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ABSTRACT

Thanks to Resolution 116 of the COMEX (Foreign Badommittee) many food
products have been restricted from entering Ecua@mmsequently, food testing
laboratories will be operated under the requiresaitISO / IEC 17025, to provide
services to importers who need tests required luyrsgulations, who will then be able

to introduce their foods into the country.

Today, in Ecuador, there are not even 30 foodngdéiboratories under the operation of
the international standard ISO / IEC 17025. Becaidfis situation, this thesis shows
the gap between 1SO 9001, which is UDALAB compljamd ISO / IEC 17025. This is
done in order for UDALAB to receive accreditatiamdaherefore run the necessary tests
required by the INEN on restricted foods.
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INTRODUCTION

Any company that wants to succeed long term shaodfier good quality products.
Today quality is not only a requirement but it isc;aseen as a business strategy that is

growing nationally and internationally.

In this context, during the sixties and seventiesseveral countries, standards for
guality systems were developed. The two most ingmbrstandards of that time began in
the United States (MIL-Q-98582) and the UK (BS 97%0 1987 the series of ISO 9000

standards that govern quality processes was dexetlop

The first version of the requirements and spedifices for the competence of testing
laboratories began with the implementation of ISBC Guide 25, which was replaced
years later by the ISO / IEC 17025.

The first version of the ISO / IEC 17025 referredhe ISO 9001 and 9002, which was
later amended by the ISO 9001: 2000. In 2005, ¢eersd version of the standard was
made which incorporated and amended certain panssof the contents of the ISO
9001: 2000. This amendment required that laborgaromply with ISO / IEC 17025, as
well as ISO 9001.

On the other hand, thanks to the growing use olitgumanagement systems, and
Resolution 116 of COMEX (Foreign Trade Committed)ich restricts the entry of
some goods imported into Ecuador, the need forrédboes to test functionality grew.
Under the guidance of an international quality dead like 1ISO / IEC 17025, importers
could ensure reliable and technically valid resultghe test reports, which in turn permit

the entry of certain restricted products into thardry.

12



CHAPTER 1: PRODUCT IDENTIFICATION AND TYPE OF TEST

Introduction

With the entry into force of Resolution 116 of ti@mmittee of Foreign Trade
(COMEX) from December 3, 2013, a total of 293 praduare required to submit a
certificate of recognition, as a preliminary documy®n the customs declaration to enter

the country. These certificates are issued by theéforian Standards Institute (INEN).

For those products where there is no certificatimdy accredited to issue INEN

certificates, according to Resolution 002 of theedministerial Committee for Quality

(CIMC), the option of submitting test reports issu®y private laboratories is accepted;
provided they are accredited by the Ecuadorian éditation Organization (OAE). This

body is responsible for compliance with the intéoraal standard ISO / IEC 17025
which regulates the competence of laboratories.

In this chapter, it is important to identify theopuct, type, and test method the
UDALAB uses, based on the implementation of theerimational Standard,; it is also
important to mention that this law regulates labmma activities based on the product

being tested.

The research will be based on the analysis of fofidsrestricted by Resolution 116
from 2010 until 2014, followed by a statistical gyuof monthly imports by sub-heading
tariff during the five years mentioned. In additi@m analysis of importers, laboratories
accredited by the OAE, and an exploration of th&NNrules will be performed; this

will be done in order to determine the test methseld within the scope of the project.

1.1Legal regulations for food imports to Ecuador

Beginning in 2013, with the aim of changing thedarctive matrix of the country, many

foreign trade policies of Ecuador were altered,eeslly those related to imports.

13



Today, new regulations and resolutions need todmsidered when importing certain
products.

1.1.1 Resolution 116 of the COMEX

The Organic Code of Production, Trade, and Investm@ORPCI) created the
Committee for Foreign Trade (COMEX) as the bodypossible for the adoption of
national policies on trade; so that, according tticke 72, paragraph (f) the COPCI is
the power of COMEX to “issue rules on records, atifations, documents, licenses,
and import and export procedures, other than custgeneral and sectoral, including

the requirements that must be met, apart from msformalities®

In Resolution 116 of the COMEX, 155 products witfiedent tariff sub-headings under
food groups are subject to documents control, ditexh to the necessity for a certificate
of recognition by the INEN. (See Annex I).

1.2Industries of interest and importation statistics

The extensive list of foodstuffs restricted by Regson 116 of the Comex shows the 13
most represented items from 2010 to 2014. Below igble showing the FOB import

values by tariff sub-heading for each year.

! Resolution 116 COMEX, 2013, Pg. 2

14



lllustration 1: Behavior of imports by tariff sub-h eading in 2010

Tariff Sub- Value in FOB o
heading thousands of dollars | »
o 14000 —
1 2101.11.00.00 1497047 =
2 210690.10.00 1094721 g T
3 2004.10.00.00 486271 n =
4 2007.99.92.00 430346 S s
5 1507.90.90.00 40474 S sl
6 1901.90.90.00 367114 2 oo L
7 2103.90.20.00 3439.49 @
8 2101.20.00.00 2358,84 @ mo—
y 1602.50.00.00 21746 £ o
10 2103.90.90.00 173907 S & & & & 8
11 2104.10.10.00 173496 g S & & F S
¥ 1509.10.00.00 177462 PG A S
13 2101.12.00.00 164101 Year 2010
TOTAL 57660,68
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

In illustration No. 1, according to data from therf@ral Bank of Ecuador, we can see the
top 13 tariff sub-heading FOB values for imports2@10; the total sum was $57.6
million. The following paragraph details the immodf the top 5 sub-headings.

