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1. Nhan tryec ti€p trén don vi déng géi nhé nhat:
5 a). Nhan vi 10 vién nang ciing (Nhom - PVC & nhéom - PVDC)
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b). Nhin vi 10 vién nang cting (Nhom - nhom)
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2. Nhan trung gian:
a). Nhdan hop 1 vi x 10 vién nang cing
(Nhom - PVC & nhém - PVDC)
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Hép 1 vix 10 vi#n nang cdng
GMP-WHO Box of 1 blister x 10 capsules
THANH PHAN: 81 vien nang cing chita: CHI BINH, LIEU LUGNG & CACH DUNG, CHONG
- Cefdinir ... CH BINH, TUONG TAC THufic, TAC DUNG
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Té duge KHONG MONG MUON VA NHONG BIEU CAN LUU
BAD QUAN: Nai knd, nhigt d9 dudi 30°C. trdnh &nh ¥ Xin doc trong to hudng din sit duna
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COMPOSITION: Each capsule contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
-Ce‘fqlr_tlr .......... 100mg  CONTRAINDICATIONS, INTERACTIONS, SIDE |
- Excipients ..... 501  EFFECTS AND OTHER PRECAUTIONS: Read the
STORAGE: Store in a dry place, below 30°C, protect package Insert, |
from light
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DOCEFNIR’
Cofdinir CIED

RX THUGG BAN THEO BON

IHOMESCO

DOCEFNIR
Cofdinir CIED

GMP-WHO Hép 10 vi x 10 vién nang cung

TP. Cao Lanh, ngéy thﬁng

TUQ. TONG GIAM POC
GP. Nghién citu & Phat trlen

THANHPHﬁN meénnangcungcnua
- Cefdinir .. Lo e 100mE
-Ta dugc .. wviadi
CHI BINH, LIEU LUGNG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC, TAC
DUNG KHONG MONG MUON VA NHUNG BIEU
CﬁNLUIJY Xin doc trong t¢ hudng dan sd dung.

BAO QUAN: Nai khé, nhiét dé dudi 30 “C, tranh
anhsang,

3BK; .
TIEU CHUN AP DUNG: TCCS

B XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 10 30, P. M Phis, TP. Cao Lanh, Béng Thép
(Bat chiing nhidn 150 9001 2008 & ISOAEC 17025: 2005)
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b). Nhian hop 10 vi x 10 vién nang ciing
(Nhoém - PVC & nhom - PVDC)

RX PRESCRIPTION ONLY

@
DOCEFNIR’
Cofinir CIED

Box of 10 blisters x 10 capsules

GMP-WHO

COMPOSITION: Each capsule contains:
- Cefdinir .. 100 mg
- Excipients .s.q.f.
INDICATIONS, DOSAGE AND ADMINKSTRJ\TFDN
CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PRECAUTIONS: Read the
package insert.
STORAGE: Store in a dry place, below 30 "C,
protect from light.

REGISTRATION NUMBER: g
MANUFACTURER'S SPECIFICAUUN

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved IS0 9001; 2008 & ISONEC 17025 2005 certifications)

S8 16 SX/Lot:
Ngay SX/Mfg.: |
HOD/Exp.:

]
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%Tfl(f)p 1 vi x 10 vién nang citng (Nhom - nhdm).

GMP-WHO

RX THUGC BAN THEO BON

DOMESCO

DOCEFNIR’
Cofdinir CTIED

Hoép 1 vix 10 vién nang cling

THANH PHAN: MBi vien nang céng chia:
- Cefdinir

BAO QUAN; Noi kho, nhigt d dusi 30 °C. trdnh &nh séng.
SOK: TIEU CHUKN AP DUNG: TCCS
DE XA TAM TAY TRE EM
BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG

CHI BINH, LIiEu LUGING & CACH DUNG, CHEONG CHi BINH, TUONG TAC
THUBC, TAC DYNG KHONG MONG MUGN VA NHONG B1EU CAN LU ¥:
Xin doe trong i hudng din si dung,

cONG TY C8 PHAN XUAT NHAP KHAU ¥ TE DOMESCO
66 Quic 19 30, P. M§ Phi, TP. Cao Lanh, Déng Thap
(Dat chimg nhdn 1S0 9001: 2008 & ISOAEC 17025: 2005)
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COMPOSITION: Each capsule contains:

S CRIINNN oo 100 mg
b L ) o AR S T L RO S s T, sq.f
STORAGE: Store ina dry place. below 30°C, protect from light.

