* Fusobacterium fusiforme (Vincent's infection).

* Actinomyces species.

In acute intestinal amebiasis, doxyoycling may be a useful adjunct to amebicides. D fne is mdi in the meatment of
Trachoma, although the infectious agent |s not always elminaled, as poged by inmunofliorescence.

CONTRAINDICATION S

This drug is contraindicated in persoas who have shown h tivity to any of the tetracyeli

WARNINGS

THE USE OF DRUGS OF THE TETRACYCLINE CLASS DURING TOOTH DEVELOPMENT (LAST HALF OF PREGNANCY, INFANCY AND
CHILDHOOD TO THE AGE OF B YEARS) MAY GAUSE PERMANENT DISCOLORATION OF THE TEETH (YELLOW-GRAY-BR OWN). This
altverse reaction |s more common during kong-term wse of the drugs but has been observed following repeated shorl-lemm cowses.
Enamel hypoplasia has also been reported. TETRACYCLINE DRUGS, THEREFORE, SHOULD NOT BE USED IN THIS AGE GROLP
EXCEPT FOR ANTHRAX. INCLUDING INHALATIONAL ANTHRAX {POST-EXPOSURE), UWNLESS OTHER DRUGS ARE NOT LIKELY TO BE
EFFECTIVE OR ARE CONTRAINDICATED.

The anti-anabofic action of the telracyclines may cause an mcrease in BUN. Studies to date indicate that this does not ocour with the
use of doxyeycing in patients with impalred renal funclion.

Usage in Pregnancy

Doncyeyeling for mjection has not been studied in pregnant patients.

Usage in Children

The use of doxycycine for injection in children under 8 years is not recommendad because safe conditions for its use have not been
established,

Tetracydines are present in the milk of Eactating women who are taking a drug in this class.

ERECAUTIONS

Prescribing doxyeycline in the absance of a proven or strongly suspected bactenal infection or a prophylactic indication is unlikely to
prcwlde benefit to the palmnt and increases lhe nsk of the development of drug-resistant bacteria.

Pregi y: Teratogenic Eifecls: Preg 1]

There are no adequate and well-controled sludm; on the use of doxycycling in pregnant women.

Nurging Mothers:

Tetracydline are excreted in human milk, however, the extent of absomtion of telracyclines, inchuding dexycychne, by the breastfed
Infant & not known. Information for Patients

Patlents should be Jed that antib | drugs inchucing doxycycline shoukd nnly be used to treaI bacterial infections. Diarthea
i5 a common problem caused by anfibiotics which usually ands ‘when the antibiotic is dEsconti 1 after starting
treatment with antibiotics, patients can develop watery and bloody stools (with or without stomach cramps and fever) even as late as
two or more months aﬂerhwing taken the last dose of the antibiotic, If this occors, patients shoukd contact their physician as soon as
possibie.

ADVERSE REACTIONS

Gasirointestimal

Anorexia. nausea, vomiting. diarrhea, glessitis, dysphagia, enterocofifis and inflam matory lesions (with monilial overgrowth) in the
anogenital region. Hepatolodcity has been reported rarety, These reactions have been caused by both the oral and parenteral
administration of tetracycines.

Skin

Maculopapular and erythem alous rashes. Exfoliative dematilis ias been reported but is uncommon.

Renaf Toxicity

Rise in BUN has boen reported and is apparently dose related

Hypersensitivity Reactions

For the use only of a Registered Medical Practitioner of a Hospital or a Laboratory

Doxycycline For Injection USP
DOXYCIN 100

FOR WTRAVENOUS INFUSION USE ONLY Injection
COMPOSITION

Each vial contains !

