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Ry
Thuéc ban theo don
ZIPTUM SACHET
Thudc nay chi sie dung theo su ké don cia thiy thubc
Poc kj hwéng din siv dung triede khi diung
Pé xa tim fay tré em
Théng bdoe cho bdc sy, dugc sj cdc tic dung khong mong muén gdp phdi

Thanh phén

MJi géi bot chira:

Hoat chdt: Cefdinir USP.... 300 mg

T'a dugc: aspartam, xanthan gom, colloidal silicon dioxid, hwong cam, huong dau, huong

trai cdy, lactose khan, colour lake quinoline yellow, magnesi stearat, talc, sucrose
Dang bao ché: Bét pha hdn dich udng

Dwrge Ire hoe

Co ché 'tdc dung cuia Cefdinir 1 e ché sy tdng hop cua thanh vi khuin.Cefdinir c6 hoat
tinh phé réng chdng cac vi sinh vat gram dwong va gram am. Cefdinir tac dung hau hét
trén cac chung vi khuan cé in vitre va trén 14m sang nhu:

- Cac vi khuan Gram duong hiéu khi, gbm: Staphyvlococcus aureus (ké ca céc chung sinh
beta-lactamase), Streptococcus preumoniae (ching nhay cam vai
penicilin), Streptococcus pyogenes.

- Cac vi khuidn Gram am hiéu khi, gdm: Haemophilus influenzae, Haemophilus
parainfluenzae, va Moraxella catarrhalis (ké ca céc ching sinh beta-lactamase).

- Cefdinir  khéng c¢o6 tic  dung  trén Pseudomonas,  Enterobacter species,

Staphylococci khang methicilin va cac vi khudn yém khi.

Dwge dgng hoe

Néng d dinh trong huyét twong ctia Cefdinir dat duge trong vong 2 — 4 gid sau khi udng.
Thitc dn cé chira ham lugng m& cao s& 1am giam kha ning hép thu cua thube tir 16%
xudng con 10%. Vi vay khong nén ding Cefdinir voi thie an.

Thé tich phan bd trung binh cua Cefdinir ¢ ngudi 1én 12 0,35 L/kg. 60 — 70% Cefdinir gin
két voi huyét trong, sy gin két nay khong phu thudc ndéng do. Cefdinir c6 thé phan b
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vao dom, amidan, xoang ham, mang nhay, dich xudt tiét tai, moé & miéng. Khéng thiy
cefdinir bai tiét qua sira me.

Cefdinir khong bi chuyén hod. Cefdinir dugc thai trir chii yéu qua than véi nira doi ban
thai 1a 1,7 gio. D¢ thanh thai Cefdinir giam & bénh nhén suy chirc ning than

Chi dinh

Cefdinir dugc dung dé diéu trj nhiém khudn & mirc d6 nhe va vira do cdc ching vi khuén
nhay cdm gy ra sau day

Ngwoi Ion va tré em trén 12 tubi:

Viém phdi mic phai tir cong ddng do céc ching Haemophilus influenzae, Haemophilus
parainfluenzae, Streptococcus preumoniae, Moraxiella catarrhalis gay ra.

Dot cip viém phé quin man do cdc chiung Haemophilus influenzae, Haemophilus
parainfluenzae, Streptococcus pneumoniae va Moraxiella catarrhalis giy ra

Viém xoang cdp do cac ching Haemophilus influenzae, Streptococcus pneumoniae va
Moraxiella catarrhalis gy ra.

Viém hong /Viém amidan do chang Streptococcus pyogenes gy ra.

Viém da va mdé mém khéng bién chimg do cac chung Staphylococcus aureus va
Streptococcus pyogenes gay ra.

Tré em tiv 6 thang dén 12 tudi:

Viém tai giita cdp do cac ching Haemophilus influenzae, Streptococcus pneumoniae va
Moraxiella catarrhalis gay ra.

Viém da va mdé mém khdéng bién chimg do cdc ching Staphylococcus aureus va

Streptococcus pyogenes gay ra.

Chong chi dinh

Bénh nhin qué man véi cdc khing sinh nhom cephalosporin hodic bét ky thanh phan nao
ctia thude.