AEGISTRATION NUMBER: ........ ; MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: Read the
packagainsert,

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30, My Phu Ward. Cao Lanh City, Dong Thap Province
(Achieves IS0 $001: 2008 & |SOAEC 17025: 2005 certifications)
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DOCEFNIR’
Cofdinir CIED

RX THUGC BAN THED BON
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GMP-WHO Hép 10 vi x 10 vién nang cung

TP. Cao Lanh, ngay thing nim
'ONG GIAM POC ™
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THANH PHAN: MBi vien nang cing chita:
- Cefdinir A
-Thduge ... ?
cHi BINH, LIEU LUGNG & CACH DUNG, CHONG CHi
DINH, TUONG TAC THUOC, TAC DUNG KHONG MONG
MUGN VA NHONG DIEU CAN LUU ¥: Xin doc trong 1
huing din st dung.

BAO QUAN: Noi kho, nhitt A0 dugi 30 °C, tranh &nh sing.

100 mg

51,
TIEU CHUAN AP DUNG: TCCS
BE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DYNG TRUGC KHI DUNG

i

CONG TY €O PHAN XUAT NHAP KHAU Y TE DOMESCO
6 Oubc 15 30, P. My Phi. TP. Cao Lanh, Bna Thip
(Dal chiing nhadn 150 9001: 2008 & ISONEC 17025: 2005)
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d). Nhan hop 10 vi x 10 vién nang citng (Nhém - nhdm). -

/ EX PRESCRIPTION ONLY

Cofdinir CIED

GMP-WHO

50 15 SXLol
Ngay SXiig
HDVExp

DOCEFNIR’

DOMESCO

Box of 10 blisters x 10 capsules

COMPOSITION: Each capsule conlains:
- Cefdinir

100 mg
—
INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER PRECAUTIONS: Read the package inser.
STORAGE: Store in a dry place, below 30 'C, protect from
light

REGISTRATION NUMBER: .......ccocciennn.
MANUFACTURER'S SPECIFICATION
KEEP QUT OF REACH OF CHILDREN
AEAD CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 Natanal road 30, My Phu Ward, Cao Lanh City, Dong Thap Pravince
{Achieved IS0 9001: 2008 & ISO/EC 17025 2005 certifications)
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TO HUONG DAN SU DUNG THUOC
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Rx -
Thuéc ban theo don

