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Dosage: As directed by the physician For children dose 17g/30mi -

may be addad to the fruit juicas or milk jus! bafors Prescription only %

administration ]
Directlon For Reconstitution: Shake the bottle well to

loosen the granules Siowly add frashly boiled and cooled

water up to the mark on the label. Shake vigorously. Adjust -

tha volume up to the mark by adding mara water if

nacessary, This makes 30 ml of the suspension Shake the

bottle well for about 2 minutes to mix the madicine propary
Storage: Store in a dry place at temperature not exceading

30°C Protect from light % '
Keap out of the reach of childran e |n|r Or ra us ens‘on %
Read the instructions thoroughly before usa
Indication, indication and administration: a
"Please refer the pack insert inside * o — 2
SHAKE WELL BEFORE USE. Product Specification: In-house N Havoy, a4
Recenstituted suapansion should be stored in a refrigarator Pharmaceutical Dosage Form: ,«’Oe,‘ - -
and it should be used within 7 days from the date of dry powder far suspension y é‘ % <
reconshitution Composition : y & E E 3
Each 5 mi of reconstituted o THR r~
LUPIN LTD. suspension contains: 2 2 2
198-202, New Industrial Area No. 2, Cefdinir 125 mg \ [ - i -
Mandideep- 462 046 In a fiavoured base \ T 5 a
Dist: Raisen (M.P.) INDIA Appropriate overagas added 2 g &
|
Artwark Twice Enlarge Type of Label: Cut Labél s
Size 90 x 38 mm (W x H) Papsr B
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Doc kj hwong dén sir dung trieée khi dimg. Néu cdan thém thong tin, xin héi y kién bdc si.
Thuoc nay chi diing theo sir ké don cua thdy thuoc

R-TIST

(B6t pha hon dich uéng)

MO TA ) ‘ '
Cefdinir 1a mgt khang sinh cephalosporin ban tong hop, pho réng dung duong uong. J’L'f,

THANH PHAN

Mbi 5ml hén dich sau khi pha chira:

Cefdiniv s v cuwes v s 125mg

Ta dugce: Sucrose, Sodium CMC(LVP), Sodium Benzoate, Colour sunset yellow supra, Flavour Strawberry
Dry select, Colloidal silicon dioxide, Aspartame, Sodium saccharine, Magnesium Stearate.

DUQC LUC HQOC
Pho khéang khuan:
Ciing nhur v6i cac khang sinh cephalosporin khéc, tac dung khang khuén ctia cefdinir la do 1rc ché sinh téng
hop thanh té bao vi khuan. Cefdinir 6n dinh trong syr c6 mét ciia mot s6 nhung khong phai la tit ca céc enzym
beta-lactamase. Do véy, nhiéu chung vi khuan khang cac penicillin va mét s6 cephalosporin lai nhay cam véi
Cefdinir. )
Cefdinir cho thdy c6 tac dung v6i phan 16n cac chiing vi khudn, ca trong phong thi nghiém va trén lam sang.
Vi khuén wa khi gram duong:
Staphylococcus aureus (bao gom ca chung sinh beta-lactamase)
Chu y: Cefdinir khong cd tac dung vai staphylococcei khang methicillin.
Streptococcus pneumoniae (_chi voi ching nhay cam penicillin)
Streptococcus pyogenes
Vi khuén wa khi gram am:
Haemophilus influenzae (bao gom ca chung sinh beta-lactamase)
Haemophilus parainfluenzae (bao gdbm ca ching sinh beta-lactamase)
Moraxella catarrhalis (bao gom ca ching sinh beta-lactamase)
Céc dir liéu sau da co trong phong thi nghiém, nhung y nghia lam sang thi chua duoc biét: Cefdinir cho thay
ndng do tre ché tdi thiéu in vitro (MICs) 1a 1 pg/ml, véi hau hét (90%) cac chung vi khuan da phan 1ap sau.
Tuy nhié€n, d6 an toan va hi¢u qua khi diéu trj Cefdinir cho nhimg nhiém tr ung gay ra bai cac chung nay trong
cac nghién ciru ddy du va dugc kiém soat tot trén 1am sang van chua duoc thiét 1ap.
Cic vi khudn wa khi gram dwong:
Streptococcus epidennidis (chi nhitng chiing nhay véi methicillin)
Streptococcus agalactiae
Streptococci nhém Viridans
Cha y: Cefdinir khong c6 tac dung vai Enterococcus va cac loai Staphylococcus khang methicillin
Céc vi khuan wa khi gram am:
Citrobacter diversus
Escherichia coli
Klebsiella pneumoniae
Proteus mirabilis
Provindencia rettgeri
Haemophilus parainfluenzae
Chu y: Cefdinir khong cé tac dung véi phan 16n cac chiing Pseudomonas va Enterobacter.

