https://tru tamthuoc com/ 4
DS EBRGTY O PHAN DUOC PHAM vep | 0 ﬁ?O
MAU NHAN DANG KY
THUOC BOT PHA TIEM CEFTEZOL VCPp }“'/

BOY TE

1. Nhan lo - i 1& 100%

R GMP - WHO CucC QLA\ LY DUOC
HEE I - "_‘-'—-—-—__.________
Do 3 e
SEEE 3
certerotver TS DUYET
m—— i®co
E2CD
THUSC BAN THEO BON ‘BB Lan dan- 4
THOGC BT PRA TEN - i Bl £33, o d“”--/f-?---”--- ’,,29[3
CONG TY €6 PHAN DUGC PHAM vep @ 2 ‘?_I
2. Nhan hép 01 g - tf & 100%
|I
e | = .
I:Hwtupp: sjep dx3/aH
| !HUHUUUIQN'Q-'JIBQD(SOIQS
| AR wwp parep Biwxs Aeby
> By fozagazy -
dDA 1023339
GMP-WHO GMP - WHO
) 6 xa thm tay cia trd om. | R Kasp out of the reach of childron,
THUGC BAN THEO DON Boc ky hutng din sir dung trutic i diing. PRESCRIPTION DRUG Read caretully the instruction before use, |
Ceftezol VCP Ceftezol VCP |
Ceftezol VCP Ceftezol VCP
3 Caftezal 19 10 Cellezmia -
W8I LQ CHUA;: Ceftormi EACH VIAL CONTAINS:
(i dgng Ceflazol natri) In 1g Ceflezole (as Caflezola wodiurm)
cHl BINH INDHCATIONS :
X doc Floase soo
calcuwuc-u.tumc rong i3 hueng USAGE 1 the leaial
l] Ml CHONG CHI DINH o aitdung ” IMI CONTRA - INDICATIONS :
o mm:w:mmﬁw’c, a STORAGE: Keep in a dry placs, below 30°C
Iranh anh sing, prolect from light !
TIEU CHUAN: CP 2010 I SPECIFICATIONS: CF 2010 7
N’ i /
SDK | REG. N :
HOP 110 THUGC BOT PHA Nt ‘_______ BOX OF 1 VIAL POWDER FOR INJECTION /”
nEw ip u-uuoomrvodmﬂumcndnvcr FOR INTRAMUSCULAR \'C"' - O-'"-"

Ooh CHL THANH SUAN - SOE SON - HA M- VIET MAM

=" 16nG GIAM POC
~ 7~ G
ns. Guin “Van gzm’ny



https://trungtamthuoc.com/
P CONG TY CO PHAN DUQC PHAM vCP

MAU NHAN DPANG KY
THUOC BOT PHA TIEM CEF TEZOL VCP

3. Nhan hgp 01 Io + 01 éng nuroc cat pha tiém do XNDP 120 san xuét - i I& 100%

Afwwpp: ajeprdx3z/qH
AAwwuu SNUeg/XS 0 08

Afwwpp eepByyxs Aeby

> Bi jozayes -

THUSC BAN THEO DON

Cef tezol VCP
M1 HOP CHUA:

*1lo thube bt pha tism

19 Ceflezol (dui dang Cefiezol natr)

*1 bng nure cht pha tidm Smi
Han dung - 36 thang k& 1ir ngdy sdn kull
{xin xeim frén bng dung moj}
SBK VD - 9182 .09
Sdn xudt 1ai : XNDP 120
Bia it rrsmmemmm‘

CHIBINK
H IMI CACH DUNG - Ligy mina m",mw
a CHONG CHI BINH iy

BAO QUAN : Noi khs, Irdni dnh sang
nhigt 68 duri 30°C

TIEU CHUAN : CP 2010

SBK /REG. N° :

Ceftezol 1g

HOP 1LQ + 1 ONG 4
"E“ m st et 1o CONG TY ©F PHAN DUGEC PHAM veP

DA CHl THARH JUAN . 30E SOM - HA NO1 ViET NAM

GMP - ‘J\ll'HO

PRESCRIPTION DRUG

1g Ceftezole

I8V

BOX OF 1 VIAL + 1 AMPOULE
FOR INTRAMUSCULAR

Ksep out of the reach of children.