DOCEFNIR® 100 mg
THANH PHAN: M&i vién nang cimg chita
) L0 11| T L L R R PR A TR 100 mg
- T4 dugce: Natri croscarmellose, Magnesi stearat, Avicel PH 102.
DANG BAO CHE: Vién nang ciing, diing udng.
QUI CACH PONG GOI:
Hop 1vix 10 vién; 10 vi x 10 vién
CHI PINH:
- Viém phm méc phai cong ddng
- Dot cap clia viém phé quan man
- Viém xoang cap
- Viém hau hong hodc viém amidan
- Nhiém khuén da va céu tric da
- Viém tai giira cap.
LIEU LUONG VA CACH DUNG: Ding uéng.
* Nguoi lon:
- Viém phm mic phal cong ddng hodc viém da va cAu triic da: 300 mg x 2 lin/ngay, trong 10 ngay.
- Dot cip cia viém phé quan man va viém xoang cAp: 300 mg x 2 1an/ngay hodc 600 mg x 1 lan/ngay, trong 10 ngay.
- Viém hong hodc viém amidan 300 mgx 2 lanfngay hodc 600 mg x 1 laru’ngay, trong 5- 10 ngay.
* Tré em tir 6 thang dén 12 tuoi: 7 mg/kg x 2 1an/ngay hodc 14 mg/kg/ngay. Liéu t6i da 1a 600 mg/ngay.
- Viém tai gilta cap; viém hong hoéc viém amidan: 7 mg/kg x 2 lin/ngay hodc 14 mg/kg/ngay, trong 5 - 10 ngay. S
- Viém xoang cap: 7 mg/kg x 2 lan/ngay hodc 14 mg/kg/ngay, trong 10 ngay. .
- Viém da va cdu triic da: 7 mg/kg x 2 1in/ngay, trong 10 ngay.
* Liéu heong cho bénh nhdn suy than:
-Ngudi 16m, d§ thanh thai creatinin <30 ml/phut: 300 mg/ngay.
- Tré em, do thanh thai creatinin <30 ml/phat: 7 mg/kg/ngay (t6i da 300 mg/ngay).
CHONG CHI PINH: :
Qué min v6i thanh phan thude hodc v6i khang sinh ¢6 nhan cephem khéc. LL‘
THAN TRONG KHI SU DUNG: }
- Tién sir ¢4 nhan hodc gia dinh bj dj tmg: May day, phat ban, hen phé quan.
- Suy than nang Bénh nhén dinh dudng qua dudng tinh mach, ngudi 16n tudi, suy kiét. Phu nit c6 thai.
- Viém rupt ket mang gia di dtrg'c bdo cdo khi dung cefdinir. Nen khuyén ngu'o': bénh, tiéu chay la mot hién
twong pha bién do mc dong ckong nhiém khudn va thuong hét khi ng:mg thuéc. T uy nhién, bénh nhin nén
lién hé voi bdc si néu di phin long va cé mdu (cd hay khong co co that da day va sat) xdy ra trong va sau 2
thang hodc liu hon sau khi ngirng thubc.
PHU NU’ CO THAI VA CHO CON BU:
* Thoi ky co thai: Tinh an toan cua thudc & phu nit ¢6 thai chua duge xac dinh. Do d6, phal that cn than khi -
diing thudc & nhitng phu nit ¢6 thai hay nghi ngd ¢6 thai, mgt khi can nhic loi ich ctia viéc diéu tri cao hon nguy A
co ¢6 thé xay ra.
* Thoi ky cho con bu: Cefdinir khéng duge phat hién trong sita me sau 600 mg liéu duy nhat ding uéng. Tuy
nhién, nén str dung than trong dbi voi phu nir cho con bi.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thude khéng anh hudng khi lai xe va vin hanh may méc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Cefdinir bi giam sinh kha dung khi diing v&i ché phim chira sit hodc cic thude khang acid. Do d6, udng
cefdinir cach 2 gid khi diing céc thube nay.
- Khi ubng cefdinir ciing véi cac ché pham chira sit lam phan c6 mau do.
- Probenecid lam giam sy thai trir cefdinir ¢ than.
- Anh huéng cia cefdinir 1én cac két qua can 1am sang: Két qua duong tinh giaco thé xay ra khi tim glucose
trong nude tiéu véi dung dich Benedict's, dung dich Fehling va Clinitest. Két qua duong tinh gia khong duoc
ghi nhén voi Test-Tape. Phan tmg Coombs truc tiép duong tinh c6 thé xay ra.
TAC DUNG KHONG MONG MUON (ADR):
- Thuong gap: Ban da, may day, téng bach ciu ua eosin, sot, phan ting gidng bénh huyét thanh va phan vé, tiéu
chay, bénh nim Candida 4m dao, budn nén, nhirc dAu, dau bung, viém am dao.
- it gap: Giam bach cau trung tinh, glam tiéu cau, kho tiéu, day hoi, nén 6i, phén c6 mau do, chéan an, tao bon,
chong mat, kho miéng, suy nhugc, mit ngi, huyét tréng, bénh nim Candida, ngira, ngii ga.
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- Hiém gap: Thir nghiém Coombs duong tinh, thiéu mau tan huyét, mat bach cau hat, chiay mau do giam
prothrombin va/hodc réi loan chitc ning tiéu cau, nhiém ddc than, hoai tir 5ng than cap, viém than ké cap tinh,
tang nhe men gan, viém gan, vang da r mat, con co gidt va nhitng déu hiéu nhiém doc hé than kinh trung wong,
viém dai trang gia mac.