Khéng sir dung thube cho tré em dudi 6 thang tudi.

Liéu lrgng va cach dang

Liéu dung cho tit ca cac nhidm khuén 1a 600 mg /1An/ngay va didu trj trong vong 10 ngay.
Vin chua c6 nghién ciru v& liéu ding mét ngay cho ngudi bi viém phdi va da. Vi vay chi
drge udng 2 ldn /ngay & nhirg bénh nhén nay.

Khéng udng kém Cefdinir voi thire n.
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Kiéu viém nhiem Lieu diing Thoi gian diéu tri

Nguwéi lon va tré em trén 12 tubi

Viém phoi méc phai tir cong déng | 300 mg mdi 12 gidy 10 ngay

Dot cip viém phé quan man 300 mg mdi 12 gidr hodic 10 ngay
600 mg mdi 24 gid 6

Viém xoang cap 300 mg moi 12 gi¢r hoiic 10 ngay
600 mg mdi 24 gidy

Viém hong / Viém amidan 300 mg mdi 12 gio hodic 5 ngay hodc
600 mg mdi 24 gid 10 ngay

Viém da va mé mém khéng | 300 mg mdi 12 gid 10 ngay.

bién chimg

Tré em tir 6 thing dén 12 tudi

Viém tai giifa cip 7 mg’kg moi 12 gio 5101 10 ngay
hodc 14 mg /kg mdi 24 giv | hodic 10 ngay
Viém xoang nang 7 mg/kg mbi 12 gid hoiic 10 ngay
14 mg/kg mdi 24 gidr 10 ngay
Viém hong / Viém amidan 7 mg/kg méi 12 gior hojc 5 t6i 10 ngay
14 mg/kg mdi 24 gidr 10 ngay
Viém da va cdu tric da khéng | 7 mg/kg mbi 12 gity 10 ngay.

bién chitng

Bénh nhin suy than:

Ngudi 16n: d6 thanh thai creatinine < 30 mL/phut, liéu dung 12 300 mg /lan x 1 lan /ngay.
Bénh nhdn nhi: dd thanh thai creatinine < 30 mL/phut/1,72 m®, lidu ding 1a
Tmg/kg/ngay/lan (cé thé 1én dén 300 mg).

Bénh nhan thim tach mdu:

Do thdm tach mAu lam thai trir cefdinir tir co thé, d6i voi nhitng bénh nhén thim tach man
tinh thi lidu khoi dau 12 300 mg hodc lidu 7 mg /kg hai ngay mot 1in. Sau mdi lan thdm
tach mau ding 1 lidu 300mg hodc 7mg/kg/ngdy hai ngay 1 lin

Cach pha:

- Cét g6i thudc theo duomg ké dit va db bot trong gbi vao cée.

- Thém nudce vao day goéi

- B6 nude trong goi vao coe trén. Khuéy déu va udng ngay.



Tac dung khong mong mudn

Réi logn & dwong tiéu hod: Tidu chay, dau bung, viém dai trang nghi€m trong, viém dai
trang c6 mang gia biéu hién bing phan ¢6 mau.

Chodng: C6 thé gip chodng. Cin theo ddi bénh nhén cén than, va khi gip bat ky triéu
chtrg nao nhu cam gidc khé chiu, khé chiu & khoang mi¢ng, thé kho khe, chong mat,
mudn dai tién, U tai hodc toat md héi.

Phan tng phan vé: C6 thé gip nhilng phan ing phan v¢ (khé thé, con bimg néng lan toa,
pht mach, may day)

Réi loan ngodi da: Cé thé gip hoi ching Stevens -Johnson, hdi chimg Lyell.

Réi loan vé huyér hoc: Co thé gdp giam huyét ciu toan thé, mat bach ciu hat, giam tiéu
cu. Viém phdi hodc hdi chitng PIE: C6 thé gap viém phodi k& hodc hdi chimng PIE.

Réi loan than: Co thé gip r6i loan thin nghiém trong nhu suy thén cé‘ip tinh.

Viem gan dot ngdt, réi loan chite ndng gan hodc vang da: Viém gan nghiém trong nhu
viém gan dot ngot, r6i loan chirc ning gan kém ting rd rét AST (GOT), ALT (GPT) hodc
phosphatase kiém, vang da ¢6 thé xay ra.

