CHLORHEXIDINE GLUCONATE- chlorhexidine gluconate liquid
Xttrium Laboratories, Inc.

Chlorhexidine Gluconate 0.12% Oral Rinse PATTERSON

0.12% chlorhexidine gluconate (CHG) is an oral rinse containing (1 !-hexamethylene bis [5 - (p-
chlorophenyl) biguanide] di-D-gluconate) in a base containing wate, 11.6% alcohol, glycerin, PEG-40
sorbitan diisostearate, flavor, sodium saccharin, and FD&C Blue No. 1. Chlorhexidine gluconate
product is a near neutral solution (pH range 5-7). Chlorhexidine gluconate is a salt of chlorhexidine and
gluconic acid. Its chemical structure is:
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Chlorhexidine gluconate oral rinse provides antimicrobial activity during oral rinsing. The clinical
significance of chlorhexidine gluconate oral rinse's antimicrobial activities is not clear.
Microbiological sampling of plaque has shown a general reduction of counts of certain assayed
bacteria, both aerobic and anaerobic, ranging from 54-97% through six months of use.

Use of chlorhexidine gluconate oral rinse ina six month clinical study did not result in any significant
changes in bacterial resistance, overgrowth of potentially opportunistic organisms or other adverse
changes in the oral microbial ecosystem. Three months after chlorhexidine gluconate oral rinse use
was discontinued, the number of bacteria in plaque had returned to baseline levels and resistance of
plaque bacteria to chlorhexidine gluconate was equal to that at baseline.

Pharmacokinetics : Pharmacokinetic studies with chlorhexidine gluconate oral rinse indicate
approximately 30% of the active ingredient, chlorhexidine gluconate, is retained in the oral cavity
following rinsing. This retained drug is slowly released in the oral fluids. Studies conducted on human
subjects and animals demonstrate chlorhexidine gluconate is poorly absorbed from the gastrointestinal
tract. The mean plasma level of chlorhexidine gluconate reached a peak of of 0.206 mcg/g in humans 30
minutes after they ingested a 300 mg dose of the drug. Detectable levels of chlorhexidine gluconate
were not present in the plasma of these subjects 12 hours after the compound was administered.
Excretion of chlorhexidine gluconate occured primarily through the feces (~90%). Less than 1% of the
chlorhexidine gluconate ingested by these subjects was excreted in the urine.

INDICATION:

Chlorhexidine gluconate oral rinse is indicated for use between dental visits as part of a professional
program for the treatment of gingivitis as characterized by redness and swelling of the gingivae,
including gingival bleeding upon probing. Chlorhexidine gluconate oral rinse has not been tested among
patients with acute necrotizing ulcerative gingivitis (ANUG). For patients having coexisting gingivitis
and periodontitis, see PRECAUTIONS.

Chlorhexidine gluconate oal rinse should not be used by persons who are known to be hypersensitive to
chlorhexidine gluconate or other formula ingredients.

The effect of chlorhexidine gluconate oral rinse on periodontitis has not been determined. An increase
in supragingival calculus was noted in clinical testing in chlorhexidine gluconate oral rinse users
compared with control users. It is not known if chlorhexidine gluconate oral rinse use results in an
increase in subgingival calculus. Calculus deposits should be removed by a dental prophylaxis at
intervals not greater than six months. Anaphylaxis, as well as serious allergic reactions, have been



reported during postmarketing use with dental products containing chlorhexidine. SEE
CONTRAINDICATIONS.

General:

1. For patients having coexisting gingivitis and periodontitis, the presence or absence of gingival
inflammation following treatment with chlorhexidine gluconate oral rinse shohld not be used as a
major indicator of underlying periodontitis.

2. Chlorhexidine gluconate oral rinse can cause staining of oral surfaces, such as tooth surfaces,
restorations, and the dorsum of the tongue. Not all patients will experience a visually significant
increase in toothstaining. In clinical testing, 56% of chlorhexidine gluconate oral rinse users
exhibited a measurable increase in facial anterior stain, compared to 35% of control users after six
months; 15% of chlorhexidine gluconate oral rinse users developed what was judged to be heavy
stain, compared to 1% of control users after six months. Stain will be more pronounced in patients
who have heavier accumulations of unremoved plaque. Stain resulting fromuse of chlorhexidine
gluconate oral rinse does not adversely affect health of the gingivae or other oral tissues. Stain can
be removed from most tooth surfaces by conventional professional prophylactic techniques.
Additional time may be required to complete the prophylaxis. Discretion should be used when
prescribing to patients with anterior facial restorations with rough surfaces or margins. If natural
stain cannot be removed from these surfaces by a dental prophylaxis, patients should be excluded
from chlorhexidine gluconate oral rinse treatment if permanent discoloration is unacceptable. Stain
in these areas may be difficult to remove by dental prophylaxis and onrare occasions may
necessitate replacement of these restorations.