The tariff sub-heading 2101.10.00.00 had the higleeel of imports, reaching a total of
$14.9 million, followed by 2106.90.10.00 with $1(hdllion; the second highest sub-
heading is 36.75% less than the first sub-headihgird is the sub-heading
2004.10.00.00 at $4.8 million, which is 125% Idsant the second highest sub-heading.
Finally, the fourth and fifth subheadings, 200792900 and 1507.90.90.00, totaled $4.3
and $4 million, respectively. There was a decreasenports of 12.99% between the
third and fourth highest sub-headings and 6.33%éxat the fourth and fifth.
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lllustration 2: Behavior of imports by tariff sub-h eading for 2011

Tarrif Sub- Value in FOB 16000
heading thousands of dollars - i
= L]
1] 2101.11.00.00 1502942 S sl
2] 2106.90.10.00 916548 S
3] 2004.10.00.00 623411 i
4] 150790.90.00 439,29 T i
5| 2007.99.92.00 422985 & am R
6 190190.90.00 30018 2 il II :
<
7 2103.90.2000 386958 =
0 2000 — .
8 160250.00.00 308,36 e} I
o 210120.00.00 208485 el e e e
1] 2103.90.90.00 1836.38 © F & FH &9
11 1509.10.00.00 1834,07 % ,y 609“' 9&' & il
2] 2104.10.10.00 1643,32 > & F F ¢
13 2101.12.00.00 1596,08 Year 2011
TOTAL 60146,59
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

In illustration No. 2, according to data from therf@ral Bank of Ecuador, we can see the
top 13 tariff sub-heading FOB values for imports2idl1; the total amount was $60
million. The following paragraph details the immodf the top 5 sub-headings.

The tariff sub-heading 2101.10.00.00 had the higleeel of imports, reaching a total of
$15 million, followed by 2106.90.10.00 with $9.1 liwin; there was a 63.97% less
import value with respect to the first sub-headifigird is the subheading 2004.10.00.00
with $6.2 million, which represents 47% less thae second sub-heading. Finally, in
fourth and fifth place are the subheadings 1508®00 and 2007.99.92.00 with $5.4
and $4.2 million, respectively. There was a de@eéasmports by 14.61% between the
third and fourth sub-headings, and 28.59% betwkeridurth and fifth.
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lllustration 3: Behavior of imports by tariff sub-h eading for 2012

Tarrif Sub- Value in FOB 18000
heading thousands of dollars | & 0
1 2101.11.00.00 1711142 S um
2 2106.90.10.00 10184,32 g 12000
3 2004.10.00.00 66774 o 1000
4 2007.99.92.00 5795.45 2 o
5 1507.90.90.00 5724.86 8
6 2101.12.00.00 495084 3
7 2103.90.20.00 442339 £
8 2101.20.00.00 416922 g 2000
9 1001.90.90.00 4094,48 o o
10 1602.50.00.00 342248 .E & S qm@ ap@
11 2103.90.0.00 214,77 E 0\,& @9‘) &.»“' @sﬁ' @a"
12 1509.10.00.00 2158,04 g v W P B 9
13 2104.10.10.00 1621,01 Year 2012
TOTAL 72556,08
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

In illustration No. 3, according to data from ther@ral Bank of Ecuador, we can see the
top 13 tariff sub-heading FOB values for import2012; the total sum was $72 million.
The following paragraph details the imports of iy 5 sub-headings.

The tariff sub-heading 2101.10.00.00 had the higleeel of imports, reaching a total of
$17 million, followed by 2106.90.10.00 with $10 hah; there was a 68.01% lower
value of imports for the second sub-heading contpdee the first. Third is the
subheading 2004.10.00.00 with $6 million, whichresgnts 52.50% less imports than
the second sub-heading. Finally, in fourth andhfifplace are the subheadings
2007.99.92.00 and 1507.90.90.00 with $5.75 and2biflion, respectively. There was
a difference in imports value of 15.21% betweenttie and fourth sub-headings, and
1.23% between the fourth and fifth.
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lllustration 4: Behavior of imports by tariff sub-h eading for 2013

Tarrif Sub- Value in FOB
headinc thousands of dollar:

1 2101.11.00.00 18469,59
2 2106.90.10.00 9490,68
3| 2004.10.00.00 770207
4 2007.99.92.00 7505,59
5| 2101.20.00.00 5681.88
6| 2103.90.20.00 49916
70 1901.90.90.00 4799.91
8| 2104.10.10.00 4026,91
o 2101.12.00.00 3870,17
10]  1509.10.00.00 3830,33
1] 1602.50.00.00 3180,1
12 1507.90.90.00 28324
13 2103.90.90.00 280738

TOTAL 7920842

Value in FOB thousands of dollar:
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o Cid )
& & &
$ b v

Year 2013

Prepared by: Romero, Pamela

Source: Central Bank of Ecuador

In illustration No. 4, according to data from ther@ral Bank of Ecuador, we can see the

top 13 tariff sub-heading FOB values for import2013; the total sum was $79 million.

The following paragraph details the imports of iy 5 sub-headings.

