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1. Nhén tryc ti€p trén don vi déng géi nhé nhat:

a). Nhan vi 4 vién nang citng.
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b). Nhin vi 10 vién nang cing.

s0 LO sx:

DOCEFNIR®

Cfdni» @D

DOMESCO

HD:

Cofdinsr D

DOMESCO

DOCEFNIR®

DOCEFNIR’

DOCEFNIR® DOCEFNIR®
Coftrnsr @D Lol D
DOCEFNIR® DOCEFNIR®
Cofbinsr @D~ Loflinsr CAD

BOY TE
CUC QUAN LY DUGC

DA PHE DUYET

Lan diu: 427, 42d. 2042

Ao~

TP. Cao Lanh, ngay 73 thdng (¢ nim 2015
TONG GIAM POCYY
ghia

Y/ CcOPHAN \¢
XUAT NHAE

ran Thanh Phong



2. Nhan trung gian:

a). Nhéin hép 1 vi x 4 vién nang cing.
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1 vl x 4 vién nang cing
1 blister x 4 capaulea

DOCEFNIR"

[ ‘miuu FHIK MBi vién nang canp chia:

£ 8T vira ai
BAO QUAN: Nai kho, nhigt 0§ dusi 30 °C, tranh
4nhsdng.

cHl BINH, LIEU LUYNG & CACH DUNG, CHONG
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COMPOSITION: Each capsule containg
- Ceddinir ... .. 300 mg
Empran!s . saf
smnasman;wpm umsa'c protect
trom light.

INDICATIONS, DOSAGE AND ADMINISTRATION,

CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PRECAUTIONS: Read the
package insert.
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b). Nhan hop 1 vi x 10 vién nang cing.
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READ CAREFULLY THE PACKAGE INSERT BEFORE USE

BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
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- Cafdinir... TAC THUOC, TAC DUNG KHONG MONG MUGN VA NHUNG BIEU CAN
LU ¥: Xin doc trong & hudng d3n st dung.
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‘ THANH Pulu-mawmn nang ciing chia: CHI BINH, LIEU LUONG & CACH DUNG, CHONG CHI BINH, TUONG
BAD QUAN: Nai kha, nhist 48 o
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TIEU CHU;‘N AP DUNG TCCS (Bat chdng nhan IS0 9001: 2008 & ISOAEC 17025 2005)
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GMP-WHO 1 blister x 10 capsules
! COMPOSITION: Each dpsu|e contains: INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
- Cefdinir ...... S 300 MY INTERACTIONS, 8IDE EFFECTS AND OTHER PRECAUTIONS: Read the
- XGPS s R S s.q.f package insert.
STORAGE: Storena dy place, below 30°C, protet from lght DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
REGISTRATICN NUMBER;.......... 66 National road 30, My Phu'‘Ward, Cao Lanh City, Dong Thap Province
MANUFACTURER'S SPECIFICATION (Achieved IS0 9001: 2008 & ISOAEC 17025: 2005 certifications)
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TO HUONG DAN SU DUNG THUOC
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Thuoc ban theo don

DOCEFNIR® 300 mg

THANH PHAN: M3i vién nang ctmg chira

= CeBAInIr. ... . . ... .« oo sy B TGRS TEa e« + + e e onems v s e s s e eeee o 300 mg
- Té dugc: Lactose khan, Microcrystallin cellulose PH101, Natri croscarmellose, Magnesi stearat,
Colloidal silicon dioxid A200.

DANG BAO CHE: Vién nang ctmg, diing uéng.

QUY CACH PONG GOI:

Hop 1 vix 4 vién; 1 vi x 10 vién.

CHi PINH:

Cac nhiém khuan do vi khun nhay cam:

- Viém phoi méc phai cong dong

- Dot cap ctia viém phé quan man

- Viém xoang cép

- Viém hau hong hoiic viém amidan

- Nhiém khuin da va ciu tric da /M«

- Viém tai giira cép. e
LIEU LUQNG VA CACH DUNG: Diing uéng.

* Ngueoi lon:

- Viém phéi méac phai cong ddng hodc viém da va ciu tric da: 300mg x 2 lan/ngay, trong 10
ngay.

