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NOMBRE COMERCIAL
NOMBRE GENERICO
DOCUMENTGO DE REFERERCIA
ACTA DE MUESTREO

LUBAR DE MUESTREO O EESQUIS&'
NUESTREADO O PESQUISADO POR ;

cCODpIGe DEL sSCC
LABORATORIO FABRICANTE
IMPORTADOR

DISTRIBUIDOR

FOrMp, DE PRESENTACION
FORMA FARMACEUTICA
RUMERC DE LOTES

FECHA DE VENCIMIENTO
CANTIDAD RECIBIDA
ANALISIS SOLICITADO FOR -
ANALISIS SOLICITADO ’
DIRECCTON DEL SOGICITANTE

FECHA DE RECEPCION PUR EL 80C @

: EXTRACTO DE MATZ MORADOD

: Carta de fecha 04.10.02
: EPQ1005-048/02
; Laboratorics Pitefarma E.I.R.L.

S
P v o

1 Bolsa x 100 g.

" e -

: ‘0& unidad

: Laboratorios Fitofarmx B.I.R.L.
: Toxdicidad Aguda (Dlgy Oxal)

: Av. Nicelis Arviola N° 2844
{San Luis)

04/10/02

TECNICA: USP 25 <111> DESIGN AND ANALYSIS OF BIOLOBICAL ASSAY

PRUEBAS EFECTUADAS RESULTADOS
DESCRIPCION DEL ENVASE: Bolza plastica trans?areube
; . sellada, lleva adberide etigusta
impreasa can! ; “mmmnms
FITOFARMA E.I.R.L. - EXTHRACTO DE
MATZ MORADG 100 g. ~ Av. HNicolds

CARACTERES FISICOS:

Descaripedidn:
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Arriola 2844 -~

San Tuis Telf.:
32610877,

Polvo de color morado.

. Henzilo aeigado 430, Urb. Ingenieria, San Mariin de Porres
Telt,s 31800927 5820252 { 482-113D
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PRUEBA BIOLOGICA - TOXICIDAD AGUDA (Blsp Oxal) :

MEtodo: - Morbtalidad en Ratonas,

Procedimiento: A& _cuatrzo grupos de cinco ratones
albinos machos, oeps Balbk/a  de
18-22 g de peso se les administrd
1 mb por via oral concentvacicnes
variables de la smestra diluida en
agua destilada (446.43 - 3B7L. 43
g de producto/kg de ratdn). Ia
mortalidad £we cbhsexvada a lias
248, 48 y 72 horasz,

Resultado: . Bl productc no produjo mortalidad
en los ratones inyeciados hasia
vna dosis de 3571.43 nmg de
producto/Ky de ratém. La Dlsy pox
via oral =5 mayor de 3571.43 mg de
producte/Kg de ratén.-

CONCLUSION: La muestra fcé«;z’.bi&a ¥ analizada EXTRACTO DE MAID
MORADQ sin ndmerc de lobke, presenta una Digpy >
3571.43 wmyg de products/Kg de ratkdn por via oral.

Lima, 18 de Qctubrae de 2002.

Universidad Penstiz Gagetons Horefis
Sepvishy B Oopiput 42 ;yﬁa : .
g Tanis Otoraie EAS VLCHEY

R

NOPA ~ Zste Informe de Brsaye selo. pourd Yegroduaoirse oofl autssimdlisc Bacrits dak &&:{*;'.,c.‘,o
de Central de Talidad #2 ia Lmiver.si‘#iqa Feriang Cayetane Yewedis/éd sosdicidn de mue sz hage
2% gV Totalzdac ¥y N0 en Torms parciaz o dragmentazis.

Ax, Honerio Delgade 430, Urb. Ingentisria, San Morth: de Paras
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Commercial Name:
Generic Name;:
Reference:

Sampling Information:

Sampling Location:
Sampled by:

QCS Code:
Manufacturer:
Importer:
Distributor:
Presentation:
Pharmaceutical Form:
Lot Number:
Expiration Date:
Received Quantity:
Requested by:
Analysis Requested:
Requestor Address:

Date Received by QCS:
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Qpélity Control Services (QCS)

Assay Report # P0015799/02

Purple Corn Extract

Letter dated 10/04/02

o s

EP01005-049/02 \
Laboratorios Fitofarma ELR.L. -

100 grams bag
Not shown
Not shown

-01 unit’

Laboratorios Fitofarma E.LR.L.
Acute Toxicity (Oral DLsg)
Ave. Nicolas de Arriola # 2844
(San Luis)

10/04/02

Method: USP 25 <111> Design and Analysis of Biological Assay

Tests Performed

Results

Package Description:

Physical Characteristics:

Official Seal

Clear plastic sealed bag labeled :
“LABORATORIOS FITOFARMA E.LR.L.
- PURPLE CORN EXRACT 100 g- Ave.
- Nicolas de Arriola 2844 — San Luis

- Telephone: 3261097, .

Purple colored powder.
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Quality Control Seryices (QCS)
Assay Report # P0015799/02
BIOLOGICAL TEST — ACUTE TOXICITY (Oral DLs):
Method: Mice Mortality
Procedure: Four groups of five white male rhig:é weighting 18-22 g.,
cepa Balb/c, were orally administered 1 mL different
concentrations of the sample diluted in distilled water
(446.43 — 3571.43 mg product/kg mice). Mortality was
~observed 24, 48, and 72 hours.
Results: The product did not produce mortality in the administered

mice up to a dosage of 3571.43 mg product/kg mice. The
Oral DLso is higher than 3571.43 mg product/kg mice.

CONCLUSION: The received and analyzed sample of PURPLE CORN

EXTRACT without lot #, shows an Oral DLsp >> 3571.43
mg product/ kg mice.

Lima, October 18", 2002

Seal and Illegible Signature Seal and Illegible Signature

Note: This Assay Report could only be reproduced with the written authorization of the Quality Control Service of the
Universidad Peruana Cayetano Heredia if rcproduced o its totality and not partially or fragmented



