E-VAC PLUS- docusate sodium and benzocaine enema
ZURICH MEDICAL LABS, LLC

E-Vac Plus

Drug Facts

Active ingredient (in each 5cc disposable tube) Purpose
Docusate Sodium 283mg Stool Softener Enema
Benzocaine 20mg Topical Analgesic
Uses

® For the relief of occasional constipation and/or aid in preventing constipation

® Helps to reduce pain or rectal damage caused by hard stools or by straining during bowel
movements

s uysually produces bowel movement in 2 to 15 minutes

Warnings

Ask a doctor before use if you have
® appendicitis
s symptoms of appendicitis (e.g., nausea, vomiting, abdominal pain)
bleeding from the rectum
undiagnosed bleeding
congestive heart failure
high blood pressure
fecal impaction
intestinal obstruction
been taking other prescriptions

Ask a doctor or pharmacist before use if you are taking mineral oils.

Stop use and ask a doctor if

® bleeding from the rectum

® you fail to have a bowel movement after using this product.
These may indicate a serious condition.
If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of accidental ingestion or overdose, get medical help or contact
a Poison Control Center right away.

Directions

E-VAC™ MINI-ENEMA & E-VAC™ PLUS MINI-ENEMA is to be used as an enema. This is not a
suppository. Do not take orally.

Administering the mini enema

Twist off and remove tip. Place water or a few drops of the product on the shaft of the tube to lubricate
prior to insertion. It is also recommended that one of these lubricants be applied to the anus before



inserting the enema. With steady pressure, gently insert the enema into the rectum with care to prevent
damage to the rectal wall. Squeeze to empty the contents. Keep the tube squeezed until it is removed
from the rectum. After the contents have been emptied, remove the disposable tube and discard. A small
amount of liquid may remain in the unit after use.

Positioning
® For bestresults, lay on left side with knees bent.
s Second position: Kneel, then lower head and chest forward until side of face resting on surface.

Other Information

each mini-enema contains: 283mg sodium docusate

Store at 25°C (77°F); excursions permitted to 15°C - 30°C (59° - 86°F).
Protect from Freezing. [See USP Controlled Room Temperature.]
Below 50% relative humidity is optimal.

See box and tube crimp for Lot Number and Expiration Date.

Inactive ingredients

a medicinal soft soap base of Polyethylene Glycol and Glycerin.
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Modo de Empleo (continuadin)

También s recomiendsa que uno de esios lubricantes deben aplicarse hasts el ano antes da
inserter el enema. Con la presit insertar nte ol enema en el recto con
cuidado para evitar dafios ala pared rectal. Apriete para vaciar el contenido. Manten ga el tuba
apretd hasta que se retira del recto. Después de que los contenidos se han vaciado, retire ef
fubo desechable y deseche. Una pequelfia canfidad de liquido puede permanecer en la unidad
despuds dé Su LSso.

Posicionamiento:
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Informacidn del Medicamento

Ingrediente activo (en cada tubo desechable Sccj Proposito
Docusato 283 mg desodio ... Susvizante de Heces
Blenocaing Mg Lo —.iidiiiiee s sidii i a i iiEL AL 0T Ansigésioo 1dpico
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Advertencias

Pregiintele a su médico antes de usar si usted tene

- apendcitis w sintomas de apendiciis wuqemm, néuims. vomits, dolor abdominal)
do del recto w agia an & congesiva

-Pfeemwmm- P #6n fecal w ob ionintestnal

m estdo tomando ofres medicamentos

Preginisle & 3u médico ofarmacdutico antes de wsarsi usted est8 tomando aceites minersiea.

susmﬁdaﬁmoy preglntele aun doctor si
= gangrado del recto m deja de tener una evacuacion intesnal despuds de usar este producto.
[Esfos pueden indicar una enfermedad grave.

Si estd embarazada o mpamdedehmnnm&hammcimﬂdehmmde
uzar Mantener fuera del alcance de les nifies. En caso dei a0
oibtenga ayuda médica o coniacte un Centro de Cnlﬂmidelnhtnacm mdabamenb

Modo de Empleo
E-VAC™ MINT-EN EMA v E-VAC™ PLUS MINF-ENEMA 56 uliizan como enema. ES10 mo &5 un
supositono. Mo boteme porvia oral.