3. Some patients may experience an alteration in taste perception while undergoing treatment with
chlorhexidine gluconate oral rinse. Rare instances of permanent taste alteration following
chlorhexidine gluconate oral rinse use have beenreported via post-marketing product surveillance.

It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human
milk, caution should be exercised when chlorhexidine gluconate oral rinse is administered to nursing
women. In parturation and lactaion studies with rats, no evidence of impaired parturation or of toxic
effects to suckling pups was observed when chlorhexidine gluconate was administered to dams at doses
that were 100 times greater than that which would result from a person's ingesting 30 ml of
chlorhexidine gluconate oral rinse per day.

Clinical effectiveness and safety of chlorhexidine oral rinse have not been established in children under
the age of 18.

Pregnancy: Teratogenic Effects

Pregnancy Category B Reproduction studies have been performed in rats and rabbits at chlorhexidine
gluconate doses up to 300 mg/kg/day and 40 mg/kg/day respectively, and have not revealed evidence of
harmto fetus. However, adequate and well-controlled studies in pregnant women have not been done.
Because animal reproduction studies are not always predictive of human response, this drug should not
be used during pregnancy only if clearly needed.

In a drinking water study inrats, carcinogenic effects were not observed at doses up to 38 mg/kg/day.
Mutagenic effects were not observed in two mammalian in vivo mutagenesis studies with chlorhexidine
glucoante. The highest doses of chlorhexidine used in a mouse dominant-lethal assay and a hamster
cytogenetics test were 1000 mg/kg/day and 250 mg/kg/day, respectively. No evidence of impaired
fertility was observed inrats at doses up to 1000 mg/kg/day.

The most common side effects associated with chlorhexidine gluconate oral rinses are:
1. anincrease instaining of teeth and other oral surfaces;

2. anincrease in calculus formation; and

3. analteration in taste perception;



see WARNINGS and PRECAUTIONS. Oral irritation and local allergy-type symptoms have been
spontaneously reported as side effects associated with use of chlorhexidine gluconate rinse.

The following oral mucosal side effects were reported during placebo-controlled adult clinical trials:
aphthous ulcer, grossly obvious gingivitis, trauma, ulceration, erythema, desquamation, coated tongue,
keratinization, geographic tongue, mucocele, and short frenum. Each occured at a frequency of less than
1%

Among post marketing reports, the most frequetly reported oral mucosal symptoms assiciated with
chlorhexidine gluconate oral rinse are stomatitis, gingivitis, glossitis, ulcer, dry mouth, hypesthesia,
glossal edema, and paresthesia.

Minor irritation and superfical desquamation of the oral muscosa have been noted in patients using
chlorhexidine gluconate oral rinse.

There have been cases of parotid gland swelling and inflammation of the salivary glands (sialadenitis)
reported in patients using chlorhexidine gluconate oral rinse.

Ingestion of 1 or 2 ounces of chlorhexidine gluconate oral rinse by a small child (~10 kg body weight)
might result in gatric distress, including nausea, or signs of alcohol intoxication. Medical attention
should be sought if more than 4 ounces of chlorhexidine gluconate oral rinse is ingested by a small
child or if signs of alcohol intoxication develop.

Chlorhexidine gluconate oral rinse therapy should be initiated directly following a dental prophylaxis.
Patietents using chlorhexidine gluconate oral rinse should be reevaluated and given a thorough
prophylaxis at intervals no longer than six months.

Recommended use is twice daily rinsing for 30 seconds, morning and evening after tooth brushing.

Usual dosage is 15 ml (1 tablespoon) of undiluted chlorhexidine gluconate oral rinse. Patients should be
instructed to not rinse with water, or other mouthwashes, brush teeth, or eat immediately after using
chlorhexidine gluconate oral rinse. Chlorhexidine gluconate oral rinse is not intended for ingestion and
shohuld be expectorated after rinsing.

Chlorhexidine gluconate oral rinse is suppplied as a blue liquid in 4-ounce (118 mL) and 1-pint (473
mL) amber plastic bottles with child-resistant dispensing closures.

NDC 0116-0101-04 /0116-0101-01

Store at 20°C to 25°C (68°F to 77°F), excursions permitted to 15°C to 30°C (59°F to 86°F) [See USP
controlled Room Temperature ]

Rx Only

Manufactured for:
Patterson Dental Supply, Inc.
1031 Mendota Heights Road
Saint Paul, MN 55120

WHAT TO EXPECT WHEN USING CHLORHEXIDINE GLUCONATE ORAL RINSE

Your dentist has prescribed chlorhexidine gluconate oral rinse to treat your gingivitis, to help reduce
the redness and swelling of your gums, and also to help you control any gum bleeding. Use
chlorhexidine gluconate oral rinse regularly, as directed by your dentist, in addition to daily brushing.
Spit out after use, chlorhexidine gluconate oral rinse should not be swallowed.