Read carefully the Instruction before uss,

Ceftezol VCP

EACH BOX CONTAINS:

* 1 vial of powder for injection

10 Ceflozole as Cefleroke sodium

" 1ampoule of water for injoction Smi -

Exp no - 36 months

{ piaase soo the label of smpoute |

Feg noVD-9182 - 08
Manuiactumd by : Aphama

Aciel: 118 Vi Xuan Thiew - Long Bisn - Ha No

INDICATIONS :
DOSAGE ¢ |ttt
CONTRA - INDICATIONS ;

STORAGE: Koeap in a dry place, balow 30°C
profect from lght

SPECIFICATIONS: CP 2010

4

Manimachana by VCP PHARMACEUTICAL J 5 C

ADOREES THANHKUAN - SOCSON - HANGH - VIEWNAM

\-«——_—

A

TONG G|AMD
/cONG VN2

N - ZHHNG GIAM POC
nS.%fmln 7&4@ gu@%{?



https://trungtamthuoc.com/

CONG TY CO PHAN DUOC PHAM VCP

MAU NHAN PANG KY J\V

THUOC BOT PHA TIEM CEFTEZOL VCP

4 . Nhan hop 01 lo + 01 ong nuedc ct do CTCPDPTW 1 sén xuét - 16 100%

AAwwpp: ajep dxz;a4
ilmmuu:,ﬂ‘u‘meﬂ.‘xsﬁws
A& wwp p olep Byw/xs Aeby

3 Gy pozeyas -
m
GMP-WHO | B4 xathm toy cika i em. GMP - WHO | Kpap out of the reach of chilcren.
) | Bocky hungdinsirdng wuickhicing | [ Read carefully the instruction before use,
THUOC BAN THEO DON PRESCRIPTION DRUG ‘ .
Ceftezol VCP Ceftezol VCP
UA: L il O D EACH BOX CONTAINS:
'-'16-'9':::.“,....,. CEftEZOl \ ( I *1 vial of powdar for injection |

19 Cefezol (durt dang Ceflezol natr) 1 g Cafazale as Coftazoie sodum

" * 1 ampoule of water for injection Sm| :
14 it pha tém Smi
> Ceftezol 1g na rurés et phe \é sdn sl S 1g Ceftezole - Exp.na : 36 months |
Han dung - 36 thang ké tir ngay | [ please soe he lsbe| of ampouls | |
(i xem trén Sag dung méd) Reg no:vD - 042 - 08
SOK VD - B06Z- 08 Manutactured by : Pharbaco
San xullt wi CTCPOPTWI - Pharbaco Add: 160 - Ton Duc Thang - Dong Da - Ha Nei

Bng chi uommemhg Béing Ba - i Mg |
INDICATIONS.

CHl DINK % |
LM Eeelm LM = -
o | cHowG cri omm .| dhaag o CONTRA - INDICATIONS

monn:uamo,mammg mm:mm.:i“wx.mm |
| nhisi at gwtn 30°C profact
TIEW CHUAN : CF 2010 SPECIFICATIONS: CP 2010
| SDK/REG. N°: |
|
HOP 11LQ +1 ONG L BOX OF 1 VIAL+ 1 AMPOULE | ' /. - |
s CONG TY CO PHAN PHAM EUMCALJS.C
TIEM BAP st ocon e e FOR INTRAMUSCULAR

ADDREES THANHEUAN - SOCSON - HANGE WIETNAM

TONG GIAM POC
S g G
DS Buin Van gﬂﬂ(ﬁf{gf



httpsOZRGrIytabrtRAROEOMPHAM Vep

MAU NHAN DANGKY
THUOC BOT PHA TIEM CEFTEZOL VCP
5. Nhan hép 10 Io - ti & 70% }UV
X GMP - WHO
Ceftezol VCP [
| > Ceftezol 1g <
- THUGC BAN THEO DON [EIETTTCE VR TT 1N DLIO(:PH&HVCP : d HOP 10 LO
i J di:
By é b
il 1 i b
i E e i §