QUA LIEU VA CACH XU TRI:

Nhiing thong tin vé tinh trang qua lidu chua dugc thiét 1ap & ngudi. Trigu chimg va dau higu ngd doc khi ding
qua lidu cta cac khéng sinh ho beta-lactam da duogc biét nhu: Budn nén, ndn mira, dau thugng vi, tiéu chay, co
git... Viéc loc méau hiéu qua trong trudng hop ngd doc cefdinir do qua liéu, dic biét trong trudng hop cb suy
chirc nang than.

DUQC LUC HQC:

- Cefdinir la khang sinh ¢6 nhan cephem, ¢6 nhém vinyl & vi tri thir 3 va nhém 2-aminothiazolyl hydroxyimino
¢ vj tri thi 7 ctia 7-aminocephalosporanic acid.

- Cefdinir 1a khang sinh dung uéng nhém cephalosporin thé hé thir 3, c6 tac dung khang khuan va dugc sir dung
tuong tu cefixim. Tuy nhién, cefdinir co tac dung khang khuén in vitro manh hon cefixim trén vi khuan
Staphylococcus aureus nhung twong dwong véi Staphylococcus aureus ching cé dé khang meticillin. Cefdinir
¢6 tac dung khang khuin kém hon cefixim trén mét so vi khuin Enterobacteriaceace.

- Phé tac dung:

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

+ Vi khun Gram (+): Staphylococci and streptococci bao gdm Staphylococcus aureus, Staphylococcus
epidermidisis nhung dé khan 8 vGi cac ching tiét penicillinase. Streptococcus agalactiae (streptococci nhém B),
Streptococcus pneumoniae va Streptococcus pyogenes (streptococci nhom A).

+ Xoan khuén: Borrelia burgdorferi va Haemophilus ducreyi. N

+ Vi khuin khdng th ubc: Cefdinir khong cé tac dung cimng lai hiu hét cdc chiing Enterobacter va id 5
Pseudomonas aeruginosa, Enterococci (nhw Enterococcus faecalis), Staphylococci khdng oxacillin (khang"
methicillin).

- Co ché tac dung cua cefdinir 14 trc ché su tong hop cua thanh té bao. N6 ¢6 ai lyc cao véi nhitng protein i(et
hop penicillin (PBP) 1 (1a, 1bs), 2 va 3, v6i nhiing diém tac dung thay ddi tiry theo loai vi khuan. Co /2
DUQC PONG HOQC: /;le
- Cefdinir hdp thu qua duong tiéu hoa. Sau khi udng liéu duy nhét, nong d6 t6i da trong huyét trong dat dlrof

2 — 4 gid. Sinh kha dung dwong ubng trong khoang tir 16 — 25 %. Ubng cefdinir ciing véi bita in nhiéu chit
béo lam giim nang dp dinh trong huyét twong va AUC.

- Cefdinir phan bo rong rai ¢ cac mo va khoang 60 — 70 % lién ket le protein huyét tuong. Nong do toi da
trung binh cia cefdinir trong dich ¢ not mong nwic sau khi uong liéu 300 mg hodc 600 mg rmng 4-5 gio
twong wng la 0,65 mcg/ml va 1,1 mcg/ml. Chira biét cefdinir cé phan bé vao dich néo tiy sau liéu uong hay
khong.

- Cefdinir chuyén hoa khéng dang ké va dwgc thai trir qua nudc tiéu, thoi gian ban thai 1a 1,7 gio. Cefdinir duoc
loai bo bang thim phan.

BAO QUAN: Bao quan noi kho, nhiét dé dudi 30 °C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

THUOC NAY CHI DUNG THEO PON CUA BAC SL i~ :
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG. / / ‘fi‘.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
PE XA TAM TAY TRE EM. ,f
NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Pija chi: 66 - Qudc 16 30 — Phudng My Phii — TP Cao Lanh — Péng Thap
DOMESCO _..Bién thoai: 067. 3851950
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