CHLORHEXIDINE GLUCONATE- chlorhexidine gluconate rinse
Xttrium Laboratories, Inc.

MEDLINE CHLORHEXIDINE GLUCONATE 0.12% ORAL RINSE, USP
Rx Only, NDC 53329-301-24

DESCRIPTION

0.12% chlorhexidine gluconate (CHG) is an oral rinse containing (1,1'-hexamethylene bis [5-(p-
chlorophenyl) biguanide ]Jdi-D-gluconate) in a base containing water, 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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CLINICAL PHARMACOLOGY

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 use.

Use of chlorhexidine gluconate oral rinse in a 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 into 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 0 .206 pg/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 occurred 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.



CONTRAINDICATIONS

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

WARNINGS

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.

PRECAUTIONS

General

1. For patients having coexisting gingivitis and periodontitis, the presence or absence of gingival
inflammation following treatment with chlorhexidine gluconate oral rinse should 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 intoothstaining. 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.

Stainresulting from use 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 surveillance.

Pregnancy

Teratogenic Effects

Pregnancy category B. Reproduction studies have been performed inrats and rabbits at chlorhexidine
gluconate doses up to 300 mg/kg/day and 40 mg/kg/day, respectively, and have not revealed evidence of
harm to the 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 be used during pregnancy only if clearly needed.

Nursing Mothers



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 parturition and lactation studies with rats, no evidence of impaired parturition or of toxic effects to
suckling pups was observed when chlorhexidine gluconate was administered to dams at doses that were
over 100 times greater than that which would result from a person's ingesting 30 ml (2 capfuls) of
chlorhexidine gluconate oral rinse per day.

Pediatric Use

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

Carcinogenesis, Mutagenesis, and Impairment of Fertility

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
gluconate. 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 100 mg/kg/day.

ADVERSE REACTIONS

The most common 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 irritation and local allergy-type symptoms
have been spontaneously reported as side effects associated with the 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 occurred at a frequency of less
than 1 .0%.

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

Minor irritation and superficial desquamation of the oral mucosa 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.

OVERDOSAGE

Ingestion of 1 or 2 ounces of chlorhexidine gluconate oral rinse by a small child (~10 kg body weight)
might result in gastric 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.

DOSAGE AND ADMINISTRATION

Chlorhexidine gluconate oral rinse therapy should be initiated directly following a dental prophylaxis.
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 oral 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
should be expectorated after rinsing.

HOW SUPPLIED

Chlorhexidine gluconate oral rinse is supplied as a blue liquid in single dose (15 ml) amber plastic
bottles with child-resistant dispensing closures. NDC 53329-301-24. 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.
Revised: May 2019

Manufactured for:

Medline Industries, Inc.
Northfield, IL 60093
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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 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 skin rash, itch, generalize 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 tarter (calculus)
formation, particularly in areas where stain and tarter usually form. It is important to see your dentist for
removal of any stain or tarter at least every six months or more frequently if your dentist advises.

® Both stain and tarter 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 after rinsing with chlorhexidine gluconate oral rinse.



If you have any questions or comments about chlorhexidine gluconate oral rinse, contact your dentist,
pharmacist or Xttrium Laboratories, Inc. toll free at 1-800-587-3721. Call your health care provider for
medical advice about side effects. You may report side affects 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].

Manufactured for:

Medline Industries, Inc.

Northfield, IL 60093

NDC 53329-301-24

Medline Indstries, Inc.

CHLORHEXIDINE GLUCONATE 0.12% ORAL RINSE, USP

DIRECTIONS FOR USE: 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

15ml

INGREDIENTS: 0.12% chlorhexidine gluconate in a base containing water, 11.6% alcohol, glycerin,
PEG-40 sorbitan diisostearate, flavor, sodium saccharin, and FD&C Blue No. 1.