SIVIA O1 40 XOd DN NOWLdIIDS3

O'STIVOUNIOVANVHAdOA

mmm-mmlm
N dOA [0Z3}32D
OHM - dio K

Ceftezol VCP

TONG /@mm MC%QNG TY

T » N2\

?.T %l
\*\_VCP /5]
\ ok /
\\ N .| _I."':’ a - a—,
- “TONG GIAM POC

Nl ¢, IR
s Guin Van @1.(:-@;,



https://trungtamthuoc.com/

Rx Thuéc bdn theo don
HUONG DAN SU DUNG :
THUOC BOT PHA TIEM CEFTEZOL VCP }\i'/
1. Trinh bay:

+ Hop 01 lo ; Hop 10 Io

+ Hop 01 lo thudc bot pha tiém + 01 éng nude ct Sml, san xuat tai Xi nghiép
dugc phim 120 (Apharma) - 118A Phé Vii Xuan Thidu, phudng Phuc Loi, quin
Long Bién, Thanh phé Ha N¢i, sé dang ky VD — 9182 — 09, han ding 36 thang ké
tir ngdy san xuit va 01 t& huéng dan sir dung.

+Hop 01 lo thubc bot pha tiém + 01 dng nuéc cat Sml, san xuét tai Cong ty cb
phin dugc phim trung wong I — Pharbaco- x& Thanh Xuén, huyén Séc Son, thanh
phd Ha Noi, sb dang ky VD — 8092 — 09, sb ding ky VD — 8092 — 09, han dimg 36

~ thang ké tir ngay san xudt va 01 t& hudng dan s dung.

2. Cong thire: cho 1 lo.

Ceftezol (dudi dang Ceftezol natri): 1g.
3. Duwgec lIuc hoc:

Ceftezol 1a khang sinh nhom cephalosporin thé hé 1, Ceftezol c6 tac dung diét
khuén bang cach ngan can su phat trién va phan chia vi khudn do trc ché tong hop
vach té bao vi khuan.

Ceftezol dung theo dudng tiém, ¢6 hoat tinh manh trén céc ciu khuin Gram
duong. Thube ¢6 téc dung tdt trén cac trye khuin Gram duong va cé tac dung trung
binh trén cac vi khuan duong rudt Gram am.

Céc cAu khun Gram dwong nhay cam bao gdm cac chiing Staphylococcus tiét
va khong tiét penicilinase. Tuy nhién, cac ching Staphylococcus khang methicilin
bi coi 1a luén tudn khéang cac cephalosporin. Phén 16n céc chung Streptococcus
nhay cam v6i Ceftezol, nhung thudc khong c6 tac dung trén Streptococcus
pneumoniae khang penicilin.

Céc ching Enterococcus ciing thuong khang Ceftezol. Haemophilus influenzae
thudng gidm nhay cam.

Ceftezol giam hoat tinh trén mot sé Enterobacteriaceae, bao gbm cac chung

Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis. Proteus indol duong
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tinh, mot sb Enterobacter spp., Pseudomonas aeruginosa va Bacteroides khang

Ceftezol.

4. Dugc dong hoc: )Ul/

Ceftezol sau khi tiém bip cac lidu 0,5 g va 1 g, trong vong 30 phut s& dat duge
ndng d6 dinh huyét trong tuong tmg 1 10 microgam va 20 microgam/ml.

Ceftezol phan bé rong khép trong cac md va dich ctia co thé, trir no va dich ndo
tiy c6 ndng do thap va khong thé dy doan dugc. Thé tich phan b ciia Ceftezol 1a
18 1it/1,73 m’ dién tich co thé. Ceftezol dat néng d¢ c6 thé do duoc trong dich mang
phdi, nhan phong, mat, khép va mé xuong. Ceftezol qua hang rao nhau thai vao
tuin hoan thai nhi va c6 ndng do thap trong sita me. Nira doi trong huyét tuong dao
dong tir 30 dén 50 phut, nhung c6 thé kéo dai hon & ngudi suy thin, nhét 1a ddi véi
chéit chuyén hoa. Khoang 70% Ceftezol trong tuin hoan gén két vdi protein huyét
tuong.