Théng bdo cho bdc sy rhitng tic dung khdng mong muén gdp phii khi ding thudc.

Théan trgng

Céan dung thin trong Cefdinir v&i nhitng bénh nhén sau day:

- Ngudi ¢ tién sir qua man cam véi nhém penicillin,

- Nguoi ¢6 khuynh huéng cé nhédn hodc & gia dinh ¢6 cée phan img di (mg, nhu bi hen
phé quan, phét ban hodc may day.

- Nguoi ¢6 rdi loan ning vé than. Nén giam liéu & nhitng bénh nhén bj suy giam chirc
ning thin thoang qua hogc 1au dai (d) thanh thai creatinine < 30 mL/phut)

- Bénh nhan khéng nudi dudng dugc bing dudng miéng, hodc bénh nhan cin nudi dudng
qua duong tinh mach, hodc ¢6 thé trang suy nhugc (Cefdinir ¢6 thé 1am giam thoi gian
prothrombin, do do cin theo doi ti mi & cac dbi tuong nay vi c6 thé phat trién cac triéu
chimg thiéu hut vitamin K).

_ Bénh nhén cao tui: Khi sir dung thudc ndy cho bénh nhén cao tudi, cin phai diéu chinh
lidu luong va khoang cach dung lidu, dwa vao nhén xét can thin v& 1am sang vé trang thai
cua bénh nhan.

Cdc thin trong khdc:

- Khi nghi ng& hoédc chua chéic chin v& nhiém khuin hoic c6 chi dinh phong ngira thi b¢nh
nhén khéng nén ding thudc vi né c6 thé 1am ting nguy co phat trién ctia vi khufin khang thudc.
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- Trudce khi bit diu didu tri véi Ziptum sachet, can tim hiéu xem bénh nhén c6 tién sir di img
v6i cefdinir, cephalosporin, penicillin hodc cac thuéc khac. CAn than trong khi cefdinir duge st
dung cho nhimg bénh nhén nhay cam véi penicillin, vi qua mén dugc ghi nhan xay ra & 10%
bénh nhén c¢so tién str di umg penicillin. Néu xudt hién cac dau hidu qui man, can nglmg thudc
ngay 1ap tirc va didu tri bang epinephrine va cac bién phap cap ciru khac bao gbm cé thd oxy,
truyén dich tinh mach, dung thuéc khang histamine dudng tinh mach, corticosteroid, quan li
duong tho.

- Ciing nhu céc khang sinh c6 phé khang khudn rong, dicu tri kéo dai ¢6 thé din dén sy phat
trién cia cac chung khang khuén. Phai theo ddi bénh nhén thén trong néu thdy cin thiét. Néu
nhidm déc xay ra trong qua trinh diéu tri, can c6 céac lidu phap didu tri h tro thich hop. Cefdinir
cAn duge str dung than trong v6i nhimg bénh nhan c6 tidn sir viem rudt két.

- Bénh nhén c6 thé bi tidu chay lién quan dén Clostridium dificile (CDAD) khi st dung thude,
mitrc do tir tidu chay nhe dén viém dai trang gia mac. Néu nghi ngo hodc chén doan chiic chdn
CDAD, nén ngung sir dung Ziptum sachet, va tién hanh bl nudc, dign giai, bd sung protein,
didu tri khang khuan C. difficile.

- Mdi goi bt chira 1,379 g sucrose va 165 mg lactose monohydrate. Didu nay nén duge tinh
toan & nhimg bénh nhan tiéu dudng. Bénh nhan c6 cac véin d& di truyén hiém gip nhu khong
dung nap fructose, galactose, thiéu hyt enzyme glucose-galactose, enzyme lactase Lapp hodc
thiéu hut enzyme sucrose-isomaltase khong nén dung thube nay.

- Thude cé chira aspartame nén dugc su dung than trong ¢ b¢nh nhén phenylceton niéu. Néu sir
dung thudc cho cac bénh nhan ndy, can tinh toan ci luong phenylalanine duge cung cap boi
aspartame trong tong lugng phenylalanine mbi ngay.