To open, press down while turning cap. To reseal, turn cap past "clicks" until tightly locked.
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Chlsrhexidine Gluconate
10.12% Oral Rinse, USP

Rxinly  NDC 53329-300-24

DESCREFTION: 0.12% chlorhestdine guiconate (HE) 15 an
oral firse containing (1,1 -hexamet ylens bs
5-{p-chiorophenyl) biguanide] di-D-gluconate] ina base
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cimstearate, flawor, sodumsaccharn, and FORC Blue M1,
Chlarhexidine gluconate produd k3 near neutralsaluion
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(CLIMICAL PHARMBCOLDEY: tlorhed dine gluconate oral
firee provickes antimicrobial activity during oral ireing. The
dinical signifiance of chioheddine guconate ol inse'’s
antimicrobial activities is not clear. Miqobiolgical ampling
of plague has shown a generd redudion of countsof certain
awyed bactea, both aembic and anaerchic, ranging from
54-0 78t hoough sbe months e,

Iz of chlorheddine glumnateoral dree na stomonth
dinical study dd nok resultin any dgnificant changes in
bactedal resdstance, ovengrowth of potentially opportunistc
orqantsms of of her adwerse changes in the orl miaohial
eoogystem. Three months after chlomheddine gucanate ol
firse e was dkcontinued, the number of bacte ra In plague
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bactaa tochlorhexiding ghiconate was equal tothat at
beceline.

Pharmacokinetics: Phamacckinetc studies with
chiorhesiing gusnate ol inse Indlcate approadmately
3% of the active Ingradient, chlorhexidine ghionate, i
retained Inthe oral cavity following Areing. This retained
g 15 dovwely raleasad inthe ord fuids. Studies conductsd
on human subjects and animak demorerate chlohexidne
gluconate kpocdy absorbed from the gastroinbesting trad.
The mean plasma level of chlorbeedine ghiconate r=ached 1
peakof 0206 mogfy In humans 30 mintes after they
Ingested a 300 mg dose of the dug. Detect able levels of
chiorhexiding oluoonate were not present in the plasma of
these subjects 12 howsafterthe mmpound was
administerad. EBxcretion of chlorhexiine ghuconate acanmed
primearthy thecugh the feces | ~o0nd, Less than 19%0f the
chiorhexiding glunonate Ingested by these aubjects was
ancreted Inthe urine.

INDICATION: Chorhesdcine gluconateard dnse kindicated
o s bertwesan denkal visks as part of a prafesskonal
program forthe reatment of gngivitls 15 characterizad by
redness and swelling afthe gingivas, Indudinggingival
besscing upon probing. Chinrhesicine qluconate oral Aree
hiss mat e Tesbed amon g patients with aare necrobng
ulerathe qinghekis (RHUGL For patients having codsng
inghittsand pericdontits, see PRECALTIONS.
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bypersenskie to chiohexddine gucorate o other fomuls
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— —WARMINGS: The effect of chinhexidine ghiconate-oral dree— —
on peridontitts has nat been determined. &n ncress in
supragingival cabalus was noted in dinical t=sting In
chiothexine guinate onl Anse users ompared with
conbrol wsers. It & ot known ifchiarhexdine gluconate oral
firse ieresusin an ncrease i subginghal calous.
Caleulus depasts shoubd be removed by a dental prophylasts
atintenials nok greaber than sbe manthe. Bnaphybits, owell
a5 serlous allengk: reactons, have been raportad during
perst rrarkoet ing L wiith demtd products containing
chicrhexiding. SEECONTRAINDICETIONS.

PRECAUTIONS:

General:

1. Far paklents having cozststing gingivitts and periedoniitis,
the presance or absenie of gingheal inflammation
Falkewetreg treak ment with dhbarhestdne gluconate ol
rinsz shoukd not be wsed &3 majior indicator of underlying
peitihntRE.

2. Chlohweoeiding gluconabe ordl inse cancause stalning of
onal surfces, such s tooth surfaces, restarations, and the
dorzam of the tongue. Hok 2l patiencs will expenence a
wisually sigrificank Increase Intosth-saining. b dinical
testing, 5% of chhrhewddin glucnate oral drce wers
exhibked 2 measurable ncrease Infaclal anterior stain,
com pared th 354 of control wsars after six months; 154 of
chhexddne gluconate oral inee wsers dewloped what
wiats Jurdgecd tio b hecrey stain, compared bo 1% of con ol
users afterslx monthe. Stainwil be more pronounced in
patients wha have heaer accumulations of unremaved
plaque. Stin rasubting f rom use of chirhestd negluonate
orl rinse diss ot adwersely affect haalth of the gngivas
or ather oral Hssues. Stain can be ramoved from mest
biouok b surfaees by conventonal prafessional prophiglact i

7 Technigues. Kddrtonal ting miy bie requined th mimplefs T T
thee propholats. Dscration should be wssd when
prescribdng to partients with anberor fadal rasorations
with rough sufaces or margins. Fnatunl stain cnnot bs
remeved from these ufaces by 1 denkal prophglas,
patients shoukd be exchuded from chkrheddine gluonate
orl rinse treatment If pemanent discoloration Is
unaiceptable. Stain In these areas may bed fiodt
remawe by dental prophylaxs and on rare oocastons may
necestate replacement of these restorations.

