


TOPICAINA 

(Gel, Benzocaine 20%) 

1. DESCRIPTION 

Topical,transparent gel with different flavors andodorslike strawberry:cherry,pinacolada,tutti-frutti,mint 
and banana. lt contains Benzocaine as itsactive ingredient. 

Benzocaine 
• Benzoic Acid,4-amino, ethylester 
• C9 H11N02 
•MW:165.19 

2. COMMERCIAL NAME 

Topicaina 

3. GENERIC NAME 

Benrncaine 

4. PHARMACEUTICAL DOSAGE AND FORMULA. 

• Gingival gel. 
• Excipients: polyethylene glycol40D0, polyethylene glycol400, propylene glycol, sodium benzoate, sodium 
saccharin, flavo� color 

TOPICAINA 

Benzocaine 20g 

Vehicleq.s.ad. 100g 

5. THERAPEUTIC INDICATIONS 

• Topicaina is indicated as to pie local anesthetic fororal mucous. 
• For ternporary ease of pain and irritation of oral mucous caused by dental plates, misaligned bridges. 
• To reduce the pain of local anesthetic application. 
• In deciduous teeth extractions about to exfoliate. 

6. PHARMACOKINETIC AND PHARMACODINAMIC IN HUMANS 
Benzocainebelongs to localanesthetics based on simple esters of p-amino-benzoic acid,which is poorly 
soluble in water so it has a low absorption 
Because of its hydrosoluble property it penetrates the nerve fiber, and because of its liposoluble property it 
penetrates through the nerve membrane, rich in lipids,alteringtheir permeability to sodium [Na+], thus 
inhibiting the depolarization of the neuronal membrane,blocking the initiation and conduction of nerve 
impulses. The rate of entry into the fiber depends on its concentration and on the type of fiber, existing a latent 
period from the application of Benzocaine until the nerve blockage. 
Benzocaine bindingwith respectivereceptors is performed by means of weak links,which explains its 
reversibility andits short-termaction 
Once Benzocaine has been absorbed it is mostly metabolized by esterase·s enzymesin tissues, andthe 
remaining is metabolized in the blood,liver and kidneys. 
• Theonsetof action islas!: 5to lüseconds in oralmucous. 
•lts temporal effect is of5-10 minutes. 

7. CONTRAINDICATIONS 
lt should not be used in patients with known hypersensitivity to Benzocaine or any of the components of the 
formula. 

8. GENERAL PRECAUTIONS 
• There is no data aboutBenzocaine is excreted in human milk, since precautions should be taken if it is used 
during lactation. 
• The patients underthe effect of anesthesia should postpone the food ingestion untilthe sensitivity of lips, 
cheeks andtongueis restored,because of the risk of biting thetongueor buccal mucosa 
•Avoidcontactwith eyes. 
•Donot swallow. 
• EFFECTS ON TH E ABILITY TO ORIVE ANO USE MACHINES: None have been reported by the gingival use of 

Benzocaine. 

9. RESTRICTIONS OF USE DURING PREGNANCY AND LACTATION 
•Welltoleratedby children. 
• Thereare no studies demonstrating fetal damageduring pregnancy,so itsuse should assessthe risk/ 
benefitratio. 

1 O. SECONDARY AND ADVERSE REACTIONS 
lt can causeburning sensation in some sensitivepeople at the timeof application. 
On rare occasions it can cause methemoglobinemia, manifested by breathing alteration and cyanosis. lnJect 
methyleneblue intravenously in such cases 
Benzocaineprolonged contactwith epithelium's mucousmembranes can leadto dehydration and hardening 
of the mucous membranes 
lf adverse reactionsoccur;treatment must be stoppedand a Pharmacovigilance report made. 

11. DRUG AND OTHER INTERACTIONS 
•Should not be usedtogetherwith sulphamide,given thatduringthe metabolism ofBenzocaine 
p-aminobenzoic acid appears and it can inhibit theiraction. 
• Do not use in combination with cholinesterase inhibitors, as they inhibit the metabolism of Benzocaine. 
• Cross-reactivity may exist between Benzocaine and otherestertype local anesthetics. 