DUQC DONG HQC
Hép thu

Anh hirong cua thirc dn:
Mic db ty 1€ hap thu (C,,ax) va khoang hap thu (AUC) ciia cefdinir hdn dich glam lan luot 1a 44% va 33% khi
thuée duge udng cung bira an glau chiét béo, nhung anh ercmE, nay khéng biéu hién dau hiéu trén lam sang,
do viy Cefdinir ¢6 thé duge udng ma khéng can quan tam dén anh hwong ciia thire an.
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Néng d6 dinh trong huyét trong coa qu‘dinir va cac thong 56 duoe dong hoe sau khi uéng liéu don Tmg/ kg
va 14mg/kg cho bénh nhi (tir 6 thang dén 12 tudi) duge trinh bay theo bang sau:

Céc thdng s6 duge déng hoc trung binh trong huyet tuong cia Cefdinir sau
khi diéu tri dang hdn dich dicu tri cho dbi twong tré em (& sai sb)

Phan bé:

Thé tich phan bé trung binh (Vd,.,) cua cefdinir & dbi tuong ngudi 1on ]a 0,35 L/kg (+ 0,29y, 0 tré em (101 6
thang tudi dén 12 tu01) Vd,ee =0 6?Lfkg cin nang (+ 0,38). Cefdinir gan két voi protein huyet tuong o ca
ngudi lon va tré em khoang 60-70%. Su két hop nay khong phy thude vao nong dd.

Chuyén hoa thai trir:

Cefdinir khéng bi chuyén héa dang ké. Tac dung cia thude chu yéu 1a do chit gbe. Cefdinir duroe thai trir
chu yeu qua thin véi thai gian ban thai trung binh trong huyét trong (Tt 1 1,7 (+ 0,6) gio, O ngudi tinh
nguyén khoe manh ¢6 chirc nang than binh thudng, do thanh thai thin 13 2,0 (= 1,0 ) ml/phit/kg, va dé thanh
thai biéu kién 1an luot 12 11,6 (£6,0) va 15,5 (£5,4) mlfphu‘u'kg sau khl ubng lidu 300mg va 600mg. Phén tram
trung binh liéu tim lai duge dudi dang khong bién dbi trong nudc tiéu sau khi udng lidu 300mg va 600mg lan
lrot Ia 18,4% (+ 6,4) va 11,6% (+4,6). Do thanh thai ctia Cefdinir giam khi bénh nhan bi suy théan.

Do bai tiét qua than 1a con dwomg thai trir chid yéu, liéu Cefdinir nén duoge didu chinh cho bénh nhin cé déu
hiéu t6n thuong than hodc nhimg bénh nhin duge tham tach mau.

CHI DINH

R-tist hén dich dvoc chi dinh dé diéu tei cac nhidm triing sau:
-Viém tai giita cdp

- Viém xoang ham trén cép tinh

-Viém hgng/ viém amidal

-Nhiém tring da va cAu triic da chua bién chiing

LIEU DUNG VA CACH DUNG

Liéu d& nghi siy dung, thoi gian diéu 1rj cho cdc loal nhiém triung trén bénh nhén tré em duge mé ta trong
bang phia dudi, tong lidu demg hing ngay cho tat ca cac loai nhiém tring 13 14mg/ke, €6 thé [én dén lidu lon
nhat 600mg/ ngay. Liéu 1 1an/ ngay trong 10 ngay ¢o hiéu qua tuong dirong liéu dung 2lan/ ngdy. Liéu 11an/
ngay chua dugce nghién ciru trén cac nhiém tring. Do do R-tist hdn dich nén duoc diéu trj 2 1dn/ ngay véi cde
nhiém tring da nay. R-tist hdn dich ¢6 thé udng ma khéng cén quan tAm dén anh huong cua thire an.

