Certificate

of Compliance

We hereby declare that the technical file of product complied with the requirement of
MEDICAL DEVICES 93/42/EEC.”

Manufactured by :
Name ALPHRA SURGICAL LLP

Address INDUS ESTATE, MAIN RD A8, TAL PALUS, DIST-SANGLI-416310,
MAHARASHTRA, INDIA

Product “MANUFACTURER OF ABSORBANT COTTON WOOL IP/BP/USP ROLL, COTTON
GAUZE BANDAGE, ABSORBANT COTTON BALLS, ABSORBANT COTTON WOOL
IP/BP/USP BANDAGE, BLEACHED NON-ABSORBANT COTTON WOOL ROLL,
COSMETIC COTTON ROLLS, ZIGZAG PLEATED ABSORBANT COTTON WOOL IP

Complies with the requirements applicable to it
The Certification body has performed an audit of the above product quality system covering the design,
manufacturer and final inspection of the certified product. The quality system has been assessed,
approved and is subject to continuous surveillance according to the directives
MEDICAL DEVICES 93/42/EEC
This certificate is issued under the following conditions:
" It applies only to the quality system maintained in the manufacture of above referenced models and it
does not substitute the design or type-Examination procedures, if requested.
" The certificate remains valid until the manufacturing conditions or the quality systems are changed.
" The certificate validity is conditioned by positive results or surveillance audits.

" After fulfilling the relevant EU legislation, the manufacturer shall affix to each device, of the above
referenced models.

" The CE mark as shown above can be used, under the responsibility of the manufacturer, after completion
of an EC declaration of conformity and compliance with all relevant EC directives. The statement is based
on a single evaluation of one sample of above mentioned product. It does not imply an assessment of the
whole production.

Certificate No.: QM/25/07BE/PCCE

Initial Registration Date: 29/07/2025 .
Issuance Date: 29/07/2025 Date of Expiry: 28/07/2028
1ST Surveillance Audit Due: 29/06/2026 2ND Surveillance Audit Due: 29/06/2027

Auth. Signatory

Validity of this certificate can be verified at www.gmcertifications.co.uk.The validity of certificate is subject to regular surveillance
audit on before above mentioned dates and its only valid after successful surveillance with continuation letter issued by

QM CERTIFICATION & ASSESSMENT LTD.lIt is issued subject to the continued availability of access at any time and without notice to
the above named organization’s premises for the purpose of assessment and surveillance regarding the standard named above and
QM CERTIFICATION & ASSESSMENT LTD.terms and condition

ADD: 37 Constance Street, London, England, E16 2DQ UNITED KINGDOM
Email: Info@qmcertifications.co.uk | Website: www.qmcertifications.co.uk
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