The tariff sub-heading 2101.10.00.00 had the higlesel of imports, reaching a total of
$18 million, followed by 2106.90.10.00 with $9.41koin; there was a 94.61 % lower
value of imports for the second sub-heading contpaoethe first. Third is the sub-
heading 2004.10.00.00 with $7.7 million which reyenets 23.22% less imports
compared to the second sub-heading. Finally, inrthowand fifth places are the
subheadings 2007.99.92.00 and 2101.20.00.00 with &Yd $5.6 million, respectively.
There was a difference in imports value of 2.62%wbken the third and fourth sub-
headings, and 32.09% between the fourth and fifth.
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lllustration 5: Behavior of imports by tariff sub-h eading for 2014

Tarrif Sub- Value in FOB %5000
heading thousands of dollars
1 2101.11.00.00 192723 = om
2 2106.90.10.00 857605 3
3 2007.99.92.00 730771 2
4 2004.10.00.00 70088 3
5 2104.10.10.00 712 % 1000
6 2103.90.20.00 429563 4
7 1602.50.00.00 3075,53 o
§ 2103.90.90.00 208,05 m
g 1500.10.00.00 202346 Q ¢
0] 2101200000 2737,15 = @@ & ¢ @@ $
= \ N 9 &
1 1901.90.90.00 2461,18 ) Qy @;P @cﬁ* @f &@
12 2101.12.00.00 1846,68 s Y Y FF D
13 1507.90.90.00 1023,76 = Year 2014
TOTAL 678744
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

In illustration No. 5, according to data from ther@ral Bank of Ecuador, we can see the
top 13 tariff sub-heading FOB values for imports2@14; the total sum was $67.8
million. The following paragraph details the immodf the top 5 sub-headings.

The tariff sub-heading 2101.10.00.00 had the higleeel of imports, reaching a total of
$19.2 million, followed by 2106.90.10.00 with $&illion; there was a 124.70 lower
value of imports for the second sub-heading contpéoethe first. Third is the sub-
heading 1 2007.99.92.00 with $7.3 million, whiclpnesents 17.36% less imports
compared to the second sub-heading. Finally, inrtiowand fifth place are the
subheadings 2004.10.00.00 and 21.04.10.10.00 with &d $4.3 million, respectively.
There was a difference in imports value of 4.26%wbken the third and fourth sub-
headings, and 60.12% between the fourth and fifth.

As shown in the above illustrations, for each yé¢ae, FOB value of imports varies by
tariff sub-heading. The total FOB value of imposias detailed from 2010 to 2014; thus,
the top 5 tariff sub-items with the highest FOB orpvalues were established for that

time period
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Table 1: Behavior of imports by tariff sub-headingfrom 2010 to 2014

TOTAL IMPORTS BY TARIFF SUB-HEADING FROM 2010 TO 2014

TARIFF SUB- FOOD PRODUCT Unit: FOB Value in thousands of dollars
HEADING 2010 2011 2012 2013 2014 | TOTAL
1] 2101.11.00.00 Extracts, essences, and concentrates 14,970.47] 15,029.42{ 17,111.42] 18,469.59] 19,272.30| 84,853.20
Powders for the preparation of puddings,
2 | 2106.90.10.00 | creams, ice creams, desserts, jellies, and
the like 10,947.21| 9,165.48|10,184.32 9,490.65| 8,576.95| 48,364.61
3 | 2004.10.00.00 Potatos 4,862.71| 6,234.11| 6,677.40| 7,702.07| 7,008.80| 32,485.09
41 2007.99.92.00 Purees and pastas 4,303.46| 4,229.85| 5,795.45| 7,505.59| 7,307.71]29,142.06
5 | 2103.90.20.00 |Condomint d ings, it
Oncomintes and seasonings, COMPOSIES| 3 j3q 4ol 3 969 58| 4,423.39| 4,991.60| 4,295.63| 21,019.69
6 | 1507.90.90.00 Other (only for processed, canned, and
packaged food products) 4,047.24| 5,439.29| 5,724.86| 2,832.24] 1,023.76|19,067.39
Other (only for processed, canned, and
7 | 1901.90.90.00
packaged food products) 3,671.14| 3,901.80| 4,094.48| 4,799.91] 2,461.18| 18,928.51
Tea and mate extracts, essences, and
8| 2101.20.00.00 concentrates and preperations
compossed of these extracts, essences, or
concentrates compossed of tea o mate
2,358.84| 2,284.85| 4,169.22| 5,681.88| 2,737.15| 17,231.94]
9 | 1602.50.00.00 Of the bovine species 2,217.46| 3,082.36| 3,422.48| 3,180.10| 3,075.53| 14,977.93
Preperations compossed of extracts,
10| 2101.12.00.00 [essences, o concentrates or compossed of
coffee 1,641.01] 1,596.08| 4,959.84| 3,870.17| 1,846.68|13,913.78
11| 2104.10.10.00 | Preperations for soups, stews, or broths | 1,734.96[ 1,643.32 1,621.01 4,026.91] 4,377.20] 13,403.40,
12| 1509.10.00.00 Virgin 1,727.62| 1,834.07| 2,158.04| 3,830.33| 2,923.46|12,473.52
13| 2103.90.90.00 [Condomintes and seasonings, composites
1,739.07| 1,836.38| 2,214.77| 2,827.38| 2,968.05|11,585.65|

Prepared by: Romero, Pamela

Source: Central Bank of Ecuador
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lllustration 6: Representation of imports by tariff sub-heading from 2010 to 2014

Tarrif Sub-heading Imports (%)