If you develop allergic symptoms such as skinrash, itch, generalized swelling, breathing difficulties,
light headedness, rapid heart rate, upset stomach or diarrhea, seek medical attention immediately.

Chlorhexidine gluconate oral rinse shohuld not be used by persons who have a sensitivity to it or its



components.

Chlorhexidine gluconate oral rinse may cause some tooth discoloration, or increase in tartar (calculus)
formation, particularly in areas where stain and tartar usually form. It is important to see your dentist for
removal of any stain or tartar at least every six months or more frequently if your dentist advises.

e Both stain and tartar can be removed by your dentist or hygienist. Chlorhexidine gluconate oral rinse
may cause permanent discoloration of some front-tooth fillings.

e To minimize discoloration, you should brush and floss daily, emphasizing areas which begin to
discolor.

e Chlorhexidine gluconate oral rinse may taste bitter to some patients and can affect how foods and
beverages taste. This will become less noticeable in most cases with continued use of
chlorhexidine gluconate oral rinse.

e To avoid taste interference, rinse with chlorhexidine gluconate oral rinse after meals. Do not rinse
with water or other mouthwashes immediately afer rinsing with chlorhexidine gluconate oral rinse.

If you have any questions or comments about chlorhexidine gluconate oral rinse, contact your dentist,
pharmacist, or call toll free at 1-800-361-2862.

Call your health care provider for medical advice about side effects. You may report side effects to
FDA at 1-800-FDA-1088

STORE at 20°C to 25°C (68°F to 77°F), excursions permitted to 15°C to 30°C (59°F to 86°F) [See USP
controlled Room Temperature] .

PATTERSON DENTAL

NDC 0116-0101-04

PATTERSON®

CHLORHEXIDINE GLUCONATE 0.12%
-Oral Rinse, USP Mint

DIRECTIONS FOR USE: Fill cap to "fill line" (15 mL). Swish in mouth undiluted for 30 seconds, then
spit out. Use after breakfast and before bedtime. Or, use as prescribed. NOTE: To minimize medicinal
taste, do not rinse with water immediately after use.

Rx Only

KEEP OUT OF REACH OF CHILDREN
Reorder Number 044-1576

4-0z. (118 mL)
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water, 11.6% alcohol, glycerin, PEG-40 sorbitan diisostearate, flavaor,

INGREDIENTS: 0.12% chlorexidine gluconate in a base containing
sodium saccharin and FO&C Blue No.1.

To close: Turn cap past "clicks" until tightly locked.

To open: Prass down while tuming cap.
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Pragnancy: Teratogenic Effects Pragnancy
Category B Reproduction studias have been
performed in rats and rbbits at chiorhexidine
glconate dozes up to 300 ma'kg/day and

40 mg/kg/day respectively, and have nat revealed
enidence of harm b fatuz. However, adaquate and
wall-controlled studies in pregnant women have
not bean done. Because animal raproduction
studias are not always predictive of human
reeponsa, this drug should be usad during
pragnancy only if clearly needad.

Nursing Mothers: It iz nat known whether this
drug is excreted in human milk. Because many
drugs are excreted in human mik, caution should
be exarcisad when chlorhexiding gluconata oral
rire= is adminktered o nursing women.

In parturation and lctation studies with rats, no

enidence of mpaired parturation or of toxic effects
o zuckling pups was obsarved when chiorhexiding
gluconate was administered to dams at dozes that
ware over 100 times greater than that which would

rsult from a person's ingasting 30 mlof
chiorhmeiding gluconata oral rinsa per day.

Padiatrie Use: Clinical sffectivenass and safaty of
chiorhexidine gluconate oral inse have not been
establishad in children under the aga of 18.

Carci is, Mutagenasis, and irm
of Fertility: In a drinking water study I.n“r?ts
carcinogenic effects ware not obsarved at doses
upto 38 mgday'day. Mutagenic effects wera not
obs in two mammalian in ¥ivo mutagenasis
studies with chiorhexidine gluconate. The highest
dases of chiorhexidine used in a mousa
dominant-lethal azsay and a hamster cytogenetics
tast wera 1000 myg/lg/day and 250 mg'kg/day,
respactively. Mo evidance of impaired fertility was
obeerved inrats at doses up to 100 mg/kg/day.

ADVERSE REACTIONS: The meet common side
effects associatad with chiorhexiding gliconata oral
ringes are: 1) an increase in staining of testh and
other oral surfaces; 2) an increasa in caleubls

ent

formation; and 3) an alteration in taste percaption;
502 WARNINGS and PRECALMONS. Oral irvitation
and local allemy-type symptoms have bean
spontanecusly reported s side effacts associated
with use of chlorhexidine gluconate rinsa.

