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Central Administration for Pharmaceutical Affairs
Egyptian Pharmaceutical Vigilance Center
Biocides Vigilance Department

Antiseptic & Disinfectants Incident Reporting Form

* If you suspect that an incident may be related to use of certain Antiseptic or
Disinfectant you should complete this form and send it to the address shown at the
end of the form.

*  Please report all serious and minor adverse reactions.

A — Patient’s Details:

Name/ Initials (Optional): ....ccceveieeiernierienerncnreeencennnes e Sex : OMale OFemale
NS * Weight............... Kg

B— Anti ic or Disinfectan
) RO E INFITIER 600000000000000000000000000000000000000006000000600060000EEACOOAVEACEACOAVEEACEOOAEATOOATC0S
Product type: OAntiseptic ODisinfectant
Was the product effective as an antiseptic or disinfectant (Yes ONo
AR AR HETEE)B 0o0000000000000000000000000000000000000000000EACEBOABAC0O0EOOAEEOCOOAOEOO0EGA0CCONS
| HIEIIENEY @ TEER 000000000000000060000000000000000000000000000000000000000000000000000000000IACEA0000E
Uses: « Disinfectant: (Ceritical use O Semii critical use ONon critical use

CAntiseptic: OPersonal domestic use OProfessional health care use

Pharmaceutical form: QSolution OGel QWipes QFoam QShampoo (QOther
8 ) )L ——
MINIMUIM PUEITY: oenineieinintieieenretereeensacessssssasasesssssnsesessssssnsessssssssnssssssnssasnses
[T 00000000000000000000000000000000000000A00OCOCANOBCCOCE00E0BEC000EEA00000A000A0AA00000ACE00000000
Location of the incident: OHome O Hospital OLab. OOthers
Type of Registration: OQToll OLocal OImported QOUnder license QBulk
1R R N MBooo00000000000000000000000000000000000000000000000060000000030000000000000000A00000000000K
Method of application: OSpray  OPaint OSoaking OOthers

C-Type of Incident:

1. Human Health Incident:

e What was exposed? OQEye QORespiratory (Inhalation) OSkin OUnknown

O [DasEnlie alll SATDITISS a00000000000006000000060000000000GEABOEEOCEEEOEEEEOEEOEEAEOEEOEEEEOABIIBOOE0GT

2. Hard Surface Incident:

¢ What was exposed? OFloors OBenches OOthers

o \What happened to surface? (© Spotting (OBleaching  COwhitening  OOthers

o How the inCident haPPENEA? .....cc.ooviiiiiiii e bbb
3. Veterinary Incident:

e \Who was the observer to the incident? QAnimal Owner QOVeterinary Professional
OWitness OOthers.....cccceevevennnne.
o Describe all SYMPLOMS: euueiuieeeieinieiieierieteeacieeeeacarecsesesecasasesassssasesessssssnsasases
o Type &NOo. of anNimMals affected: ....oceeieiurreenrereeeeeeeererereacnseceroraeensoncacesesiiosansases
o How was the animal exposed to the antiseptic or disinfectant? .........c.ccccooevvivciiivecenns

4. Medical Device Incident:
e Describe the type of the medical device: .......cccoeiieeiieiiiiiiiiiiiiiiiiiiieiiniienennnnn.

o Describe what the reaction was happened? OCorrosion OWhitening
O Spotting O Other
e ks
o Describe symptom(s) that apPeared: c.ceceieeeeeeeeeeeieeeeeerereeeeenenrsosaeensasesesancanes
o Date of INCIAENL: ...coueieiiniiieiieiiiiieiineiiieiietinteeeteatencesecsntonsssasoseonssnssnsonssnnnis
e Are you the first observer of the event? OYes ONo
e Do the symptoms reappear after reusing the product? QYes ONo
e What was the outcome of the incident? (OHospitalization OLife threatening
OPermanent disability = ODied ORequired intervention to prevent damage
OCongenital abnormalities QO Other (SPeCify).cecereeeeeeneiecnreraeaenncenes
e Has this incident been reported to the manufacturer?
O Yes ONo OUnknown
E _ BEDQIIEI:’S DEI&I']S'
e The One who filled in this form: OPatient Q Physician QOPharmacist
ONurse (@O NEFo00000000000000000000000000000¢
® NAME: .o e * Specialty (If physician): .........cccevevininnnnnnn
O /20 1 IR 6006000000000000000000630000000000000000000000630000000000000000000000000000000000 00000000
L ) 11 P 1 P
o Telephone/ Mobile: ....cccuiiniineiieiiniiieiieiiniiieiieiieieetiereneceeseassnssssansornsonsmnnianns
o Date of reporting: .......ocoeveeevieinenecncnnnnns SIgNAtUre: c.iveeeieeniieieenrerneiieacnnnnns
E—Any Mor mmen

*  The information in this report is confidential and totally protected including
both the Patient and Reporter identity.

* You can send voluntarily the incident Reports to the Biocides Vigilance
Department (BVD).

* Reporting for Biocides, incidents are vital for safe & effective usage of
antiseptic and disinfectant. Enough information will help the Department to
evaluate the Safety& Efficacy of the antiseptic and disinfectants marketed in
our Country.

Head Quarter:
Biocidal Vigilance Department - Egyptian Pharmaceutical Vigilance Center - Central Administration
for Pharmaceutical Affairs - 21 Abd El-Azziz Al Sood Manial EI-Roda, Cairo — Egypt PO Box: 11451
Tel.: +202 — 23684288 +202 — 23640368 Ext.:1303 Fax: +202 — 23684194 +202 - 23610497
Website: www.epvc.gov.eg E-mail: biocides.epvc@eda.mohealth.gov.eg
»  Alexandria Regional Center: San Stefano Family Health Center, 2 El-kazino st, EI-Awkaf
building, San Stefano,Alexandria
Tel-Fax: +2 03- 5845004 E-mail: alex.epvc@eda.mohealth.gov.eg
>  Cairo Regional Center: Al-Azhar new specialized hospital-6th district Nasr City - Cairo
Tel: +2 01014300013 E-mail: cairo.epvc@eda.mohealth.gov.eg
»  Sohag Regional Center: The old building of the Health Affairs Directorate- 2nd floor- next to
the security directorate building- Nasser city- Sohag Tel: +2 01063081606 +2 01126540893

E-mail: sohag.epvc@eda.mohealth.gov.eg
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