- Dot cép ciia viém phé quan man va viém xoang cdp: 300mg x 2 lin/ngay hoic 600mg x 1
lan/ngay, trong 10 ngay.

- Viém hong hoidc viém amidan: 300mg x 2 lén/ngéy hodc 600mg x 1 lén/ngéy, trong 5-10 ngay.
* Tré em tir 6 thang dén 12 tuoi: Tmg/kg x 2 lan/ngay hodic 14mg/kg/ngay. Lidu t6i da Ia
600mg/ngay.

- Viém tai gifta cp; viém hong hodc viém amidan: 7mg/kg x 2 lé’infngéy hodc 14mg/kg/ngay,
trong 5-10 ngay.

- Viém xoang cap: 7mg/kg x 2 lan/ngay hoac 14mg/kg/ngay, trong 10 ngay.

- Viém da va cau tric da: 7mg/kg x 2 lan/ngay, trong 10 ngay.

* Liéu lugng cho bénh nhdn suy than:

-Ngudi 16n, d¢ thanh thai creatinin < 30 ml/phit: 300 mg/ngay.

- Tré em, d§ thanh théi creatinin < 30 ml/phut: 7mg/kg/ngay (t6i da 300 mg/ngay).

CHONG CHI PINH:

Qué man v6i thanh phén thude hodc v6i khang sinh cé nhan cephem khac.

THAN TRONG KHI SU DUNG:

- Tién st ¢4 nhan hodc gia dinh bj di tmg: May day, phat ban, hen phé quan.

- Suy thdn néng. Bénh nhan dinh duéng qua duong tinh mach, ngudi 1ém tudi, suy kiét. Phy nit ¢6
thai.

PHU NU CO THAI VA CHO CON BU:

* Thoi ky c6 thai: Tinh an toan ctia thuée & phu nit ¢6 thai chua duoge xac dinh. Do d6, phai that
cén than khi diing thube & nhimg phy nit c6 thai hay nghi ngd ¢6 thai, mét khi can nhéc loi ich
ctia viée diéu tri cao hon nguy co c6 thé xay ra.

* Thoi ky cho con bu: Cefdinir khong dugce phat hién trong sita me sau 600 mg liéu duy nhat
dung udng. Tuy nhién, nén sir dung than trong d6i v&i phu nit cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thube khong anh huéng khi 14i xe va van hanh may méc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Cefdinir bj giam sinh kha dung khi dung véi ché phim chira sét hogc cac thude khéng acid. Do




do, uéng cefdinir cach 2 gitr khi dung cac thudc nay.

- Khi udng cefdinir cing véi cac ché pham chira sat 1am phén c6 mau do.

- Probenecid lam giam sy thai trir cefdinir & than. i

- Anh huéng ctia cefdinir 1én céc két qua c4n 1am sang: Két qua duong tinh gia c6 thé xdy ra khi
tim glucose trong nude tidu véi dung dich Benedict's, dung dich Fehling va Clinitest. Két qua
duong tinh gia khong dugc ghi nhan véi Test-Tape. Phan img Coombs truc tiép duong tinh c6 thé
xay ra.

TAC DUNG KHONG MONG MUON (ADR): , ,

- Thuong gap: Ban da, may day, tang bach cau ua eosin, sbt, phan timg giéng bénh huyét thanh va
phan v&, tiéu chay, bénh nim Candida 4m dao, budn nén, nhirc dau, dau bung, viém am dao.

- [t gép: Gidm bach cau trung tinh, giam tidu cdu, khé tiéu, ddy hoi, ndn 6i, phan c6 mau do, chan
an, tao bon, chéng mat, khd miéng, suy nhuoc, mét ngu, huyét tring, bénh ndm Candida, ngra,
ngu ga.

- Hiégm gap: Thir nghiém Coombs duong tinh, thiéu mau tan huyét, mét bach ciu hat, chay médu
do giam prothrombin va/hodc r6i logn chirc nang tiéu cau, nhidm doc thén, hoai tir éng than cAp,
viém than ké cap tinh, tang nhe men gan, viém gan, vang da & mét, con co giat va nhimg diu hiéu
nhiém dc h¢ than kinh trung wong, viém dai trang gia mac.