Khoang 20 - 30% Ceftezol nhanh chéng bi khir acetyl trong gan va khoang 60 -
70% liéu dung dugc bai tiét trong nudc tiéu qua 6ng than trong 6 gio dudi dang
Ceftezol va chit chuyén hoa tuong dbi khéng hoat tinh. Sau khi tiém bép cac lidu
0,5 va 1 g, Ceftezol c6 ndng do tuong mg cao trong nudc tiéu 13 0,8 mg va 2,5
mg/ml. Probenecid ngén chin sy bai tiét ctia Ceftezol & than. Ceftezol bai tiét & mat

v6i s6 luong rat it.
5. Chidinh :

Ceftezol duoc chi dinh trong nhiém khuén huyét, viém mang trong tim, viém
xuong - tity va cac thé nhiém khuén ning khac.

Céc chi dinh khac: Nhiém khuén dudng tiét niéu c6 bién chimg, nhu viém thén -
bé than cAp va man tinh, viém bang quang ning tai phat; nhiém khuén dudng hd
hép, nhu viém phdi ning do vi khudn, viém phé quan - phdi, 4p xe phdi; nhiém
khuén ngoai khoa, nhu 4p xe bung, 4p xe mang bung, nhiém khuén sau phéu thudt;
céc nhidm khuén khac: Viém mi mang phéi, nhiém khuén nang dudng rudt.

6. Liéu lwong va cich ding:

o Liéu ding :

Nguoi 16n: Liéu thong thudng tiém bip:2 g dén 4g, chia 2 -3 lan/ngay tly

theo mirc d6 nhiém khuan.
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o Cdch dimng:
Tiém bép: Hoa tan 1g thudc trong 4 ml nudc cht tiém, cin tiém bap sau.
7. Chéng chi dinh: o~
Ngudi qua min véi nhom penicilin va/hoac véi cac cephalosporin. /L

8. Than trong:

Diing thén trong véi ngudi bénh bi tang bach ciu don nhan nhiém khuén, va
nguoi thiéu ning thin. |

Trudmg hop 6 ia chay ning, kéo dai, hay nghi dén viém rugt mang gid do
khang sinh gy ra, co thé diéu trj bang metronidazol.

Chn chi ¥ lugng natri trong nhimg lidu diéu tri ctia thubc doi voi ngudi bénh

¢6 tich lily natri va nuéc, dic biét khi dimg liéu cao.
Than trong vé liéu luong va cach dung ¢ tré so sinh, tré em.

Chay méu c6 thé gip ¢ ngudi d__iéu tri bang khéang sinh beta lactam; thuong
hay xay ra & ngudi suy than. Néu ci chiy méu do khéng sinh, phai ngimg thube va
diéu tri thich hop.

9.  Sir dung thudc cho phu nir cé thai va cho con bi:

Ceftezol dugc dung & moi giai doan mang thai va thuomg dirgc xem 1a sir dung
an toan trong khi mang thai.

Ceftezol bai tiét qua sita me & nong d9 thip. Nong d6 nay khong c6 tac dong
trén tré dang bu sita me, nhung cin quan tAm khi thdy tré bj ia chay, twa va nbi ban.
10. Téic dung khong mong mudn.(ADR) :

Ban da va dau tai chd tiém 1a nhimg ADR thudng gip nhét.

Thuwong gap, ADR > 1/100

Toan than: Pau tai chd tiém bép, doi khi bi chai cimg.

Tiéu héa: ia chay.

Méu: Tang bach cAu wa eosin, bién chimg chay méau.

Da: Ban da dang san.

ft gap, 1/1000 < ADR < 1/100

Toan than: Sét.