3. Some patlents may experkencean dteration Intaste
perceptunwhile mdzngoing treatment with chioheddine
gluconate ardl rrse. Pare Instances of permanent taste
akeration folvwing chiorhexddine gluconate ord e se
have been reported via post-marketing product
survelllance.

Presynancy: Tertogenic Effects Pregrancy Category B
Peproduction shudies hawe been parformed in rats and rabbits

atchlorheeidine ghaoonate doses up to 300 mg/g/day and
40 mig#hy chry resp ectively, and hawe not revealed avidence
of ham to fetus. Howeser, adequate and well- ontrolled
studies in pragnant women havwe nok been done. Bacause
animal reproduconstudies are not dways predcive of

tuman response, this drug shaukl be wed during pregrancy
ony Heleark needad.

Huarsing Maithers: It ks notknown whether ths drug s
excrebad In buman milk Becase many dngs are exeted In
turman milk, caution should be esmised when dilotheddine
ghucarnate oral dree kad ministers d to nursing women.

I parturtion and kad ation studies with rats, no evidence of
Impaied parturation ar of tosdc effects to sudding pups was
| chserved when chiorhesidine guconate was administered o
wehiich would resuk fram 2 parson’singesting 30 ml of
chiorhextiding guconate onl ins: per day.

dhams o doses that were over 100 times greaterthanthat — — |




Pediatric Use: Chnical effectiveness and safety of
chiorhexidine gluconate ol inse have not been established
In children underthe ageof 18,

(artnogenesk, Mutagenssis, and [mpaiment of
Fertility:Ina drinking waber studyIn rats, carcinogenic
effescts were nat observed at doses up 1o 38 mg fo/day.
Murta genic effiects were ok ohsanved In two mammalianin
wiomutagenes ks sudis wikh chlomheeddine gluconate, The
highest dosas of chiorheidine usad n a mouss
cominant-lethal assayand a hamstar ot ogenetcs test wera
1000 magay/day and 250 mykgiday, respectively. b
evickance of imaired fartil iy was olsanved In rats at doses up

o 100 mafkgiday.

ADYVERSE REACTIONS: The most common skde effects
asndabed with chlarhexddine ghuconate oral dnsesare: 1 an
Increse Instaining of teeth and other oral surfaces; 2) an
Increzez Incabohs fomation; and 3 an alteration Intaste
peerceptien; 52 WARNINGS and PRECEUTIONS. Onlimkation
and local alengy- type symptome hawe been spontansowsly
reported asside effects assoctted with 2 of chiothexddine
gfucanate rirsz

The fallowing ol mucosal sidesffds were reported during
Macehi-cominalld aduft dinical triak: aphithes uker, grosdy
obvloits gingivitts, trauma, ukeration, enthema,
desquamation, mabed tangue, kertinization, geographic

tonigue, mumcele, and shor franum. Bach soumed ata
frequancy of lessthan 1%

Emang post marketing raports, the mostfrequently reported
oral muosal symptoms assadated with chlheddine
auconate oral dree are somat ks, ginghkls, glossits, uer,
drymaith, ypesthesta, qhossal edsma, and paresthista.
MinarimEkation and supeiida desquamatian of the ol
g3 hawe bieen nitid In pertients using chioeadin
auconatecral Aree.

There harve been cases of parotd gland sweling and
inflammertion of the salvany glands (slaladenitis) reported In
pakients wEing chiohestdine gluconate ol dnee.