Bénh nhin tré em (tir 6 thang dén 12 tudi)
Loai nhiém trung Litu ding Thii gian diéu tri

Viém tai giiia cap Tmg/Kg mbi 12 gidy 5-10 ngay

hode 14mgrkg/24 gitr 10 ngay
Viém xoang ham trén cip | 7mg/Kg moi 12 gier 10 ngay
tinh hodc 1dmp/ke/24 gidy 10 ngay
Viém heng/ Viém amidal Tmg/Kg mbi 12 gidy 5-10 ngay

hoac 14me/ke/24 pity 10 ngay
Nhiém triing da va cau tric Tmg/Kg mdi 12 gies 10 ngay
da chira bién ching

Liéu  (Cmax(ug/ml)  [Tmax (git) AUC (ug. gid/ml) ﬁj /
7 mg/kg 2,30 (0,65) 2.2 (0,6) 8,31 (2,50)
14mg/kg]3,86 (0,62) 1,8 (0,4) 13,4 (2.64)
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Bénh nhin suy thin:
Cong thire sau cé thé duge ding dé wae tinh d§ thanh thai creatinin & bénh nhéin tré em:

Cl. =K x Chiéu dai co thé hofie chiu cao
Creatinin huyét thanh

Trong dé K=0,55 cho bénh nhén cho bénh nhan 13 tré em 16n hon 1 tudi va K=0,45 cho bgnh tré¢ em duéi 1
tudi. B9 thanh thai creatinin duoc tinh ra mprhm;’l,73m2, chiéu dai co thé hodc chiéu cao tinh theo cm, va
creatinin huyét thanh duge tinh theo mg/dL.

V61 bénh nhan ¢ d6 thanh thai creatinin < 30mL/phiit/1,73 m?, liéu Cefdinir 14 Tmg/Kg can nang (cé thé lén
dén 300mg) 1 Ian/ ngay.

Bénh nhin dang tham tach mau

Tham tach mau s& loai Cefdinir ra khoi co thé. nhimg bénh nhén th-.rcmg xuyén phai tham tach méu, liéu dé
nghi khoi dau 1a 300mg (hoac 7mg/kg can ndng) moi ngay. Sau moi lan tham tach mau nén sir dung thém
300mg (hodc 7mg/kg can nang). Cac lidu sau d6 van la 300mg (hoac 7mg/kg cin nang) moi ngay.

Cach dang:

Huwéng dan pha hdn dich
Chai | Nong 46 sau khi pha Ciach pha
30ml | 125mg/Sml Cho tir tir nuée d3 duoc dun s6i dé ngudi vao
chai cho dén vach. Lic manh. Néu cin didu
chinh thé tich cho dén vach bing cach thém nurée
dé thu duge 30ml hdn dich

Preong dimg: dwong uong

CHONG CHi bINH

Cefdinir dugc chong chi dinh v&i bénh nhin man cam véi khang sinh nhém Cephalosporin, Cefdinir hodic bét
ctr thanh phén nao cua thube.

CANH BAO VA THAN TRONG

Thin trong:

Ké don Cefdinir trong trudng hop khdng cé bang chimg hodc con nghi ngd vé chiing gay bénh hoac chi dinh
dir phong chua chic d4 mang lai lgi ich cho bénh nhan va con lam tang nguy co vi khuan khing thudc.

Ciing nlur cac khang sinh phé rong khac, diéu tri kéo dai cefdinir ¢é thé gay ra béi nhiém cac chiing vi khudn
khong nhay cam, Cén theo ddi can than ddi v6i nhitng bénh nhén nhay cam. Néu bdi nhiém xay ra trong qua
trinh diéu trj thay thé ligu phap diéu tri khac. Cefdinir ciing nhu cac khang sinh phd rong khic nén duoc ké
dom than trong cho bénh ¢o tién sir viém rudt két. Voi nhirng bénh nhin suy thin man hoac suy than tam thoi
(46 thanh thai Creatinin < 30mL/phut), tong lidu hang ngiy cua cefdinir phai duge giam do d6 c6 thé xay ra
tich 1iy thude & lidu thong thudng,

Hudng din ditng R-tist hdn dich cho tré em

Can ning R-tist hén dich ham lreng 125mg/Sm!