The following oral mueosal side effects wera

mported during placebo-contralled adult dinical
111:1]5 aphthous ulcer, grosaly obwious gingivitis,
trauma, ulceration, erythema, desquamation, coatad
tongue, keratinization, geographic tongue, mucocale,
and ghort frenum. Each occured at a frequency of
less than 1%.

A st marketing reports, the most frequantly
mrg%ﬁ:ml mum&;];mpmn'sassmhtedwm
chiorhesidine glucorete oral rinse am stomatitis,
gingivitis, alossitis, ulcer, dry mouth, hypesthasia,
glesssal edema, and paresthasia.

Miner iritation and superficial dasquamation of the
oral mucesa have been noted in patients using
chiorhesidine glucorate oral rinse.

Thers have been cases of parotid gland sweling and
inflammation of the salivary Eal?hm sialadenttis)
reported in patients using chi ine gluconate
oral rinsa.

OVERDOSAGE: Ingastion of 1 or 2 ounces of
chiorhenidine gluconete oral rinse by asrrﬂll chikl
|~10 kg body waight) might result i |r|mg

, including nausea, or signe
nb:mu:ainn Madical attention should temmmrf
more than 4 ounces of chlorhexiding gluconats oral
mse i %sted by a small child or if signs of
aleohol inboxication develop.

DOSAGE AND ADMINISTRATION: Chiorhexiding
glucorate oral rinse therapy should be initiated
directly following a dantal pmphiylaxis. Patients
us.lru chiorhexidine gluconate aral rinsa should ba
vakiatad and given a therough prophylads at

ntenra]s o longer than six months.
Racommanded uss is twice daily rinsing for 30
seconds, morning and evening after tooth brushing.




Usual dosage is 15 mi {1 tablespoon) of undiluted Manufactured for:

chlorhexidine gluconate oral rinse. Patients should  Patterson Dental Supply, Inc.

be instructed to not rinse with water, or other 1031 Mendota Heights Road

mouthwashes, brush teeth, or eat immediately after  Saint Paul, MN 55120
using chlorhexidine gluconate oral rinse.

Chiorhexidine gluconate oral rinse is not intended for

ingestion and should be expectorated after rinsing.

HOW SUPPLIED: Chiorhexidine gluconate oral rinse
is supplied as a blue liquid in 4-ounce (118 mL) and
1-pint (473 mL) amber plastic bottles with
child-resistant dispensing closures.

I
STORE at 20°C to 25°C (68°F to 77°F), excursions
permitted to 15°C to 30°C (59°F to 86°F) [See LUSP
controlled Room Temperature].
Rx Only

Revised: September 2018

WHAT TO EXPECT WHEN USING
CHLORHEXIDINE GLUCOMATE ORAL RINSE

‘Your dentist has prescribed chiorhexidine gluconate oral
rinse to treat your gingivitis, to help reduce the redness and
swelling of your gums, and also to help you control any gum
bleeding. Use chlorhexidine gluconate oral rinse regularly, as
directed by your dentist, in addition to daily brushing. Spit out
after use, chlomhexidine gluconate oral rinse should not be
swallowed.

If you develop allergic symptoms such as skin rash, itch,
generalized swelling, breathing difficutties, light headedness,
rapid heart rate, upsst stomach or diarrhea, seek medical
attention immediately.

Chlorhexidine gluconate oral rinse should not be usad by
persons who have a sensitivity to it or its components.

Chiorhexidine gluconate oral rinse may causa some tooth
discoloration, or increase in tartar {calculus) formation,
particularly in areas where stain and tartar usually form. t is
important to see your dentist for removal of any stain or
tartar at least every stx months or more frequently if your
dentist advises.

= Both stain and tartar can be removed by your dentist or
hygienist. Chlorhexidine gluconate oral rinse may cause
permanent discoloration of some front-tooth fillings.

= To minimize discoloration, you should brush and floss
daily, emphasizing areas which begin to discolor.

* Chlorhexidine gluconate oral rinse may taste bitter to some
patients and can affiect how foods and beverages taste.
This will become less noticeable in most cases with
continued use of chlomexidine gluconate oral rinse.

= To avoid taste interference, rinse with chlorhexidine
gluconate oral ringe after meals. Do not rinse with water
or other mouthwashes immediately after rinsing with
chiorhexiding gluconats oral rinse.

I you have any questions or comments about chlomhexidine
gluconate oral rinse, contact your dentist, pharmacist or call
foll free at 1-800-361-2862.

Call your health care provider for medical advice about side
effects. You may report side effects to FDA at
1-B00-FDA-1088.

