Zinaclav

00
Cefuroxime & Clavulanic Acid S
Composition ) 1,000 mg

licat h . -1

Zinaclav 250/62.5 Tablet: : Each film coated tablet contains Cefuroxime Uncomplicated Gonorthea single dose 0
250 mg as Cefuroxime Axetil USP and Clavulanic Acid 62.5 mg as diluted Lyme Disease 500 mgbid.| 20
Potassium Clavulanate BP. ”.
Zinaclav 500/125 Tablet: Each fim coated tablet contains Cefuroxime Acute Otis Media 250mgbid.| 10

500 mg as Cefuroxime Axetil USP and Clavulanic Acid 125 mg as diluted
Potassium Clavulanate BP.

Pharmacology

Cefuroxime is a broad-spectrum second-generation Cephalosporin, active
against a wide range of Gram-positive and Gram-negative susceptible
organisms including many beta-Lactamase producing strains. Cefuroxime
is a bactericidal agent that acts by inhibiting bacterial cell wall synthesis.
Cefuroxime has good stability to bacterial beta-lactamases.

Clavulanic Acid has a similar structure to the beta-lactam antibiotics but
binds irreversibly to the beta-lactamase enzymes. The presence of
Clavulanic Acid protects Cefuroxime from degradation by beta-lactamase
enzymes and effectively extends the antibacterial spectrum of Cefuroxime
to include many bacteria normally resistant to Cefuroxime and other
Cephalosporins.

Indications

Zinaclav is indicated for:

+ URTIs i.e., Pharyngitis/Tonsillitis caused by Streptococcus pyogenes.
Acute Bacterial Otitis Media caused by Streptococcus pneumoniae,
Haemophilus influenzae (including beta- lactamase producing strains),
Moraxella catarrhalis (including beta-lactamase producing strains) or
Streptococcus pyogenes. Acute Bacterial Maxillary Sinusitis caused by
Streptococcus pneumoniae or Haemophilus influenzae.

+ LRTIs i.e., Acute Bacterial Exacerbations of Chronic Bronchitis and
Secondary Bacterial Infections of Acute Bronchitis caused by
Streptococcus pneumoniae, Haemophilus influenzae or Haemophilus
parainfluenzae.

+ Uncomplicated Skin and Skin-Structure Infections caused by
Staphylococcus aureus (including beta-lactamase producing strains) or
Streptococcus pyogenes, Escherichia coli, Klebsiella pneumoniae and
Enterobacter spp

+ Uncomplicated Urinary Tract Infections caused by Escherichia coli or
Klebsiella pneumoniae.

¢ Uncomplicated Gonorrhea (urethral and endocervical) caused by
Neisseria gonorrhoeae by (penicillinase & non-penicillinase producing
strains) of both males & females.

« Early Lyme disease (erythema migrans) caused by Borrelia burgdorferi.
+ Septicemia caused by Staphylococcus aureus, Streptococcus
pneumoniae, Escherichia coli, Haemophilus influenzae (including
ampicillin-resistant strains) and Klebsiella spp.

+ Meningitis caused by Streptococcus pneumoniae, Haemophilus
influenzae (including ampicillin-resistant strains), Neisseria meningitidis
and Staphylococcus aureus (penicillinase and non-penicillinase producing
strains).

+ Switch therapy from parenteral to oral.

+ Bone & Joint infections caused by Staphylococcus aureus.

Dosage and Administration:

Adult (13 years and older):
Infection Doses D(%raa)t,isc;n
Pharyngitis/Tonsillitis 250 mg b.id. 5-10
Acute Bacterial Maxillary Sinusitis 250mg b.i.d. 10
Acute Bacterial Exacerbations of Chronic Bronchitis 250b5|0(? mg 10
Secondary Bacterial Infections of Acute Bronchitis 250b5|0(? mg| 510

Uncomplicated Skin and Skin-Structure Infections 25055i0(? mg 10

Community Acquired Pneumonia 25055?5 mg| 510

MDR Typhoid Fever 500 mgb.id.| 10-14

Uncomplicated Urinary Tract Infections 250 mg b.i.d. 7-10

Cefuroxime-Clavulanic Acid tablet may be taken without regard of food.
Contraindications

Cefuroxime-Clavulanic Acid is contraindicated in patients with known
allergy to Cephalosporins & in patients with Pseudomembranous Colitis.
Precautions

As with other broad-spectrum antibiotics, prolonged administration of
Cefuroxime and Clavulanic Acid combination may result in overgrowth of
non-susceptible microorganisms. Special care is indicated in patients who
have experienced an allergic reaction to penicillins or other beta-lactams.
As with other antibiotics, use of this combination may result in the
overgrowth of Candida. Prolonged use may also result in the overgrowth
of other non-susceptible organisms (e.g., enterococci and Clostridium
difficile), which may require interruption of treatment.
Pseudomembranous colitis has been reported with the use of antibiotics,
and may range in severity from mild to life-threatening. Therefore, it is
important to consider its diagnosis in patients who develop diarrhoea
during or after antibiotic use. If prolonged or significant diarrhoea occurs or
the patient experiences abdominal cramps, treatment should be
discontinued immediately and the patient investigated further.