12. DRUG/LABORATORYTESTS INTERACTIONS 
Do not use Benzocaine72 hoursbefore performing a pancreatic puncture testwith bentiromide because of the 
possibility of interference in the results. 

13. PRECAUTIONS AND RELATIONWITH CARCINOGENICITY, MUTAGENICITY, TERATOGENICITY AND 
FERTILITY EFFECTS 
Up to date no relationwith carcinogenicity, mutagenicity, teratogenicity and fertilityeffects has been reported. 

14. DOSAGE AND ADMINISTRATION 
18yearsand older: 
•Apply a small amount on the affected area of the mucous membrane with a maximum of3 times a day. 
• Do notuse for morethan 7 consecutivedays. 
• In caseof persistent pain formorethantwo days, dinicalsituationshould be reevaluated. 

Over 65 years old and weakened patients: 
• Due to an increasedtendency to systemic toxicity a reduced doseshould be applied 

15. OVERDOSAGE OR ACCIDENTAL INGESTION, MANIFESTATIONS AND HANDLING (ANTIDOTES) 
ln caseof poisoning by overdose or ingestion,theconduct to be adopted is to manage a maintenance therapy of 
respiration and circulation,anddiazepam to control the existence of seizures. 
Overdosing ofBenzocaine preparations can produce methemoglobinemia,characterized by blue coloring of the 
skin and mucous membranes. Clinical manifestations of methemoglobinemia depend on methemoglobin 
concentration in blood; in between 15% and 20 %, cyanosis appears, between 20-45% fatigue, headache, 
tachycardia and lethargycan occur.When metahemoglobina levels are higher than55%itmay cause 
alterations in the level of consciousness. 
Methemoglobinemia treatmentinvolves intravenousinfusion of a solution of1 %methylene blue at a rate of 0.1 
ml/kg weight,for5minutes. lf overdose due to massiveingestion of the preparation occurs,agastric lavage 
and activated charcoal administration should be done. 

16. PRESENTATION 
Containerwith30 g of gel in the followingflavors:pina colada,cherry,mint,banana,strawberryand tutti-frutti. 

17. STORAGE RECOMENDATIONS 
Storeat controlled room temperature of no more than30ºC. 

18. PROTECTION RECOMMENDATIONS 
Forthe tutti-frutti,strawberryand cherryflavorsthe protection instructionsare: 
• Dosage:as indicated by the doctor. 
•Administration route:Topicapplication on oralmucous. 
•Keepthe bottle welldosed. 
•Medical prescription is required forsale 
•Keep out of reach of children. 
• This product contains red No. 6 and Blue No. 2 dyes which may cause allergic reactions. 
• For dental surgeon use exclusively 

Forthe pina colada and banana flavorsthe protection instructionsare: 
• Dosage:as indicated by the doctor. 
•Administration route:topicalapplication onoral mucous. 
•Keep thebottlewell closed. 
•Medical prescription is required forsale 
•Keep out of reach of children. 
• This product contains yellow No. 5 and Red No. 6 dyes and may cause allergic reactions 
• For dental surgeon use exclusively. 

Forthe mintflavorthe protection instructionsare: 
• Dosage:as indicated by the doctor. 
•Administration route:topicalapplication onoral mucous. 
•Keep thebottlewell closed. 
•Medical prescription is required forsale 
•Keep out of reach of children. 
• This product contains Yellow No. 5, Blue # 1 and Blue No 2 dyes which may cause allergic reactions. 
• For dental surgeon use exclusively. 

19. NAMEAND ADDRESS OF MANUFACTURER 
Laboratorios Zeyco, S. A. de C. V. 
Camino a Santa Ana Tepetitlán #2230-C 
Santa AnaTepetitlán 
Zapopan,Jalisco 

20. SANITARY REGISTER NUMBER IN MEXICO 
26 2M95 SSA IV 

Manufacturedby: 

ZEYCX) �:���:�: i�� �=r.c�·é�i:� 
de C.V. 

www.zeyco.com.mx 
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