Da: N6i may day.
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Hiém gap, ADR < 1/1000

Toan thin: Phan tmg giéng bénh huyét thanh va phan vé.

Mau: Giam bach céu trung tinh, giam tiéu cau, thiéu mau tan méu, thir nghiém

Coombs dwong tinh.

Tiéu hoa: Viém dai tring mang gia, budn non va non.

Than: Nhiém doc than c6 ting tam thoi uré huyét/creatinin, viém than ké.

Gan: Vang da r mat, ting nhe AST, ALT.

Khac: Pau khop va bénh ndm Candida.

ADR c6 thé c6 lign quan t6i lidu cao: Con co giat va nhimg déu hiéu nhiém
d6c hé thin kinh trung wong, dic biét & ngudi suy than; viém tinh mach huyét khéi
sau khi tiém truyén tinh mach.

THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON
GAP PHAI KHI SU DUNG THUOC
Hudng din cdch xir tri ADR

Chn bidt c4c phan (mg qua min trudc ddy cia ngudi bénh dbi voi penicilin,
cephalosporin va cac tac nhan gy di tmg khac, can lam céc phép thir dudi da, trude
khi bt diu ding Ceftezol. Néu ¢6 dj img ning trong khi diu tri phai ngimg thudc;
dung adrenalin va cac bién phap khan cAp diéu tri sbc phan vé.

11. Tac dong ciia thude khi lai xe va vin hanh may méc

Céc tai liéu khéng cho thiy téc ddng cia Ceftezol anh hudng doi voi ngudi lai
Xe va van hanh may moc, thiét bi.
12. Twong tic thude :

Ding ddng thoi véi thube gay doc than, nhu khéng sinh aminoglycosid
(gentamicin) c6 thé lam ting nguy co tn thuong than. Cling c¢6 chimg ci ting
nhim doc than khi ding véi mot thube loi tiéu quai nhu furosemid, nhung khong
thé hién chéc chén nhu furosemid véi cefaloridin. Probenecid trc ché bai tiét
ceftezol & than. C6 thé c6 su d6i khang giita ceftezol va cac chat kim khuén.

13. Sir dung qu4 liéu va xir tri:
Céc triéu chimg qué lidu bao gdm phan tmg qua mén thén kinh co, co git, dic
biét & ngudi suy than.

)JV
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X tr qua lidu cin can nhéc dén kha ning qué lidu ciia nhiéu Loai thudc, su
tuong tac thude va dwoe dong hoe bat thudng cta ngudi bénh.

Néu 6 co gidt, ngimg ngay thubc va c6 thé dimg lidu phap chéng co gidt néu
¢6 chi dinh v& 1am sing. Bao vé dudng hd hip, hd tro théng khi va truyén dich.
Theo doi cn than va duy tri trong pham vi cho phép céc dau hiéu sinh tdn cua
ngudi bénh, cac khi trong méu, cac chat dién giai trong huyét thanh v.v... Néu gip
qua liéu trim trong, dc biét & ngudi suy than, ¢6 thé phéi hop thim tich méau va
truyén mau, néu diéu tri bao ton bi thit bai. Tuy nhién, chwa c6 dit liéu cé gid tri
chitng minh cach diéu tri nay.

14. Bio quin: Bao quan & nhiét do duoi 30°C, noi khé va tranh dnh sing.
15. Han dimng: 24 thang ké tir ngay san xuét.
16. Tiéu chuén: Duoc dién Trung Quéc 2010.

Thuéc nay chi ding theo su ké don ciia thdy thuéc
Doc ky hudng din su dung trude khi ding
Muén biét thém thong tin xin hdi ¥ kién ctia bdc sj.
Khéng dung thudc khi da hét han, bién mau...

San xuft tai: Cong ty co phan duge pham VCP
VCP Pharmaceutical Joint — Stock Company.
Thanh Xuan' — S6c¢ Son — Ha Néi
bién thoai: 04 — 35812459  Fax: 04 - 35813670
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