The Jarisch-Herxheimer reaction has been seen following this treatment
of Lyme disease. It results directly from the bactericidal activity on the
causative organism of Lyme disease.

Side Effects

Generally, Cefuroxime-Clavulanic Acid is well tolerated. Major adverse
reactions which may occur are diarrhea, nausea, vomiting, transient
elevation in AST, ALT, LDH and eosinophilia. Other adverse events that
may occur are abdominal pain, abdominal cramps, flatulence, indigestion,
headache, vaginitis, rash, itch, dysuria, sleepiness, thirst, anorexia etc.
Pregnancy & lactation

All antibiotics should be avoided in the first trimester if possible. However,
Cefuroxime-Clavulanic Acid can be safely used in later pregnancy to treat
Urinary Tract and other infections. Cefuroxime-Clavulanic Acid is excreted
into the breast milk in small quantities and consequently caution should be
exercised when it is administered to a nursing mother.

Drug Interactions

Concomitant administration of Probenecid with Cefuroxime-Clavulanic
Acid increases the area under the serum concentration versus time curve
by 50%. Drug that reduces gastric acidity may result in a lower
bioavailability of Cefuroxime and tend to cancel the effect of postprandial
absorption.

Overdose

Excessively large doses of all Cephalosporins can cause cerebral irritation
and may cause convulsions. This complication is unlikely to occur in
routine practice unless the patient is in renal failure. Cefuroxime can be
removed by hemodialysis or peritoneal dialysis.

Storage

Store in a dry place below 25°C, protected from light. Keep out of the
reach of children.

How Supplied

Zinaclav 250/62.5 Tablet (14’s): Each box contains 14 tablets (2 X 7’s), 2
Alu Pouch packs in each 7 tablets blister pack.

Zinaclav 500/125 Tablet (14’s): Each box contains 14 tablets (2 X 7's), 2
Alu Pouch packs in each 7 tablets blister pack.

Manufactured by
Beacon Cephalosporin Limited
"’ Bhalika, Mymensingh, Bangladesh for
d DBL Pharmaceuticals Ltd.
AAAAAA Surabari, Kashimpur, Gazipur, Bangladesh.

C: 19400019
www.dbl-pharma.com



ICRIF3IC)

G G gl Wfie

Temie oo

RIS 3¢0/b3.¢ BIAE: ol AreeT SreeRe BRwes g | o e & é;aaf;%; s0-38
ORI 3¢o fial. A ErEafEm b T8 qR TG | wfter e e 3¢o fral, 430
TS w3.¢ . T AT s R e s | (i

REAFIT® oo/s3e BBy afels wiree weaee SIRes Wiy | Siow e %%%%ﬁ% @30
AR oo fral A EIEAREN GG T8 G FIGAITE a2 oo fial.
T s3¢ Wal, 31 BN Fees JPt R fifds | ‘ ol 3T e
abeay S ofSfi i 00 Fat, %o

ORI &7 G35 RPe-CPRGN o1 (SRt GTRTTemife A
a-oIf&5e 3 AE-Tbe FRRORAT g3 [RE-TaReee v
FE | G (5 FPCORAPIZCE SYIGANTE A AR RAT
@ QbR TORTS A eWH I]A | CIEAET €7 JJIRGIRET
RN @7 Reeta o fYfeaerer 7 |

PN aFes KE-RN SFSABEa St 10 e 8
OB GFETReR A S#RIGARed Siia & | FIF e
«frees SAfgfo erEafas [REI-STIB TP YTEes /[l 7 (A0S T
F(E GR CIFIAHCR TGO CHRGT FRITONE 2PTfe
(I ACS EIFAAN R S RN STy ayreesfar
TGS AT |

ot

forizre faaet eIt fvifes

© T[ORGAR @, CHHFEET  ARGET W P
e G/GatenRoa | GReTeen  feraferr, e
Sgwel (REI-MFCRT  SAvadal (Gad %), R
FHRREE (RE-BIERT SR GRaT %) A CRUbIam
ARGE 7RI Oy IRorRE ool e G
fAGefer 41 craieeTT Egeae! w38 S TR Wi
RPN |