STORE at 20°C to 25°C (88°F to 77°F), excursions
permitted to 15°C to 30°C (59°F to 86°F) [Sea USP
controlled Room Temperature].

PATTERSON DENTAL
NDC 0116-0101-01
PATTERSON®

CHLORHEXIDINE GLUCONATE 0.12%

-Oral Rinse, USP Mint

DIRECTIONS FOR USE: Fill cap to "fill line" (15 mL). Swish in mouth undiluted for 30 seconds, then
spit out. Use after breakfast and before bedtime. Or, use as prescribed. NOTE: To minimize medicinal

taste, do not rinse with water immediately after use.

Rx Only

KEEP OUT OF REACH OF CHILDREN

Reorder Number 085-0081
1-Pint (473 mL)
1999PATTI16BLDLA
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CHLORHEXIDINE GLUCONATE 0.12%

- Oral Rinse, USSP Mint

DIRECTIONS FOR USE: Fill cap o the “fill line” {15 mL). Swish in mouh

urdilvied far 30 seconds, then spit out. Use afler breaktost and before bedtime.

O, usa as prescribed. MOTE: To minimize medicinal task, do not rinsa with

water immediakely after use.

Rx Only I{F_EP 'DUT D'F HEA.CH OF CHILDREN
MMM 4 e

uuwﬂgenwummg!

e A

on Dental Su| )=

i
b oLA” 1 Pint (473 mL) 085-0081

IRGREDIENTS: 0.12% uﬂlnrnmulm_‘fgnuunnm In a base contalning
watar, 11.6% alcohal, glyoarn, PEG-40 sorbitan dilsozkearate,
Tavor, sodium saccrarn and FO&C Blua NoJ.

To open: Squenza smooth areas near botiom of cap and turm,

To elose: Turn cap until 1 locks,

WHAT TD EXPECT WHEN USING CHLORHEXIDINE GLUCGOMNATE

ORAL RINSE

“Your dantist has prescribed chiorhaxdding glconata aral rirss o

traat your ginghitls, to HBIIJ racluca the redness and saell uT

YOUT Qums, and aksa to help you control am gum bleeding.

chiorhaxddine ?nuunmma oral rinse reqularty, &5 diracted b'”uur

dantist, In addftion to dally brushin .E“ DIt Ot artar use;

d]lnrh!:l][llnﬂ gluconata oral finse should not be swallowad,

IT you devalap allergls symplomes such as skin rash, ke,

Hﬂl‘lBI’EJIIGﬂ swalling, braathing dificuities, Nght haadadnass, rapld
wart rat, upsst stomach or g, seak medical attantion

IrI'lITIEI]IaIBI_l' Chiomexiding gluconata oral rinsa should not be usad
{ persons who have a semstivity t It or o its companants.,

Chiorhexdding gluconate oral rinss may causa soma tooth

dizcaloration of Incraass In tartar (calculuz) formation, umlany

In aresis whars stain and tartar usually Torr. i 15 Imp

your damtist for ramoval of any stn or tartar at least avary st:

months of more fraquently i your dentst advises.

« Bath staln and tartar can be ramaved by your dentist or hyglanit,
Chiorhexiding gluconats oral rinsa may cause permanant
discaloration of soma frant-taoth ﬂllln%s

= To minimize discoloration, you should brush and Tioss dally,
amphasizing areas that bagin to discolor

« Chinmexidine gluconata oral rinsa iy tasta bitar to
some pattents and can affact how Toois and baverages taste,
This will become less noticaabia In mast casss wih continusd
se of chiarhaxkding glucarate oral rinse,

« T ikl tasta Intarfarance, rinse with chiorhedding gluconate
aral rires after meals, Do nat rnse WIth water or other
mouthwazhes Immadiataly after rinsing with chlorha:xdding
gluconate oral rinsa.

If you e any quastions or commants about chiorhaxiding
lisconata oral Ansa, contact your dantist, pharmacist o call toll

o a 1-800-361-2862,

Call your health cara providar for madical advics about skla effacts,

You may raport slde efects to FOA at 1-800-FOA-1084.

STORE at 207G 10 26°C (G8°F to 77°F), sxcurskns parmitted 1o
15°C 10 30°C (GE°F to 86°F) [See USF controlled Room

Temparatura].
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Carcinogenesis, Mutagenesis, and Impairment of Fertility: In a drinking water
study in rats, carcinogenic effects were not observed at doses up to 38 mg/kg/day.
Mutagenic effects were not observed in two mammalian f7 vive mutagenesis studies
with chiorhexidine gluconate. The highest doses of chlorhexidine used in a mouse
dominant-lethal assay and a hamster cytogenetics test were 1,000 ma/ko/day and
250 mg."rc?.‘da respectively. No evidence of impaired fertility was observed in rats at
dozas up o 100 mg'ky/day.