9kg 2,5ml mdi 12 gid hodic Sml/ 24 gids

18 kg 5ml méi 12 gid hode 10ml/24 gioy i
27 kg 7,5ml mdi 12 gid hoac 15m1/24 gi 4}/{{/
36 kg 10m] moi 12 gi&y hodic 20ml/24 gidy

=43 kg 12ml méi 12 gio hoge 24ml/24 gidy

Bénh nhi nang hon 43kg nén udng lidu cao nhit 600mg mdi

ngay

<
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Canh bio:

Trudc khi lieu phap Cefdinir dugc thiét ldp, phai diéu tra can than xem bénh nhan truéc dé c6 tién sir man
cam véi cefdinir, cac Cephalossporin khac, cac Penicillin hoiic cic thude khiac khong. Néu sir dung Cefdinir
cho bénh cho bénh nhin man cam véi penicillin, can cht ¥ kha nang xay ra man cam chéo giira cac khang
sinh beta- lactam da dugc khang dinh va ty Ié xay ra ¢6 thé 1én dén 10% bénh nhan da c6 tién sir man cam voi
penicillin..

Nell phan ung di ing véi Cefdinir xay ra, nén ngiing lhuoc ngay, Cac phan ing qua man nghiém trong yéu
cau phai diéu trj Epinephrine va cac bién phap cdp ctru, bao gdm thd oxy, truyén tinh mach, cac
corticosteroid, cic amin lam ting huyét ap va céc bién phap hé trg dudng tha tiy theo tinh trang lam sang.
Viém két trang gia mac da dugc bao céo v6i hau hét cac thude khang khuan, bao gém ca Cefdinir, ¢6 thé tir
nhe dén nghiém trong de doa tinh mang. Do vdy viéc quan tim chudn doan kha nang nay véi niing bénh nhan
bi tiéu chay sau khi ding khang sinh 1a rét quan trong. ,
PHU NU CO THAI VA CHO CON BU hf
Phu nir c6 thai : Phan loai nhém B

Cefdinir khong gdy quai thai trén chudt cong & liéu udng Ien dén 1000mg/kg/ngay (gép 70 lan lidu ctia ngudi
dya trén liéu mg/kg/ngay, gip 11 lan dya trén lidu mg/m’/ngay) hoic cho tho & liéu udng iOmg/kg/ngay
(twong duong 0,7 lan liu cua ngudi dya trén liéu mg/kg/ngdy va 0,23 lan dya trén liéu mg/m‘f ngay). Béc
tinh trén me (giam trong luong co thé) da dwoc quan sat thay & tho & liéu dung nap 1on nhit 10mg/kg/ngay va
khéng c6 phan ing c6 hai [én chudt con.

Giam trong lugng thai nhi & chudt xay ra & liéu 100mg/kg/ngay va & chudt con sinh ra & lidu 32mg/kg/ngay.
Khéng c6 cac anh hudng dén kha nang sinh san cia chudt me hodc kha nang sdng ciing nhur sir phat trién,
hanh vi cua chudt con hoac chirc nang sinh san.

Tuy nhién, do khong c6 cac nghién ctru diy dii va twong ung trén phu nir mang thai va do cac nghién ctu
sinh san trén dong vat khong phai lic nao ciling ding trén nguoi, chi nén sir dung thude nay cho phu nir ¢6
thai khi thét su can thiét.

Ngwoi nudi con bi

Khi sir dung liéu don 600mg, Cefdinir khong dwoc phat hién trong sita me. Tuy nhién sir dung thude nay cho
cho nguoi nudi con bu ciing can phai than trong .

TAC DUNG PHU

Cic tdc dung phu bao gbm: cac phan (mg di img, cac phan tmg qué man, hoi ching Stevens-johnson, ban do6
da hinh, hoai tir da, rdi loan chirc nang thén, ngd ddc than, roi loai chirc néng gan bao gdm & mat, thiéu mau
bat san, thiéu méau tan huyét, xudt huyet phan tmg duong tinh gid Glucose niéu, giam bach cau trung tinh,
giam toan bo huye! cdu va mét bach cau hat.