Period 2010 - 2014 S AEAT
1 2101.11.00.00 24,51 36%
) 2106.90.10.00 14,14 B 2106.90.10.00
3 2004.10.00.00 9,33 2GS
4 2007.99.92.00 8.3 § 2007.99.92.00
5 2103.90.20.00 6,04 ¥ 2103.90.20.00
6 OTHER 34,75 OTHER

TOTAL 100
10%
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

In No. 1 table and illustration No. 6 we see theub-tariff items that have greater
representation from 2010 to 2014; sub-heading 21000.00, corresponding to
extracts, essences, and concentrates, has thetl&@B value of imports with a total of
$84.8 million or 24.51%. In second place is powdersthe preparation of puddings,
creams, ice cream, desserts, gelatins, and theitgksub-heading is 2106.90.10.00 and
had a FOB value of $48.3 million or 14.14%; thig &% less than imports for the first
tariff sub-heading. Third are potatoes (2004.1@0p.with a FOB value of $32.4
million, representing 9.33%, 51.55 % less than $keond place tariff sub-heading.
Third are purees and pastes (2007.99.92.00) witlr@B value of $29.1 million of
dollars or 8.30%, a difference of 12.40% compacetheé third place tariff sub-heading.
Finally, in fifth place are condiments and mixedsanings (2103.90.20.00) with a FOB
value of $21 million or 6.04%, 37.4% less thanfthath place tariff sub-heading.

The remaining 8 tariff sub-headings are classiisdOTHER” as these do not require
food laboratory testing by the UDALAB; these remmts34.75% of total imports during
the period 2010-2014.

To better understand the behavior of the importghef five, aforementioned sub-

heading tariffs, the FOB value of monthly importsl e analyzed. Information over a
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three year period will be taken, one before thelementation of COMEX Resolution
116 and one after; this is done in order to seed#fifigrence after the entry into force of

the resolution.

Table 2: Total monthly imports of sub-heading 2101.0.00.00, from 2012 to 2014

BEHAVIOR OF TOTAL MONTHLY IMPORTS IN
MONTHS FROM 2012 TO 2014
Unit: FOB value in thousands of dollars
MONTHS 2012 2013 2014
JANUARY 1,429.66 | 2,034.43 55.51
FEBRUARY 506.35 813.20 371.47
MARCH 1,610.75 856.76 2,230.87
APRIL 4,165.17 | 2,035.94 | 1,840.55
MAY 1,546.78 | 1,485.51 | 2,578.70
JUNE 661.03 1,260.30 | 1,541.22
JULY 1,467.54 | 2,002.03 | 2,370.05
AUGUST 1,000.36 | 1,694.68 | 1,765.16
SEPTEMBER 1,009.94 | 1,162.03 | 1,022.39
OCTOBER 973.26 2,413.34 905.75
NOVEMBER 808.89 1,748.70 | 1,576.35
DECEMBER 1,931.75 962.74 3,014.33
TOTAL '17, 111.48|18,469.66(19,272.35

Prepared by: Romero, Pamela Source: Central Bank of Ecuador
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lllustration 7: Behavior of total imports in months of sub-heading 2101.10.00.00,
from 2012 to 2014
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Prepared by: Romero, Pamela Source: Central Bank of Ecuador

As shown in table No. 2 and illustration No. 7, thehavior of imports of sub-heading
2101.10.00.00 during the period 2012-2014 variegificantly; February of 2012
experienced the biggest drop in imports to $50@ishad. Conversely, in the month of
April, imports increased significantly, reachingp@ak of $4.1 million. The illustration
shows a trend of highs and lows over the montte;hieg a total of $1.9 million in

imports in the month of December.

During 2013, the behavior is just as varied; impantthe month of February of this sub-
heading experienced the biggest drop, with a tafal$813 thousand. October
experienced the highest amount, reaching a totd2 &f million.

With the entry into force of COMEX Resolution 158 of December 2013, we can see
how imports reduced. In January 2014, there wasgah of $55 thousand in imports, the
lowest value of imports; however, despite the retstn, starting in February, imports
began to fluctuate; reaching a grand total of $ianiin December, the highest value
for imports for the whole year.
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Table 3: Total monthly imports of sub-heading 210®0.10.00, from 2012 to 2014

BEHAVIOR OF TOTAL VIONTHLY IMPORTS IN
MONTHS FROM 2012 TO 2014
Unit: FOB value in thousands of dollars
NMIONTHS 2012 2013 2014
JANUARY 993.04 993.04 96.16
FEBRUARY 911.471 669.18 3.62
VMIARCH 804.69 423.13 1,020.21
APRIL 564.10 1,127.83 1,803.40
IVIAY 768.17 294.01 1,152.09
JUNE 764.38 505.18 1,020.71
JULY 959.99 0998.67 413.89
AUGUST 1,351.49 1,566.28 1,281.98
SEPTEIVIBER 418.28 651.64 257.07
OCTOBER 613.68 813.30 141.71
NOVEIVIBER 1,584.19 1,045.78 642.26
DECEIVIBER 9012.88 402.65 743.89
TOTAL 10,646.30| 9,490.69 8,576.99

Prepared by: Romero, Pamela

Source: Central Bank of Ecuador

lllustration 8: Behavior of total imports in months of sub-heading 2106.90.10.00,
from 2012 to 2014
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Prepared by:

Romero, Pamela

Source: Central Bank of Ecuador
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Table No. 3 and illustration No. 8 shows the betiavaf monthly imports of sub-
heading 2106.90.10.00.00 from 2012 to 2014. Duitegfirst year it shows that imports
declined from January to April; from May, importedin to grow, reaching a limit of
$1.3 million in August. In September, imports fafain to $418 thousand but recovered
in November, reaching the highest amount of impfantgshe reference year with a total
of $1.5 million. Finally, in December, imports deased again to a total of $912
thousand.