- Phan nhudm mau hoi do khi uéng cefdinir clng cac ché phdm chira st nhu sira bdt hodc
udng cling chét dinh dudng.

- C6 thé gap nudc ticu mau hoi do.

Sir dung cho phu nir ¢6 thai:
Chua c6 nghién ciru day du va co kidm soat & phu nit mang thai. Chi stir dung cefdinir

trong qué trinh mang thai khi that cin thiét.

Sir dung cho phu nir cho con bu:
Sau khi dung lidu duy nhét 600mg, cefdinir khong dugc phat hién trong sira me. Tuy
nhién van nén than trong khi stir dung cho phu nir cho con bu, chi sir dung khi that su can

thiét.
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Anh hwéng dén kha ning lai xe va van hanh may méc:
Chua c6 nghién ciru day da ve anh huong ctia thude toi kha ning l4i xe va vén hanh may
méc. Tuy nhién, khi st dung thudc ¢6 thé gip tac dung phu choang, chong mit, 0 tai nén

tranh 1ai xe hodic van hanh may méc neu xuat hién triéu chimg nay.

Twong tac, twong Ky, thube:

Antacid

Cac antacid (c6 chira nhom hodc magnesi) dung ddng thoi cefdinir véi thudc cé chira
aluminum hodic magie 1am giam hép thu Cefdinir. Néu antacid thue sw cén thiét trong qud trinh
didu tri, thi cin udng Cefdinir truée hofic sau it nhat 2 gio ubng cac thudc antacid.

Probenecid

Ciing nhu cac khang sinh B-lactam khac, probenecid (c ché sy dio thai cua thdn dbi véi
cefdinir, din t6i tang ghp doi AUC, tdng 54% ndng d cefdinir trong huyét tuong va kéo dai
thiri gian ban thai thém 50%.

Céc thube bd sung sit va thire dn cd chira siit

Ding dong thii cefdinir véi cde chit c6 chira sit hodic s& lam giam hép thu Cefdinir. Néu thye
su cin bo sung sit trong qua trinh tri lidu, thi can udng Cefdinir it nhét trude hode sau 2 gidr.
Cidc xét nghiém

Phan {mg duong tinh gia voi ceton trong nude tiéu co thé xay ra & cac xét nghiém sir dung
nitroprusside, nhung khong xuit hién duong tinh gia vai xét nghiém dung
nitroferricyanide. Phan ting duong tinh gia v6i glucose trong nudc tidu ciing xudt hién vai
céc xét nghiém st dung Clinitest, dung dich Benedict hodc dung dich Fehling. Do do,
khuyén céo xét nghiém glucose béng cdc phan ung xuc tac boi glucose oxidase. Khang
sinh Cefalosporin déi khi cling lam xét nghiém Coombs xuat hién duong tinh gia.

Twong ky thudc:

Do khong c6 nghién clru vé tinh twong ky cua thube, khong tron 1an thudc nay voi céac

thube khac.

Sir dung qua liéu va xir tri

Chua co cic thong tin vé qua lidu cefdinir & ngudoi. Cac diu hiéu va triéu chimg ngd doc
sau khi sir dung qua lidu v&i cac khang sinh ho beta lactam khac bao gém: budn nén, non,
dau thugng vi, di ngoai va co giat.

Cefdinir ¢6 thé dugc loai ra khoi co thé qua thdm tach mau. Trong trudmg hop bi ng¢ doc

ning do qua lidu lugng, tham tach mau ¢6 thé giap loai trir cefdinir ra khéi co thé. Dicu
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dé co thé co ich trong truong hop ngd doc ning do su dung qua liéu, dic biét néu chirc

ning than bi suy giam
Pong goi: Hop 10 goi bot
Tiéu chuin: USP

Han dung: 2 ndm ké tir ngdy san Xuét.

Khong dang thubc qud han si dung.
Bao quan: Noi kho mat & nhiét do dudi 30°C, tranh anh sang.

Nha san xudt:
MAXIM PHARMACEUTICALS PVT.LTD.
Dia chi: Plot No. 11 and 12, Gat No. 1251-1261, Alandi-Markal road, Markal Khed, Pune =

412105 Maharashtra state, An Do
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