ADVERSE REACTIONS: The most cormman side effects associated with
chlorhexidine gluconate oral rinses are: 1) an increase in staining of teeth and other
oral surfaces; 2) an increase in calculus formation; and 3) an alteration in taste
perception; see WARNINGS and PRECAUTIONS. Oral irrtation and local allergy-type
symptoms have been spontanzously reported as side effects associated with use of
chlorhexidine gluconate rinse. The following oral mucosal side effects were reported
during placebo-confrolled adult clinical trals: aphthous ulcer, grossly obvious
gingivitis, trauma, ulceration, erythema, desquamation, coated to&ue. keratinization,
Fﬂeogﬁghlc tongue, mucocele, and short frenum. Each occumed af a frequency of less
an 1%.

ﬂuﬂ&r}g ggst—_markating reports, the most frequently reported oral mucosal symptoms
associated with chlomexdiding gluconate oral inse are stomatitis, gingivitis, glossitis,
ulcer, dry mouth, hypesthesia, glossal edema, and paresthesia.

Minar irftation and superficial desquamation of the oral mucosa have been noted in
patients using chlorhexidine gluconate oral rinsa.

There have been cases of parotid gland swelling and inflammation of the salivary
glands (sialadenitis) reported in patients using chlorhexidine gluconate oral rinse.

OVERDOSAGE: Ingestion of 1 or 2 sunces of chlorhexidine gluconate oral rinse by
asmall child {~10 kg body weight) might result in gastric distress, including nausaa,
orsigns of alcohol intoxication. Medical attention should be sought i more than 4
ounces of chlorhexidine ?Iuconate oral rinse is ingested by a small child or if signs of
alcohol intoxication develop.

DOSAGE AND ADMINISTRATION: Chlorhexidine gluconate oral rinse therapy
should be initiated directly following a dental prophwiaxis. Patients using
chlorhexidine gluconate oral rinse should be reevaluated and given a thorough
prophylaxis at intervals no longer than six months.

Recommended use is twice daily rinsing for 30 saconds, moming and evening after
tooth brushing. Usual dosage is 158 mL {marked in cap) of undiluted chlorhexdding
pluconate oral rinse. Patients should be instructed to not rinse with water, or other
mauthwashas, brush teath, or eat immediately after using chlomeaxidine gluconate
oral rinse. Chlorhexidine gluconate oral rinse is not intended for ingestion and should
be expectorated after rinsing.

EDW Shlﬁ’é’LILEJD: dﬁhlu_ﬂeﬂ%le gﬂmun t:E‘te u{alt(ingeutlﬁs, sup!:#l]edhﬂsd blugslj[q Eri[d in
ounce mL) and 1-pin mL) amber plastic bottles with child-resista
dispensing closuras, NDI h ’

STORE at 20°Cto 25°C (B2°F to 77°F), excursions permitted to 15°C to 30°C (59°Fto
B6°F) [See USP controlled Room Temperature].

Rt Only
Revised: April 2019
1999PATT16BLOLA

INGREDIENTS: 0.12% chlorhexidine gluconate in a
base containing water, 11.6% alcohol, glycerin, PEG-40

sorbitan diisostearate, flavor, sodium saccharin and Here
FD&C Blue Nod.

To open: Squeeze smooth areas near bottom of cap and turn.
To close: Turn cap until it locks.

HJIH%{ETU EXPECT WHEN USING CHLORHEXIDINE GLUCONATE ORAL

Your dentist has prescribed chlorhexidine gluconate oral rinse to treat
your ?ingiv'ttis, to help reduce the redness and swellin% of your gums,
and also to help you control any gum bleeding. Use chlorhexidine
luconate oral rinse regularly, as directed by your dentist, in addition to
aily brushing. Spit out after use; chlorhexidine gluconate oral rinse
should not be swallowed.
If you develop allergic symptoms such as skin rash, itch, generalized
swelling, breathing difficulties, light headedness, rapid heart rate, upset
stomach or diarrhea, seek medical attention immediately. Chlorhexidine
gluconate oral rinse should not be used by persons who have a
sensitivity to it or to its components. . ]
Chlorhexidine gluconate oral rinse may cause some tooth discoloration
or increase in tartar ﬁcatcufus]l formation, particularly in areas where
stain and fartar usually form. It is impartant to see your dentist for
removal of any stain or tartar at least every six months or more
frequently if your dentist advises.

» Both stain and tartar can be removed by your dentist or hygienist.
Chlorhexidine gluconate oral rinse may cause permanent discoloration
of some front-tooth fillings

» To minimize discoloration, you should brush and floss daily,
emphasizing areas that begin to discolor

* Chlorhexidine gluconate oral rinse may taste bitter to
some patients and can affect how foods and beverages faste. This will
become less noticeable in most cases with continued use of
chlorhexidine gluconate oral rinse.

