang tir 30 dén 60 ml/ phit. Cpay va 1% ting xdp xi 2 ldn va
AUC tang xdp xi 3 lan. Trong cdc doi tugng ¢6 CLe < 30 ml/ phit, Cogy tang thém xap xi 2 lan. t4
tang khoang 5 ldn va AUC tang khoang 6 lan.

Diéu chinh lidu duge khuyén cdo & bénh nhan thin suy giam chire nang than (CLer < 30 ml/ phat —
xem muc Cach diung, Li¢u ding).

Chay thgn nhan tgo

Durge ddng hoc cua cefdinir da duge nghién ciru trén 8 doi trong 1a nguoi truong thanh dang chay
than. Loc mau (thoi gian 4 gie) da dao thai 63% cefdinir khoi co thé va giam t'4 tir 16 (= 3.5) dén
3.2 (% 1,2) ¢io. Nén diéu chinh li¢u ding cho cdc doi trong ny.

Bénh gan

Bai vi cefdinir cha yéu duoe dao thai qua than va duge chuyén hoa khong dang ké, nghién ciu o
bénh nhén suy gan khéng duoce thue hién. Do dé. khong cin chinh liéu trén cac ddi tugng nay.
Neguwoi cao tuoi

Anh hudng cua tudi tac ddi véi duge dong hoc cua cefdinir sau Khi ding lidu duy nhit 300 mg cho
32 nguoi tir 19 dén 91 tudi. Su phoi nhiém toan thin véi cefdinir tang déng ké ¢ nhimg ngudi 16n
tudi (N=16). Cuax tng 44% va AUC tang 86%. Sy gia ting nay 1a do giam do thanh thai cefdinir.
Thé tich phan bd giam, do dé khong c6 su thay d6i dang ké nao trong viée loai bo ti. da duoc quan
sat (nguoi cao tudi: 2.2 + 0.6 gi0 so voi tre: 1,8 = 0.4 gio). Vi d§ thanh thai cefdinir da duge ching
minh 1 cht véu lién quan dén chiic nang than thay vi tdi e, bénh nhan cao tudi khong c¢in chinh
lidu trir khi ho bi suy giam chire nang than o rét (CLer < 30 ml/ phat).

16.QUY CACH PONG GOI

Bt pha hon dich uéng RINEDIF" 125 mg/5 ml va RINEDIF* 250 mg/5 ml

Hop 1 chai 30 ml x 9 g bot thude va 1 coe chia lidu 15 ml.

Hop 1 chai 60 ml x 18 g bot thude va 1 cde chia lidu 15 ml.

Hop 1 chai 100 ml x 30 g bot thude va 1 cbe chia lidgu 15 ml.

17.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC
Piéu kién bdao quan: Noi kho. nhiét do khong qua 30°C. trénh dnh séng.

Hon dich sau khi pha. bao quan & nhiét do phong khong qua 30°C. dugce st dung trong 10 ngay.

Han ding: 24 thang. ké tir ngay san xuat.

Tiéu chuén chat lugng cua thuoc: Tiéu chudn co so.
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18. TEN, PIA CHI CUA CO SO SAN XUAT

:G}; Cong ty C6 Phan Trust Farma Quéc Té

S6 36 Bai 16 Hiru Nghi. Khu Cong Nghiép Viét Nam-Singapore. Phuong Binh

Hoa, Thanh phé Thudn An, Tinh Binh Duong, Viét Nan.

Dién thoai: +84 2743 766 790 Website: www. tfipharma.com

Binh Dicong, Neay 02 thang 08 nam 2024

Truomg phong Ding ky

- ™

f

W



