7" 2 B U.S. FOOD & DRUG

ADMINISTRATION

April 2, 2024

Pollak (Intl.), Ltd.

M. Porat

Manager

4, SH. Hirshenberg St.

P. O. B. 2008

Tel-Aviv, ISREAL 64393

Re: K802004
Trade/Device Name: Profile Swab Cat.#5273 & 5274
Regulation Number: 21 CFR 880.6025
Regulation Name: Absorbent tipped applicator
Regulatory Class: Class I
Product Code: KXG

Dear M. Porat:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change
related to your previous substantial equivalence (SE) determination letter dated September 16, 1980.
Specifically, FDA is updating this SE Letter because FDA has better categorized your device technology
under product code KXG.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact
Yu-Chieh Chiu, OHT4: Office of Surgical and Infection Control Devices, 301-796-6196,
yu-chieh.chiu@fda.hhs.gov.

Sincerely,

Yu-chieh Chiu -S

Yu-Chieh Chiu, Ph.D.
Assistant Director
DHT4B: Division of Infection Control
and Plastic Surgery Devices
OHT4: Office of Surgical
and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov



DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEZALTH SERVICE
FOOD 4aND DRUG ADMINISTRATION
SILVER S2RING, MARYLAND 20210

SEP 18 1880
Mr. M, Porat
Manager
Polla& (International) Letd. .
4,SH. Hirshenberg St. P.0.B. 2008 Ref: X802004 e
Tel-Aviv, TSRAEL Profile Swab Cac. #5273
& 5274

Dear Mr. Porat:

Wde have raviewed your Saction 310(k) notification of intent to markst tha above

device and we have detarmined the device o be substantially equiva]ant to devices
marketad in interstate commerca prior to May 28, 1876, the espaciment date of the
Medical Oevica Amendments of 1976, You may, therafore, markat your devices subject
to the general conirols provisions of the Federal Food, Orug, and Cosmetic Act
(Act) until such time as your device has been c1as;..1=d undaer Section 513, At
that time, if your davice is classified into either Class Il (Standards) or

Ciass II1 {Premarket Agproval), it would be subject to additional controls

General conirols prasantly include reguiations on annual registration, Tisting of
devices, good manufaciuring practices, labeling, and the misbranding and aduiter-
ation provisions of the Act. In the near futurs, the scope of general conirols
will be bdroadened to include additional regulations relating to restrictead
devices, reacords and reooris, and others.

211 regulations and information on meetings of the device classitication panels,

their reocommendations, and the final decisions of thz Food and Drug Administration
(eDA) will be published in the Faderal Register, e aunaa<L you subscrise to this
oA i f
7

pua11:at§on 50 that vou can convey vour views to F yuu d°s1re. Also, the
faderz] Register will notify you of any additional
imposad on vour device. Subscriptions may be 0diaines
of Documents, U.S. Governmeni Printing O0ffice, Washingt
information also may be reviewed in the O0ffice of the H
5600 Fisners Lane, Rockville, MD 20357,
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This lettar should not be construed as
If you desire advica on the status of
information pariaining to vour respon
the Bur=au of Medical Devices, Civisi
Avenue, Silver Soring, MD 20910,
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Sincere1y’yours,
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