Doxyeyeling Hydeochloride (Sterile ) | P

Eq. to Doxyeydline 100 mg
DESCRIPTION

Daoccyeycline for [nfection, USP is a sterlle, yophilized powder Daxycyclue hyclate |s a broad spemrurn antibiotlc derived from
oxytetracyclne. It is meant for INTRAVEROUS use only after yelne hyclate is a y I crystalline powder
which is chemically designated 4-(Di ino)-1,4,4a.5 5a,6.11 12Hetalwdm -3,5,10,12 123—psntal|ydmxy G-methyi-1,11-de

monohydrochiorida, oumpound\mm i almhnl {2 1), monohydrate. It is highly stable in normal human serm
M

CLINICAL PHARM ACOLOGY
Tetracyclnes are readlly absorbed and are bound Lo plasma proteins in varying degree. They are concentrated by the Iver in the bile,
and excreled i the urine and feces at high concentrafions and m a biologically active form Following a single 100 mg dose
administered In a concentration of 0.4 mg/AmL in a one-hour irfusion, normal adull volunteers averaged a peak of 2.5 meg/mb, while
200mg of a concentration of 0.4 mg/mL administered over two hours averaged a peak of 3.6 meg/mL.Excration of doxyeycline by
the kidney s about 40 percenty72 hours in individuals with normal function (creafinine clearance about 75 mL/min), This percentage
of excretion may fall aslow as 1to0 5 percent/72 hours in individuals with severe renal insufficiency (creatinine clearance below 10
mL/min}. Studies have shown no significant difference in serum half-life of doxycychne (range 1810 22 hours) in individuals with
normal and severely impaired renal fanclion, Hemodialysis does not alter this serum half-life of doxycycling.
Microbiofogy
Mechanism of Action
Duosycycline inhibits bactarial protein synthesis by binding to the 305 ribosomal subunit. Doxycyclne has bacteriostatic activity aganst
a broad range of Gram-positive and Gram-negative bacleria. Cross resistance with other tetracydines is common.
&an-Nuaihl hmﬂl

species B 5 Bricela species, C:
Enterobacter agrogenes, Escheriehia coil f fsella fularensis, H: hifits eocrept F (s influenzs, K
species Melsseria gonormhoeae, Shigella species,
Vitwio cholera, Yarsinia pestis
Gram-Positive Bar.urli
Baeilius anih
Anaerobes
Clostridivn species, Fusobacterium fusi Prnpiomil
Dther Bacteria
Actiromyces species, Borrelia reeurreniis, Chlamydophila psittaci, Cf
Tfeponema palfdurm

scter fotus,

T L

TeriLm acnes

i trachornalis, Mycop P id, Aickeitsiap

Urlicaria, ang tic: edema, anaphylaxi hylactoid purpuera, pericarditis and bation of ic lupus
Eulging fontanels in infants and benign ||1traumr|ﬂ Iypertension in adults have been reported m |nd|w|:luds receiving full therapeutic
dosages, These conditions disappeared rapidly when the drug was discontimued,

Blood

and have been reported.

When men aver pmlanged perinds Ietraqcines have been reporied to produce brown-black microscoplc dis coloration of thyroid
glands. No abnormalities of thyroid function studies are known to occur.

DOSAGE & ADMIMISTRATION

THE USUAL DOSAGE AND FREQUENCY OF ADMINISTRATION OF DOXYCYCLINE FOR INJECTION (100 TO 200 MG/DAY) DIFFERS
FROM THAT OF THE OTHER TETRACYCLINES (1 TO 2 G/DAY). EXCEEDING THE RECOMMENDED DOSAGE MAY RESULTIN AN

INCR EASED |NCIDENCE OF SIDE EFFECTS.

Adults

The usual dosage of doxycyciine for injection is 200 mg on the first day of treatment administered in one or two infusions. Subsequent
daily dosage is 100 to 200mg dspsnding upon the severity of infection, with 200 mg administered in one or two infusions.

In the of pimary and y syphilis, the recommended dosage is 300 mg dady for at least 10 days.

In tha of anthrax (post-ayf 1 he dose is 100 mg of doxycycline, twice a day. Parenteral
therapy is only indicated when oral therapy is not indicated and should not be continued over a profonged period of time. Oral herapy
should be institated as soon as possible, Terapy must contimue for & tolal of 60 days.