+ To avoid faste interference, rinse with chlorhexidine gluconate
oral rinse after meals. Do not rinse with water or other mouthwashes
immediately after rinsing with chlorhexidine gluconate oral rinse.

If you have any questions or comments about chlorhexidine gluconate
oral rinse, contact your dentist, pharmacist or call toll free at
1-800-361-2862.

Call your health care provider for medical advice about side effects. You
may report side effects to FDA at 1-800-FDA-1088.

STORE at 20°C to 25°C (B8°F to 77°F), excursions permitted to 15°C to
30°C (59°F to B6°F) [See USP controlled Room Temperature].




CHLORHEXIDINE GLUCO NATE 0.12%
(RAL RINSE ISP

R Dnli

DESCRIPTION: criarmaxdding gluconats 1= an oral inga containing 0.12% chiarmeadding
gucorata {1, 11-haxametrylang bis[5-(p-chloropheny) blguanids] d-D-gluconats) In a base
containing water, 11.6% akanal, gg“”“ PEG-40 20rbitan diisostearata, avor, sodlum
saceharin, and FD&C Blua No. 1. Chiomexiding gluconaba product IS a nsar-nautral solution
H ranga E-Q. Chiorhaxiding gucorate 15 a salt of chiomexiding and gluconic acld.
11|
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CLINICAL PHARMACOLOGY: criornexiding gluconats oral rinsa provides antimizroblal

actlity durng oral rinsing. The dlinkcal skanimicance of chlorhexiding glucomats oral rirsa's
antimizrablal activEles 1s not cear. MicroDklogicl sampling of plagua fas shown a ganaral
reduction of courts of cartaln assayed bacterl, both saroblc and anasmblc, ranging from
54-07% through six-monthes use.

Lz of chlorhexiding gluconats oral Tinge In & sb-momth cinical stidy di not result in any

signimcant changas In bactarial rasistance, cvargrowth of patentially oppartunisic organEms

of ther adverse crangas In the oral microblal ecosystam. Thres monthes after chiorhaxking

glucorate oral 1inse u2a was discortinued, the number of bactark In pluaqus had ratumed t

ﬁlll‘lﬂ levalz and reslstance of plagua bacteria to chlorhaxding glucoreats was aqual to that
asaling.

Pharmazakinetics: Pharmacokinati: studles wih chiomexding gluconata oral inss nlcats
approdmataly 30% of the actve Ingradiar, chiorhexdding glucenats, & rtalned Inthe oral
= Tt:llll:ﬁmnﬂ rirsing. This retalred dnig & siewly rakasd n the aral fukds, Sdies
conductad on human subjects and anlmaks damo chlorhexiding gluconits & poarty
abzorbad from tha gastrolntastinal tract. The maan plasma level of chiorhadding glicorsts
ruachiad a paak of 0.206 Mo In hurars 30 mintss after they Ingestad a 300 g doss of
tha drug. Datactabls lavals of chiorhaxdine gicorats ware nat prasant In the phsmea of
these SIJDP:'IS 12 hours after the compound was adminktered. Excration of chilorhexiding
gucorats ooeurred privsly through tha feces (-00%), Lass than 1% of the chlomaxkdne
ucorats Ingastad by thasa subjects was excratad In tha urina.

INDICATION: chiorhexading gliconate oral ringa |5 indleatad Tor use betwesn dantal visks
a5 part of profassional program Tor the treatment of ginglatls as characterized by radness
and swalling of the ginghvas, |r-:1uu|;g3mg-.m bkssding upon probing. Chiorhexking
gucorats oral Mnsa has not baan ta among patlants with acute nacrotidng ulcarative
ginghitiz (AMUG). For patknts having coaxdsting gingivits and parlodorite; ss
PRECGALTIONS.

CONTRAINDICATIONS: chiornextdine gluconata oral ringe should not be usad by
PRT20MS WG Ard KNOWN 10 ba My persensith 1 chlornaxkiing gluconats or othar Trmuk
Igrediants,

WARNINGS: Tha atfact af chiormexding giuconata aral inza on parlodonis has
nist bean detarmingd. An incraase In supragingial calcilus was natsd In clink=l
tasting In chiorhaxiding glcorate oral fNse USars compared wih comtral usars. It 1s
nit known I chimedding gluconats oral rinse usa resdts inan Inersss n
subginghal cakculus, Caleulus daposhs shaukd b ramoved by a damtal propiyials at
Intarvals not greater than six montns. Apaphykods, a2 well as sarlous allargle
raactions Fave besn raportad during postrmarketng s with dantal products
cortaining chiorhexiding. SEE CONTRAINDICATIONS.