Al administrar el mini enema:

Desenrosque v retire la punia. Colocar o agua o unas pocas gotas de producio en o gje del
tubo a lubnicar anfes dela insercion. »

DRUG FACTS (TRANSLATION)

Drug Facts (continued)

Benzocaine 20mg Topical Analgesic

Drug Facts
Active ingredient (in each Sce disposable rebe) FPurpose
Docusate Sodium 283mg Siool Softener Enema

Uses ®& For the relief of cccasional constipation andlor aid in preventing constipation
m Helps io reduce pain or rectal damage caused by hard stools or by straining during bowel
movemnents B usually produces bowel movernent in 2 fo 15 minutes

Warnings

Ask a doctor before use if you have

®m appendicitis @ symptoms of appendicitis (e.g.. nawsea, vomiting, abdominal pain)

B bleeding from the rectum m undiagnosed bleeding B congestve heart failune
B high bloed pressure B fecal impaction m intesiinal obstruction

B been taking cther prescriptions

Directions (continued)

Iubricate prior io insertion. It is also recommended fhat one of these lubricants be applied to the anus
before inserfing the enema. With steady pressure, gently insert the enema into the rectum with care

fo prevent damage o the rectal wall. Squeeze o empty the contents. Keep the tube squeszed unfil it
is remowed from the nectum. After the contents hawe been emptied, remove the disposable tube and

diszard. & small amount of liguid may remain in the unit afier use.

Positioning. -
® For best results, @y on left side with knees bent.

B Second position: Knesl, then lower head and chest forwand until side of face resting on surface.

Ask a doctor or pharmacist before use if you are taking mineral oils.

Stop use and ask a doctor if
m hleredinn from the rectum @ woa f7il in have a hewel movement afier usina this nemduct

Ocher Information

B each mni-enema contains: 283myg sodium docusate

W Store at 25°C (T7°F); excursions penmitted to 15°C - 30°C (587 - BE°F).
® Protect from Freezing. [SeeUSPCwﬂmiedenTarpemb.n‘a]

m Below 50% refative humidity is opt
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These may indicate a serious condition.

If pregnant or breast-feeding. ask a health professional before use. Keep out of reach of
children. In case of accidental ingestion or overdose. get medical help or contact a Poison
Control Center right away.

Directions
E-VAC™ MINI-EMEMA & E-VAC™ PLLIS MINIENEMA s o be used as an enema. This is not a
suppository. De not take orally.

Administering the mini enema:
Twist off and remove tip. Place water or a few drops of the product on the shaft of the tube to

amedicinal soft scap base of Polyethylene Glycol and Glycerin.
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E-VAC PLUS

docusate sodium and benzocaine enema

Product Information
Product Type HUMAN OTC DRUG

Route of Administration RECTAL

Active Ingredient/Active Moiety

Ingredient Name

DO CUSATE SODIUM (UNI: FO5Q2T2JA0) (DOCUSATE - UNI:M7P27195AG)
BENZO CAINE (UNII: U3RSY48JW5) (BENZOCAINE - UNI:U3RS Y48 JW5)

Inactive Ingredients

Ingredient Name

POLYETHYLENE GLYCOLS (UNI: 3WJQ0SDW1A)
GLYCERIN (UNII: PDC6A3C00X)

Packaging

# Item Code Package Description

1 NDC:61357-179-01 30 in 1BOX

1 5 mL in 1 TUBE, WITH APPLICATOR

Marketing Information

Marketing Category
EXPORT ONLY

Labeler - zZurRiCH MEDICAL LABS, LLC (071904097)

Establishment

Name Address

ZURICH MEDICAL LABS, LLC

Revised: 3/2014

Application Number or Monograph Citation

Item Code (Source) NDC:61357-179

Basis of Strength
DOCUSATE SODIUM
BENZOCAINE

Strength
283 mg in 5 mL
20 mg in 5 mL

Strength

Marketing Start Date Marketing End Date

Marketing Start Date
01/01/2010

Marketing End Date

ID/FEI
071904097

Business Operations
MANUFACTURE(61357-179)

ZURICHMEDICALLABS, LLC
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