PREPARATION OF SOLUTION: )

To prepare a solufion containing 10 mg/mL, the contents of the vial should be reconstituted with 10 mL {for the 100 mg/vial contamer)
or 20mL (for the 200 ma/vial container) of Sterile Water for Injection or any ofthe 10intravenous infusion solutions listed below, Each
100 mg of dogyeycine for injection (i.e., withdraw entire solution from the 100 mg vial) is further diluted with 100 mL to 1000 mL of
the mtravenous sokutions lsted below. Each 200 mg of doxycycline for injection £, withdraw entire soluien from the 200 mg vial) is
further diluted with 200 mL to 2000mL of the following infravenous solutions:

1. Sodium Chloride Injection, USP

2_ 5% Dextrose Injection, USP

3. Ringer's Injection, USP

4. Invert Sugar, 10% in Water

5. Lactated Ringer's Injection, USP

6. Dextrose 5% in Lactated Ringer's

7. Normosol-# in D5-W (Abbott)

8. Normosal-R in D5-W (Abbott]

9. Plasma-Lyte 56in 5% Dextrose (Bader)

10. Plasma-Lyte 148 in 5% Dexdrose (Baxter)

This will result In desived concentrations of 0.1 to 1 ma/mL. Concentrations lowes tan 0.1 mg/mL or hgher than 1 meg/mL are not
tecommended.

STORAGE : Stere al 20° to 25° C (668” 1o 77°F) [See USP Controlled Room Temperature PROTECT FROM LIGHT.

Improper sterage may be deteriorate the product.

Retain in carton until fime of use.

Presentation - A yellowish crystallime powder fled in dear glass vial
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Parasites

Balantidium cofl, Es ha species, P1 dium fakeiparum*

INDICATIONS & USAGE

Daoscycycling for Injection, USP should be used anly o treat or pravent infactions that are proven or strongly suspected to be causad by
suscepiible bactera. Doxycycine for Injection, USP is mdicated i infecBons cansed by the following microorganisms:

* Rickettsiae {Rocky Mountain sported feves, typhus fever, and the typhus group, Q fever, rickettsial pox and lick fevers).

* Mycopkasma pnenmaoniae (PPLO, Eaton Agent),

* Agents of psittacosis and orithosis.

* Agents of lymphog and g inguinale.

* The spirochetal agent of relapsing fever (Borelia recurrentis),

The following gram -negative microorganisms:

* Haemophilus ducreyi (chancrokd).

* Pasteurelia pestis and Pasteurelia wlarensis.

* Bartonella bacilliformis.

* Bactoroides spacies

* Nibrio comma and Vibrio fetus

* Brucella species (in conjunction with streptomycin),

Because many sirains of the Inlnwlng poups a‘fmlcmmg‘mlsms have bheen snnwn 1o be resistant to tetracyclines, cullure and
susceplibility testing are d. Dowy cy is mdicated for reatment of infections caused by the following gram-negative

microorganisms when bacteriologic testing indicates appropr ptibilty to the drug:
* Escherichia coli.

* Shigella specles.
* Mima species and Herellea species.
* Haemophilus influenzae (respiatary ilfsdjaus}
* Klnbslslla spwss {raspramry and unn ary mm:tluns]

Yoy d for n ik of i caused by the following gram -positive microorgani
indicates appmprﬂe susceplitiiity o Ihe :tug
* Anthrax due to Bacillus anthrach ]
following exp o lized Bacibus anthraci:
* Strepfococcus species:
Up to 44% of strains of Strepiococcus pmenos and 74 of Stray Pyoq: and 74% of us faecalis have been
found to be resistant o yeding drugs. Th ines should not be used for streplococeal disease unless the organism
has been demonsirated to be sensitive.
For upper respiratory inf e to group A beta-hemobyt
prophykads of rheematic fever
* Diplococcus pneumoniae,
* Staphylococous aweus, respiratory, skin and soft Gissue infeclions. Tetracyclines are not the drugs of choice in the treatm ent of any
type of staphylococeal infections,
When peniciin is contramdicated, doxycycline is and alternative drug in the treaiment of mifections dua to:
* Neisseria gonorrhoeae and N. meningitidis.
* Treponema pallidum and Trepon ema pertenue {syphilks and yaws).
* Listeria monocylogenes.
* Clostridium species.

when bacteriologic testing

anthray. (post |2 to reduce e incldence or progression of disease

1, penicillin is the usual drug of cholce, Induding