PRECAUTIONS

Genaral:

1. For patients having cosxdating ginghitis and parodontiis, the prasanca or absance
ol glngrml Infmmation Tﬂlﬂ‘ﬁ'lnﬁ Traatrant Wwith mhmnulnﬁﬂ%lucumm aralrinse

shouid not be used as a major indkator of undarying periodomiiz,

. Chiorhakding gluconata oral fnzs can causa staining of oral surfaces, such as
Ttooth surfaces, restoratiors, and the dorsurm of the tongua. Mot all patierts will
eparianca a visually significant Incraasa In tooth staining, In clinkcal fsting, 56%
af chinrheaxiding glucomats aral rinsa usars exhibied a maasirable Increasa In faclal
antarior staln, comparad to 5% of contnol usars aftar shomonths, 15% of
chilorhanckding gluconate oral rinse usars developed what was [udgod to ba hasy
ataln, comparad 10 1% of cortrol users aftar b morthe. Staln will ba mors
pronounced In patlents who have hevir accumulations of unramoved phdgua,
Etaln resulting from usa of chlornexiding gluconate oral rinse does nat adversaly
affact heafth of tha ginglvas or other oral fissues. Stam can ba removed from most
Ttoath surfaces by conventioral professioral prophylactc echniques.  Additional
timia iy be raquired to corplits e proprykds. DIsereton shoukd b used wWhan
prascribing o patiants with antarior faclal restorations with rough surfaces or

Ins. If nahural staln cannat be removed rom Mess Surfaces by a dantal
propitylads, patients should be excuded from chiorhaxiding gluconats oral rinse
iraatmant if parmanant discoloration ks urmccaptable. Stain in thase areas may ba
dHTicult to remove by dental proprylaxds and on rars occashons may necss
raplicament of thasa rastaratons,

3. Same patlents may exparianca an aaraton In tsta percaption whiks undergaing
traatment with chiorhexdding giucaorate ofal ines. Rars Instances of parmnanart
tasta aftaration following chiorhaxiding glucorsts oral fnsa use fave basn reported
Wia post-manoting product survallianc,

Pragnancy: Teratogenic ENacts mgnar%%mgu B. Reproduction studlas fase
baan partormed In rats and rabbits &t chiornadding gluconats dosas up to 200
iy and 40 mo/kgdday respectivaly, and have not ravealad avidanca of farm 1o
fatus. Howewar, adequata and wel-controlled studles In pregnant women Fave not
been done, Bacauss animal reproduction studlas are not abways pradictive of human
response, this drug should be uzad during pragnancy only It clerly naadad,

Mursing Mothers: It ks not known whether this drag 15 excretad In human mik.
Bacausa many drugs are axcratad In hurman mik, ciution shoukl be exercizad when
chlorhaxding gluconate oral inss & adminlsaned o nursing woman.

In parturitlon and lactation studlas with rats, no evidanca of Impalned parurttion or of
Toodk: effacts to suckiing pups was obsarved whan chlorhaxdding glucorate was
adrinistarsd to dams at dozss that wars over 100 times graatar thean tht which
Wk rasuit from a parsen's Ingesting 30 mL (2 capiuls) of cilamadding gluconats
oral riresa per day.

Padiatrie Use: Clinical affactiveness and safety of chiorhaxkding gluconats oral rinse
have not been astablzhed In children undar tha age of 18,
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CHLORHEXIDINE GLUCONATE

chlorhexidine gluconate liquid

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CHL O RHEXIDINE GLUCONATE (UNII: MOR84MUDS8E) (CHLORHEXIDINE -

UNILR4KOO0DY52L)

Inactive Ingredients

Ingredient Name

GLYCERIN (UNII: PDC6A3C00X)
ALCOHOL (UNIL: 3K9958V90M)

HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:0116-0101

Basis of Strength Strength
CHLORHEXIDINE 0.12 mg
GLUCONATE in 1 mL

Strength




PEG-40 SORBITAN DIISO STEARATE (UNIL: JL4CCU7IIG)
WATER (UNIE: 059 QFOKOOR)

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

SACCHARIN SODIUM (UNI: SB8ZUX40TY)

Product Characteristics

Color blue Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description DESKER Nl W L Tl
Date Date
1 NDC:0116-0101- 118 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 01/22/2016
04 Product
2 ON]BC:O 16-0101- 475 11 in 1 BOTTLE; Type 0: Nota Combination Product 06/30/2017
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ANDA ANDAO077789

Labeler - Xttrium Laboratories, Inc. (007470579)
Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment

Name Address

Xttrium Laboratories, Inc.’

Revised: 3/2020

Application Number or Monograph Citation

Marketing Start Date
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Marketing End Date

ID/FEI
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Business Operations
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Xttrium Laboratories, Inc.
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