OWERGDSAGE: Ingestion of 10r2 aunces of chlarhaxidine
uconate oral dree by asmall child - 10 kg body welght)
might resuk In gastnic distress, Incduding nausea, o sons of
akcahal Inbcedcation. Medical attention should be sought if
more tand ounces of chlorheadine ghiconate onl rinse 1s
ingeted by a small child orif shns of doohol ntoscation
dewmlbop,

D05 AGE AHD ADMIHISTRATION: Chlarhexddine gluconate
oral fnse therapy should be Inbated diecty folkiving 3
dental prophiylaok. Patientsusing chhrhesddine glsmnate
oral Anse should be resvaluated and given a thorugh
praphylads a Intervals no longer than st months.
Pecommendad wse  twice dally dneing for 30 seconds,
moming and ewening aftertoath brshing. Usual dasage is
15ml {1 tablespaon) of indiuted dhkrheddine gucnate
ol Anse. Patients should be Inetrucbed to ok ree wikh
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nigstian and shoukd be expectorated after msing.
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WHATTO EXPECTWHEN USING
(HIOPHEDNNE CLUOHATE CRAL FINSE

Your denkit has prescribed chlatheddne gluconate ol s
o treat yourgingivitts, bo help reduce the redness and
aweling of your qums, and also to help you control any gum
Hessding. ke chlorhezeidine goonate ol rinse reqularly, &
dirached by your dentist, in additlon to dally bnshing, Spit
ourtafter wse, chlorheeidine gloonate onl rinse shoul nothe
awalowed.

¥ you develop dlergic symprtome such i skin rash, Iich,
generalied sweling, breathing dificulties, light headadness,
raphl heart rabe, upset stomach ordiamhea, ssek medical

— — -attantian immediately. hiorhedding glucanate ol dnse— — ) —
shoukd not be sed by parsors wha hae a ssmsitivity to | or
Escamponents.

(Chishexding qluconate oral iree may cuse some tath
discodoratian, of Increase In tartar (oo us) fomation,
partioularly In areas where stainand tartar ussalhy fom, & 1s
Importank bo see your dentist for remeoval of any saln or
tartar at kst every sk months or more frequantly f your
dentistadvies.

« Basth stain and tartar can be remosed by your dentistor
hygienist. Chlorheidine ghiconate onl rinse may cause
pemanent disooloration of some front-teoth filings.

= T mirimize disoodoration, youshould besh and floss dally,
emphasidng areas which bagin to disodor,

» Chlohwedcing qluconabe ordl inse may e bitter o same
patients andican affedt how foods and beverges tase. This
will bcome |ess ok iceable in moet cases with continued
use of chlarhesddine gluoonate oral nse.

« To avodd tashe Intererence, rinse with chirheddine
gluconatearal Arseaftermeals. Do ot Arsewkh wateror
ather mouk biwashes iImmediabely after fnsing wih
chirrhestdine Juconate oral dnee.

¥ you harve any questions or comments about chlorheddine
gluconate oral dres, cantact your dentist, phamackt of
Hitrium Labaratores, Inc. toll freeat 1-a00-587-3721. Gall
your healkh care prosider for medical adice about side
effiscts, You may repart side effiects to FOA at
1-500-FOA-1088

Storeat 2007 to 259 (58 Fto 779F), esursions permitted to
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CHLORHEXIDINE GLUCONATE

chlorhexidine gluconate rinse

Product Information




Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

CHL O RHEXIDINE GLUCONATE (UNI: MOR84MUDS8E) (CHLORHEXIDINE -
UNIER4KO0DY52L)

Inactive Ingredients
Ingredient Name
WATER (UNIL: 059 QFOKOOR)
ALCOHOL (UNIL: 3K9958 V90 M)
GLYCERIN (UNIL: PDC6 A3C00X)
PEG-40 SORBITAN DIISO STEARATE (UNII: JL4CCU7IIG)
SACCHARIN SO DIUM (UNIL: SB8ZUX40TY)
FD&C BLUE NO. 1 (UNI:: H3R47K3TBD)

Packaging
# Item Code Package Description
1 NDC:0116-0301-15 15 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

ANDA ANDAO077789
Labeler - Xttrium Laboratories, Inc. (007470579)
Registrant - Xttrium Laboratories, Inc. (007470579)
Establishment

Name Address ID/FEI
Xttrium Laboratories, Inc. 007470579

Revised: 10/2020

Item Code (Source) NDC:0116-0301

Basis of Strength Strength
CHLORHEXIDINE 1.2 mg
GLUCONATE in 1 mL

Strength

Marketing Start Date Marketing End Date
08/05/2010

Marketing Start Date  Marketing End Date
08/05/2010

Business Operations
manufacture(0116-0301)

Xttrium Laboratories, Inc.
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