Likewise, in 2013, we see that the behavior of ingpehows no consistency. Between
April and May, imports dropped from $1.1 million 294 thousand. The month of
August experienced the highest number of total intspat $1.5 million.

Finally, with the entry into force of COMEX Resdlut 116 in December of 2013, we
can see a significant decrease in imports in Fepro& 2014; however, in March,
imports began to grow, reaching $1.8 million inflhgFrom May on, imports continued

to fluctuate, ending the year with a total of $7d8usand dollars.

Table 4: Total monthly imports of sub-heading 2004.0.00.00, from 2012 to 2014

BEHAVIOR OF TOTAL VIONTHLY IMPORTSIN
NMONTHS FROM 2012 TO 2014
Unit: FOB value in thousands of dollars
NMONTHS 2012 2013 2014

JANUARY 498.85 562.62 435.12
FEBRUARY 483.18 6384.99 587.31
MARCH 575.03 706.96 289.46
APRIL 399.40 469.72 711.84
NVMAY 673.90 800.85 509.942
JUNE 494 .94 614.32 565.75
JULY 610.71 661.50 638.87
AUGUST 604.55 616.92 514.28
SEPTENVMBER 570.17 552.97 538.66
OCTOBER 412.42 8138.66 782.16
NOVEINIBER 658.96 629.06 607.58
DECEIVIBER 695.33 583.55 828.39

TOTAL 6,677.44 Z7,702_12 7,008.84

Prepared by: Romero, Pamela Source: Central Bank of Ecuador
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lllustration 9: Behavior of total imports in months of sub-heading 2004.10.00.00,
from 2012 to 2014
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Prepared by: Romero, Pamela Source: Central Bank of Ecuador

According to table No. 4 and illustration No. 9gethehavior of imports of tariff sub-
heading 2004.10.00.00 from 2012 to 2014 is quitevan. During 2012, imports were
overall high; in May, they reached a peak of $6¥8isand. The least amount of imports
for 2012 was experienced in April, with a total 899 thousand. In April of 2013,
imports dropped to a total of $469 thousand; inoBet, the highest amount of imports

was recorded with a total of $818 thousand.

Finally, with the entry into force of COMEX Resdlut 116 in early December 2013,
we can see that imports fall in January; startmdg-ebruary 2014, imports began to
fluctuate. March recorded the lowest amount of irtgptor the year with a total of $289
thousand; December had the highest number of impart2014 with a total of $828.39
thousand.
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Table 5: Total monthly imports of sub-heading 200R9.92.00, from 2012 to 2014

BEHAVIOR OF TOTAL MONTHLY IMPORTS IN
NMONTHS FROM 2012 TO 2014
Unit: FOB value in thousands of dollars
NMIONTHS 2012 2013 2014
JANUARY 729.23 274.449 828.39
FEBRUARY 153.00 376.79 21.78
VMARCH 143.15 591.43 256.12
APRIL 546.80 665.41 260.73
VIAY 976.33 553.34 1,121.22
JUNE 767.74 929.249 2,049.37
JULY 307.78 289.69 1,211.56
AUGUST 546.65 796.87 844.39
SEPTEIVIBER 168.06 856.06 351.22
OCTOBER 611.96 675.82 241.87
NOVEINIBER 579.92 825.63 232.10
DECEIVIBER 264.87 670.93 515.56
TOTAL 5,795.49 7,505.65 " 7,934.31
Prepared by: Romero, Pamela Source: Central Bank of Ecuador

lllustration 10: Behavior of total imports in month s of sub-heading 2007.99.92.00,
from 2012 to 2014

2500

2012 2013 2014

2000

PERIOD 2012 - 2014 /\
1500

WARAVA A A N

=]

FOB VALUE IN THOUSANDS OF DOLLARS
=]
—

JANUARY
FEBRUARY
MARCH
APRIL

MAY

JUNE

JuLy
AUGUST
SEPTEMBER
OCTOBER
NOVEMBER
DECEMBER
" JANUARY
FEBRUARY
MARCH
APRIL

MAY

JUNE

JuLy
AUGUST
SEPTEMBER
OCTOBER
NOVEMBER
DECEMBER
JANUARY
FEBRUARY
MARCH
APRIL

MAY

JUNE

JuLy
AUGUST
SEPTEMBER
OCTOBER
NOVEMBER
DECEMBER

Prepared by: Romero, Pamela Source: Central Bank of Ecuador
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In table No. 5 and figure No. 10, the behaviorsngdorts of sub-heading 2007.99.92.00
are shown during the period of 2012 to 2014. InZQte can see that imports vary, as
the data in March show the biggest drop to $148ghnd; May had the largest amount
of imports with a total of $976 thousand. In 200&, can see that in the early months of
that year imports increased; but, from April to Mayports went from $665 to $553

thousand. In June of that same year, imports rehdlsepeak for the year at $929

thousand; suddenly however, in July, imports fel$289 thousand, this was the largest

decrease in imports for the year.