Hoi ching viém két trang gia mac ¢6 thé xay ra trong hodc sau khi diéu tri.

TUONG TAC THUOC

Cdc antacid (chiva nhom hodic mag:e)

Diéu tr ket hop Cefdinir 300mg véi 30mL hén dich antacid lam giam néng do (Cmax) va khoang hap thu
(AUC) xap xi 40%. Thoi gian dat ndng d6 Cmax ciing bi kéo dai 1gio. Khong c6 déu hi¢u anh huong dén
dwoc dong hoc cua cefdinir khi céc antacid duge sir dung trude hodc sau 2 gio. Do viy néu cac antacid dugc
yéu cau sir dung cing véi liéu phap liéu phap Cefdinir thi cefdinir phai dwoc udng cich xa cac antacid it nhat
1a 2 gio.

Probenecid

Ciing nhu v&i cac khang smh beta-lactam khéc, sir tiét qua than cua Cefdinir bj irc ché boi Probenecid va két
qua la tang gap doi AUC nong do dinh trong huyét tuong tang 54%, thoi gian ban thai T, ting xap xi 50%.
Cdc thubc cung cip sit hogic cdc thube bé cé chira sdt:

Str dung két hop Cefdinir v&i cac lhuoc cung cap st ¢6 chira 60mg sat (vi du nhu sat Sulphat) hodc cac thudc
cung cap vitamin ¢6 chira 10mg sat lam giam khoang hip thu (AUC) lan luot 1a 80% va 31%. Néu cac thude
¢6 chira sat dugc yéu ciu sir dung cung li¢u phap Cefdinir thi cefdinir nén duoc udng cac xa it nhat 2 gity
trude hodc sau cac thude nay. Anh hwdéng cua cac thirc an chira nhiéu sat (vi du cac ngi cbe cung cap sét co
ban) dén su hap thu Cefdinir van chura dwoc nghién ciru,

Diéu tri Igét hop v6i cac san pham sira cung cap st danh cho tré em (chira khoang 2mg §ét) khong thay c6 anh
hudng dén dugc dong hoc cua cefdinir. Do vay, cefdinir dang hén dich ¢é thé ding dong thdi cing véi cac
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san pham nay .

P ¢6 nhitng bao cdo vé hién tugng phin cé mau doé nhat & bénh nhan sir dung cefdinir. Trong nhiéu truong
bénh nhén ciing sir dung céc _lhuéc c6 chira sat. Mau do nay la do su hinh thanh phirc chat khong duoc hap
thu gitta Cefdinir hodc san phdm chuyén héa ciia né véi sit trong dudng tiéu hoa.

SU DUNG QUA LIEU

Khéng ¢6 cac lhong tin vé qué liéu Cefdinir trén nguai. Trén cac nghién ciru gdy ngd ddc trén loai gam nham,
mot liéu don udng 5600mg/kg cho thay khong gy ra phan (ng c6 hai. cdc dau hiéu va triéu chimg qua liéu
cac khang sinh beta-lactam bao gdm: budn nén, nén, dau thuong vi, tiéu chay va co giat. Tham tach mau s&
loai Cefdinir ra khoi co thé. Diéu nay co thé cé ich trong trirong hop qué liéu nghiém trong, dic biét néu than

bj tén thuong.
hal”

BAO QUAN:
Trude phi pha : Bao quan & noi kh rdo va nhiét dd duéi 30°C, tranh dnh sang. .
Sau khi pha thanh hon dich: Bao quan trong ti lanh va sir dung trong vong 7 ngay ké tir ngay pha.

TIEU CHUAN CHAT LUQNG : Nha San Xuat
HAN DUNG: 24 thang ké tir ngay san xudt

TRINH BAY :

Hop chira | chai 30ml, ¢6 kém to hudng dan sir dung
SAN XUAT BOT:

LUPIN LIMITED

198-202, New Industrial Area No.2,
Mandideep 462 046

Dist. Raisen (M.P), INDIA

PHO CUC TRUONG
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