Thong bdo cho bic st nhing téc dung khong mong mubn gip phai khi sir dung thudc. /(/ﬁj’/“
QUA LIEU VA CACH XU TRi: i

Nhirng thong tin vé tinh trang qué liéu chwa dugc thiét 14p & ngudi. Triéu chimg va diu hicu ngd
ddc khi ding qua liéu ctia céc khang sinh ho beta-lactam da duoc biét nhu: Budn nén, nén mira,
dau thugng vi, tiéu chay, co giat... Viéc loc mau hiéu qua trong truong hop ngd doc cefdinir do
qua liéu, dic bidt trong truomg hop c¢6 suy chirc nang than.

DUQC LUC HOQC:

- Cefdinir la khing sinh c6 nhan cephem, c¢6 nhém vinyl & vi tri thit 3 va nhém 2-aminothiazolyl
hydroxyimino & vi tri thir 7 ctia 7-aminocephalosporanic acid.

- Cefdinir 1a khéng sinh diing uéng nhém cephalosporin thé hé thi 3, ¢6 tac dung khang khudn va
dugc sir dung tuong ty cefixim. Tuy nhién, cefdinir ¢6 tic dung khang khuan in vitro manh hon
cefixim trén vi khuan Staphylococcus aureus nhung twong duong v&i Staphylococcus aureus '
ching ¢6 dé khang methicillin. Cefdinir ¢6 tdc dung khang khudn kém hon cefixim trén mot SO vi
khuan Enterobacteriaceae.

- Phé téc dung:

+ Vi khudn Gram (-): Citrobacter, Enterobacter spp., Escherichia coli, Klebsiella spp., Proteus
indol duong tinh va indol 4m tinh, Providencia, Salmonella, Serratia, Shigella va Yersinia spp.;
céc ching dé khang penicillin: Haemophilus influenzae, Moraxella catarrhalis (Branhamella
catarrhalis), Neisseria gonorrhoeae va N. meningitidis; Brucella melitensis.

+ Vi khudn Gram (+): Staphylococci va streptococci bao gdm Staphylococcus aureus,
Staphylococcus epidermidisis nhung dé khang véi céc chiing tiét penicillinase. Streptococcus
agalactiae (streptococci nhom B), Streptococcus pneumoniae va Streptococcus pyogenes
(streptococci nhom A).

+ Xoép khuan: Borrelia burgdorferi va Haemophilus ducreyi.

- Co ché tac dung cua cefdinir 1a e ché sy tdng hop cua thanh té bao. N6 ¢6 i luc cao véi nhitng
protein két hop penicillin (PBP) 1 (la, 1bs), 2 va 3, véi nhiing diém tic dung thay ddi tuy theo
loai vi khuén.

DUQC DPONG HQC: ) ‘ o ' '

Cefdinir hap thu qua dudng tiéu héa. Sau khi uong licu duy nhat, nong do toi da trong huyét
tuong dat dugc tir 2 — 4 git. Sinh kha dung dudng udng trong khoang tir 16 - 25%. Cefdinir phén
bd rong rdi & cdec md va khodng 60 — 70% lién két v6i protein huyét tuong. Cefdinir chuyén héa
khong déng ké va duoc thai trir qua nudce ticu, thoi gian ban thai la 1,7 gio. Cefdinir duge loai bo
bang thAm phan.

BAO QUAN: Noi kho, nhi¢t d§ dudi 30 °C, tranh dnh sang,.

HAN DUNG: 36 théng ké tir ngay sin xut.
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THUOC NAY CHI DUNG THEO PON CUA BAC SI.

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si. /ﬁ’f/
DE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI
(&} CONG TY CO PHAN XUAT NHAP KHAU Y Tf DOMESCO
Dia chi: 86 66, Qudc 16 30, Phudmg My Phu, TP Cao Lanh, Tinh Déng Thap
DOMESCO Dién thoai: 067. 3851950
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