Finally, in December, with the entry into force@OMEX Resolution 116, imports fell.
At the beginning of 2014, in January, the levelimports increased; but, there was a
dramatic decrease in February, going from $8282tb thousand. Imports recovered in
June, reaching its maximum amount of $2 millionwhwer, the downward trend
continued mostly for the year until December, whergorts recovered slightly,
reaching an amount of $515 thousand.

Table 6: Total monthly imports of sub-heading 21030.20.00, from 2012 to 2014

BEHAVIOR OF TOTAL MONTHLY IMPORTS IN
MONTHS FROM 2012 TO 2014
Unit: FOB value in thousands of dollars
MONTHS 2012 2013 2014
JANUARY 361.32 282.37 119.84
FEBRUARY 244.57 472.34 269.30
MARCH 262.36 302.83 438.62
APRIL 431.71 378.98 298.32
MAY 334.07 573.57 580.57
JUNE 352.53 326.58 371.75
JuLy 336.68 436.31 436.59
AUGUST 409.51 491.33 567.48
SEPTEMBER | 406.70 401.00 340.32
OCTOBER 304.48 612.36 297.36
NOVEMBER | 717.70 391.72 257.74
DECEMBER 261.83 322.26 317.79
TOTAL 4,423.46 | 4,991.65 | 4,295.68
Prepared by: Romero, Pamela Source: Central Bank of Ecuador
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lllustration 11: Behavior of total imports in month s of sub-heading 2103.90.20.00,
from 2012 to 2014
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Prepared by: Romero, Pamela Source: Central Bank of Ecuador

Table No. 6 and illustration No. 11 show the bebawf monthly imports of sub-

heading 2103.90.20.00.00 from 2012 to 2014. Duitegfirst year it shows that imports
varied; in the month of November there was a tot&$717 thousand and in December
there was a total of $261 thousand. In 2013, ingpfhuctuated greatly. October stood
out with a total of $612 thousand, the highest r@wf imports for the year. The month
of January had a total of $282 thousand which Heed Idbwest recorded volume of

imports for the year.

Finally, with the entry into force of COMEX Resdhlt 116, imports for December
2013 and January 2014 fell from $322 to $119 thoedstn the months of February and
March, imports increased; however, they fell agaiApril. In May, import volumes

peaked for the year with a value of $580 thouséydhe end of the year, after a lot of

variation in totals, imports maintained at $317Aff@usand.

After analyzing monthly imports by tariff sub-headifor the period 2012-2014, we
concluded that imports by months are quite unba&dnie each sub-heading as ups and
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downs were observed month after month; and, dueegcaentry into force of COMEX
Resolution 116, imports in most of the five casexclided during this period.
Nevertheless, according to the analysis, imporgabeto recover over the course of
2014. Accordingly, the food laboratory UDALAB, redéess of tariff sub-heading,

should be aware that there are high import seassnsell as off seasons.

1.3 Analysis of importers and laboratories accredited lp the OAE

Table 7: Importers of tariff sub-heading 2101.10.0@0 during the period 2010-2014

Importers of tariff sub-heading 2101.10.00.00 durig the period 2010-2014
# GUAYAQUIL # QUITO
WHOLEBUSINESS S.A 1| CORPORACION DISTRIBUIDORA DE ALENTOS S.A. CORD

2 KOMOLY TRAVEL 2 INT FOOD SERVICES CORP.

3 SOLUBLES INSTANTANEOS 3 NESTLE ECUADOR S.A.
4 PYDACO CIA. LTDA.
5 SUPERMERCADOS LA FAVORITAC A
6 PRODUCTOS MINERVA CIA LTDA

Prepared by:Romero, Pamela Source: Central Bank of Ecuador

Table 8: OAE-accredited laboratories that test extacts, essences, and concentrates
(2101.11.00.00) during the period 2010-2014

OAE-accredited laboratories that test extracts, essces, and
concentrates (2101.11.00.00) during the period 202014

# GUAYAQUIL i QUITO

1 LABORATORIO LAZO 1 LABORATORIO GUIJARRO LASA S .A.

2 SGS DEL ECUADOR 3 LABORATORIO MULTIANALITYCA
3 3 LABORATORIO OSP
Prepared by: Romero, Pamela Source: Ecuadorian Accreditation Organization
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Table No. 7 shows the importers of sub-heading 210Q0.00 during the period 2010-
2014. In total there are 9 importers nationwidef .hem are located in Guayaquil and 6

of them are located in Quito.

Table No. 8 shows the number of OAE accredited ritiboes performing tests on
extracts, essences, and concentrates under thieesdiirg 2101.10.00.00 from 2010 to
2014. In this context, there are a total of 6 lalbanies, 3 in the city of Guayaquil and 3
in Quito. We can safely conclude that the food fabmy, UDALAB, does not need to
service this sub-item as there are no companidsirt@ort this item in the city of
Cuenca. Although there are importers in the citdsQuito and Guayaquil, the
aforementioned importers obviously prefer the coimfand services of accredited
laboratories in their own cities. If they were &euthe services of UDALAB in Cuenca it

would only mean higher costs and inconveniencethiscompany.
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Table 9: Importers of tariff sub-heading 2106.90.1@0 during the period 2010-2014