© GTORGSIR @, CHUDTRR ST, @i Eage!
(RO ~FRIZTERG 74 8 OF JFROOR (@ R CI
ORI TG |

o SorfEeRrT SREET (RE-RIeeT Semeidl (B3 91%)
(BUBIFF ARG, GBREE @I, @b e
GETARIEA 507 a1 92 T 93 W3R Qe IO TRl

« @RIRT @I I @R Wem w2 @ JaTEa
FRGAT |

¢« JFY ¢ W Terme (¢iffe @R FW-cofferTe
(TEET R, GTSTARIGFIT)

* RS SMET Gl (ARCNT RLI) A @ AeeReE w72 |
et Evgraer (SnfHFRm-efowmET ¢52w) 7= a3 @FRFEE
ifSmT 7= 8 GBI |

* GRUBIFRM NI, e Svger (ShfEEm-efewmar
GHRT R), RERT EFFEGYT @R BrfeEeenT st
(cifFfeae gk F-cAfbieae SemTsR GhEN) Wl R
feTETRo |

* 725 (I |

o STRFCISRT SRR 7RI 2 T @ ERACHA IR

AT G, FREAAE

2ETF (S0 I=F IR OF @)
TR
FifeaGw/GatwEsT g%i% 30
S st wfE Gy | oA |y
AT FEEeE S wRGRE I {%;oi%m, "
O FFRHER Erel AR G Q%O@f;ﬂ. 50
T G R G-I IR Q%ogém o
e agame e Q%Oagém 5o

CTER(EN qR FIGT GFTe BIRes 4R-E [{eave 1 a2 (Feat
@S AT |

St

CIRIRN g FEIE GFTe, EEEriRe-«3 «fte e
@R 3 TS TS ITTEe (FEmafo @me owed ey |
RISKIEIS))

T JO-CERRGN QBT ToT, EREREN @R FEE
Gfired i ANTS AR T S-OREEEE SEEEE
S e 2o AT | Ao a1 ey Ror-argm syfSamafees
IR efsfa 2t axe @R cwea e ag s |
S GBI Teel, Gt IR 0T FieeH wreie Ja
20T A | RIS I T S F-IRAWTA G Ty
Ffae TS AT (@I, GRS @R GG kb)), @
T DRI 7 Fa00 20O AT |

rereIE@ T FERGR it geaned A [ w0
AR 2 OF ST TEFI (AF TS AT S 2N | o,
wn@mmﬁh RIS AN 91 A Wﬂﬁ?ﬂ' & @TW g @
fdfres el favamar a1 wrgeald | 2f Ardifere 1 Searcary wrfEr
TG T @R (05 e 27, O i sy 95 w41 8w |

TR @R (g HFOR “ta eyifv-ceamzeae afsfemr @
(0% | @5 SR TR SR AT T (7 T3 |
sirfefeferm

GRS, G G FIGNE @ Te SHRCTT T2 =T | @i
fazet alfsfimar zeem wrif, 3f o, fiy w<g BebaitemTe g
TSl | Sy 2SR 297 (<105 5, (7ITh RN, (AT wisiT, Ivreenwr,
WG, SISERG, TG, W, T, o, v,
SICAICART 295 |

TERGA @ GHATICT

o CANTE e @fSARTE 9o Se | per AWt
CTEAIEN 9 FIGITE AFTE Jaaiig e Sy TR@ed s
Gy IR T (@O #I1TA | CTFAAN GR FIGI e 7g7 Afariet
Trpresh fo® 2 @R FoTaRe1 G A0 TSP T el T |
S SRR e e

CREARAN @R FIGE ARTes AL (@NICIPTed G IR
PRICR 970ga ¢o% 3w 30 | @ 3¢ WGs el s erem
T CIEAHCR TSI LRIG T 200 1T G ARBTITEarET
(¥ITCeR @[] 1T =S 21T |

T@ifezy

CIRTETIRER ToIfE N@R J9end Gige SfRee+a a3 ¥
(S #IMTF | (RNCREIREPT 3T (ARG SRFRIPT G &
AR T @TS AT |

RTTA

ST (A TCH, F F0A 2¢° @1, SHN@R 105 A | Freeea aricer
IR A |

TIER

Rmigme J¢o/ul.¢ BRwED: afe A 385 (wxq) TRw, o
ST ATSD T AfS SrTeTs Afefs 55w |

RS €oo/s3e BREEss afe Az 38 (axq) Bk, o6
S ATSS T aff GIRTess Afefs 557 |

AFETRT
e ErETEPTefae Al

..a ST, TR, AREACHT |

AAAAAA SRIRTST , FIN2, G2, A @ 24T |



