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* DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services
* 72!3+,%>%9,,,(j FOOD & DRUG ADMINISTRATION

466 FERNANDEZ JUNCOS AVENU[

SAN JUAN, P.R: 00901-3223

October 20, 1997

WARNING LETTER

SJN-98-02

CERI”IFIED MAIL
RETURN RECEIPT REOUESTED

Mr. Jol]m~y h40rales,

Direc[or

I’un 01” Ponce

Santiago de Los (XNil Ieros #10
. I’olwc. I)ucr[o I<icu 0(.)734

Dear Mr. Morales:

On September 30. 1997, the Food and Drug Administration inspected your facility located at

Salltiagu de Im Caballeros # [(.), Ponce Puerto Rico 00734.

“he ObSerVil[iOllS made during Illis inspection drc ill viul:~lioll of [he Public I-le;ll[h Service

Act and the Food Drug and Cmme[ic Act requiremen~s specified under Title 21, Code of

Federal Regulations. Pans [240 and 1250.

“Ile inspection revealed the [01lowing critical violations:

1. “1”11~b;\~l<l”lo\\) prcvelltioll device is imdequ:~tely installed. “k single ckck
~,:l]ve is il~s[~lled ull~er col~[il]uous pressure 011 hydrants numbered 3, 5, ~IId 9.

“k check V;IIW is Ioca[d before, inswad of al”ter the last control.

-)-. Stagmnl f~ra[er was observecl inside the hydrant number three. In addition, the

drain hole was obsrruc[ed with debris and soil sedimentation.

The inspectional observa[iol~s idcn(itied above, ure IKN intended [o be all all-i llclusive list ot

(he conditions observed al your l-acilily. 1( is your responsibility to assure dlwel]ce with all

requirements of the regulations.
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Mr. Johnny Morales 2
October 20, 1997

Based oI\ (he il~spccliolliil I“imlings ive are classil’ying your tkility as P1<OVISIONAL (or

illterstm carrier USC(or it period of thirty (30) days. A “PROVISIONAL’” classification

means that the l’iiCil i[y Illii)’ contii~ue to Operilte; however, significwl[ correction of violations

must be made by llw expiration date. Oil or aboul rha[ date, a re-impemiotl of this facility
will be conducted to assure that corrections meet FDA requirements. If significant

corrections are nor made the time of the nex[ impection, the facility will be reclassified as
NON-APPROVED [“or carrier use.

Please advise this office wirhin l“ifreel~ ( 15) days of the receipt of this letter [he measures you

Iklve ilnplelneillcd [0 correct [k violations. Your respome should include a discussion of

:~tly delays you Iimsee ill it~lli~Villg correction. and a deildl ine by which coi-rectiou can be

expected.

Please clirec[ your respoilse to Carmtlo Rosa, Acting Compliailce ofticer il[ the address Iistecl

ba eve. Should you reclu ire atly assistance ill understanding the contents
you desire a mee[i ng with the agency staff Mr. Rosa catl be reached by
7~9.4~94m

Siwxrely,

01”this letter or it’

telephotle at (787)

g&.
Enclosures:

cc:

Mr. Francisco Potnal
President
Board of Directors