Importers of tariff sub-heading 2106.90.10.00 durig the period 2010-2014

4 GUAYAQUIL # QUITO

1 AJECUADOR S A. 1 ABCALSA SA.

2 ARTEGELATO ECUADOR S.A. 2 [ ALITECNO COMERCIO E INSUMOS PARA IND. ALIMENTOS

3 BRISVAN SA. 3| ALPINA PRODUCTOS ALIVENTICIOS ALPIECUADO

4 CANDYPLANET S.A. 4 AMERICANA DE COMERCIO AMEXCO CIA LTDA

5 COMDERE S.A. 5 COMERCIALIZADORA ADEUCARPI CIA.LTDA

6 DIARJO S.A. 6 DIBEAL CIA. LTDA.

7 DINELLY SA. 7 DIRICOFOOD SOLUTIONS S.A.

8 DISTRIBUIDORA DESCALZI S.A. 8 DISTRIBUIDORA IMPORTADORA DIPOR S.A.

9 DONUT HOUSE S.A. 9 DSM BAKERY INGREDIENTS - ECUADOR S.A.

10 FOLIT S.A. 10 ECUESSENCE CIA LTD.

11 IMPORTADORA EL ROSADO S.A. 11 FORNASINI SALVADOR MARIO NINO

12 INDUSTRIAS LACTEAS TONI S A. 12 GOOD FOOD DEL ECUADOR GFECU $.A

13 INMOCORI S.A. 13 INDUSTRIAL SURINDU S.A.

14 ITALGIMA S.A. 14 INT FOOD SERVICES CORP.

15 KEYSTONE DISTRIBUTION ECUADOR S.A. 15 LEVAPAN DEL ECUADOR S. A.

16 KRAFT FOODS ECUADOR S.A. 16 OBSIDIAN CIA. LTDA.

7 MELOSITOS GOURVET 17 PRODUCTOS MINERVA CIA. LTDA.

18 PROLACHIV SA. 18 ROJAS DE D'ALIA ANA LUCIA

19 SUJOLI IMPORTACIONES CIA. LTDA. 19 SCHERING PLOUGH DEL ECUADOR S.A.

20 SUMESA SA. 20 SUPERMERCADOS LA FAVORITA C A

21 SUNKOVA SA. 21 SYQUEM QUIMICOS Y SERVICIOS S.A.
# CUENCA
1 | DISTRIBUIDORA DE PRODUCTOS JUCREMO JCC CIALTDA
2 | EQUINDECAEQUIPOS PARA LA INDUSTRIA ALIMENTICIA

Prepared by: Romero, Pamela Source: Central Bank of Ecuador

Table 10: OAE-accredited laboratories that test powers for the preparation of
puddings, creams, ice cream, desserts, gelatins,catie like (2106.90.10.00) during
the period 2010-2014
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OAE-accredited laboratories that test powders for he preparation of puddings, creams, ice cream,
desserts, gelatins, and the like (2106.90.10.00)thg the period 2010-2014

i GUAYAQUIL # QuITO
1 LABORATORIO DE ALIVENTOS PROCESADOS DE ARCSA | LABRATORIO DE ALIMENTOS PROCESADOS DE ARCSA
2 LABORATORIO LAZO 2 LABORATORIO GUIJARRO LASA SA.
3| LABORATORIO DEL PROGRANA DE TECNOLOGIA DE ALIMENTS - PROTA] 3 LABORATORIO MULTIANALITYCA
1 SGS DEL ECUADOR-LABORATORIO SECTOR AGRI ) LABORATOBIOSP
5] LABORATORIO SEIDLABORATORY CIA. LTDA

Prepared by: Romero, Pamela Source: Ecuadorian Accreditation Organization

Table No. 9 shows the importers of sub-heading 20060.00 during the period 2010-
2014. There are a large number of importers of 8Bub-heading, a total of 44
nationwide; 21 are located in the city of Guayag®i in Quito, and 2 in the city of

Cuenca.

Table No. 10 shows the number of accredited labaest performing OAE testing on
powders for the preparation of puddings, creanescream, desserts, gelatins, and the
like under tariff sub-heading 2106.90.10.00 fromi@®@o 2014. In this context, there are
a total of 9 laboratories, 4 located in the cityGaiayaquil and 5 in the city of Quito.
Consequently, we conclude that UDALAB could considervicing this tariff sub-
heading as there are at least 2 importers in tigeo€iCuenca; the laboratory may offer
its services as the best option before sendingsémeples to Quito or Guayaquil. In
addition, according to table No. 12, there is noredited laboratory by the OAE to
perform tests for these products in the city of @ae thus, there is currently no

competition for UDALAB in Cuenca.
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Table 11: Importers of the tariff sub-heading 200410.00.00 during the period 2010-

2014

Importers of the tariff sub-heading 2004.10.00.00wing the period 2010-2014

# GUAYAQUIL #

QUITO

CONSORCIO CEVALLOS SANCHEZ S.A. CONSORCESA |1

DISTRIBUIDORAPORTADORA DIPOR S.A.

IMPORTADORA EL ROSADO S.A

INT FOOD SERVICES CORP.

KYPROSS SA

KEYSTONE DISTRIBUTION ECUADOR SA

PROCESADORA NACIONARE ALIMENTOS C.A. PRONACA

/
IMPORTADORA MANUEL PESANTEZ & HIJOS CIA. LTDA. 3
4
5

SUPERMERCADOS LAFAVORITAC A

LOGISTICA DE ALIMENTOS LOGALISAS A

SUD FOOD SERVICE S.A. SUDFOODSA

TROPICALIMENTOS S.A

1
2
3
4
5 KONERUSA
b
1
8
9

VECONSA SA.

Prepared by: Romero, Pamela

Source: Central Bank of Ecuador

Table 12: OAE-accredited laboratories that test pattoes (2004.10.00.00) during the
period 2010-2014

2014

OAE-accredited laboratories that test potatoes (2@010.00.00) during the period 2010-

# GUAYAQUIL QuITO

l |ABORATORIO DE ALIMENTOS PROCESADOS DE ARCSA [ LABRATORIO DE ALIMENTOS PROCESADOS DE ARCSA
2 SGS DEL ECUADOR-LABORATORIO SECTOR AGRI )

Prepared by: Romero, Pamela Source: Ecuadorian Accreditation Organization
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Table No. 11 shows importers of the sub-heading2@00.00 during the period 2010-
2014. In total there are 14 importers nationwidef @hich are located in Guayaquil and

5 of them are located in Quito.

Table No. 12 shows the number of OAE-accreditedriatiories performing tests on
potatoes under the sub-heading 2004.10.00.00 fi@tO B 2014. In this context, there
are a total of 3 laboratories, 2 in the city of @aguil and 1 in Quito. We can presume
that UDALAB is not needed to test potatoes; becaasave can see in the tables, both
importers and laboratories are in the cities oft@Qand Guayaquil. UDALAB would be
unproductive if they promoted their services to amers in Quito and Guayaquil; since,
as previously explained, these would unnecessaegd to send samples to laboratories

in Cuenca when they already have labs in their oiies.

Table 13: Importers of tariff sub-heading 2007.99.2.00 during the period 2010-

2014
Importers of tariff sub-heading 2007.99.92.00 durig the period 2010-2014
# GUAYAQUIL # QUITO
1| ABASTECIMIENTOS INDUST.IMP.Y EXP. S.A. ABIMEXPORT| 1 ALPINA PRODUCTOS ALIMENTICIOS ALPIECUADO
2 AJECUADOR S.A. 2 DIRICOFOOD SOLUTIONS S.A.
3 BANAPUREE S.A 3| ECUADOR BOTTLING COMPANY CORP.SUCSRL ECUADOR
4| BEBIDAS ARCACONTINENTAL ECUADOR ARCADORSA | 4 ECUAJBOS SA.
5 BIOALIMENTOS CIA. LTDA. 5 FROZEN TROPIC CIA. LTDA.
6 DELISODA S.A. 6 LEVAPAN DEL ECUADOR S. A
7 ECUAVEGETAL S.A. 7 THE TESALIA SPRINGS COMPANY
8 EXOFRUT S.A
9 IMPORTADORA CANDYLAN S.A.
10 IMPORTADORA EL ROSADO S.A. # CUENCA
11 INDUSTRIAS LACTEAS TONI S.A.
12 QUICORNAC S.A. 1 LACTEOS SAN ANTONIO C.A.
13 SUMESAS.A. 2 ORTIZ JACOME DE COMERCIO CIA.LTDA.
14 TROPICALIMENTOS S.A.
15 VWK ALIMENTOS CIA. LTDA.
16 FUTURCORP S.A.
Prepared by: Romero, Pamela Source: Central Bank of Ecuador
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Table 14: OAE-accredited laboratories that test puees and pastes (2007.99.92.00)
during the period 2010-2014

OAE-accredited laboratories that test purees and past€2007.99.92.00) during the perior
2010-2014
# GUAYAQUIL # QUITO
1| SGS DEL ECUADOR-LABORATORIO SECTORAGR| [ LABOLABIG. LTDA.
2 LABORATORIO LAZO 2 LABORATORIO MULTIANALITYCA
3 LABORATORIO OSP
Prepared by: Romero, Pamela Source: Ecuadorian Accreditation Organization

Table No. 13 shows importers of the sub-heading Z892.00 during the period 2010-
2014. Similarly there are a large number of impsria this sub-heading, a total of 25
nationwide, of which 16 of them are located in ¢ty of Guayaquil, 7 in Quito, and 2

in the city of Cuenca.

Table No. 14 shows the number of OAE-accreditedriatiories performing tests on
purees and pastes under tariff sub-heading 20@2@®. from 2010 to 2014. In this
context, there are a total of 5 laboratories, 2ted in the city of Guayaquil and 3 in the
city of Quito. Considering the above, we could shgt UDALAB could offer their
services to the two importers located in the cftaenca, as the importers in Quito and
Guayaquil would probably opt for the services ddterby laboratories in their own
cities. As of 2014, there is no accredited labasatyy the OAE to perform tests for
these products in the city of Cuenca; thus, therecurrently no competition for
UDALAB in Cuenca.

36



Table 15: Importers of tariff sub-heading 2103.90.2.00 during the period 2010-
2014

Importers of tariff sub -heading 2103.90.20.00 during the period 20-201«

# GUAYAQUIL # QUITO # CUENCA

1 COMDERE SA. 1 ALITECNO COMERCIO E INSUMOS 1 ALMENTOSCUATORIANOS LOS ANDES SA
2 COMERCIALICVAR CIA. LTDA. 2| AMERICANA DE COMERCIO AVEXCO CIALTDA | 2 CASA COMERCIAL ALMEIDA CIA. LTDA.

3 EMBUTSER SA. 3 CARLITA SNACKS CARLISNACKS CIA. LTDA

4 | EMPRESA PESQUERA ECUATORIANA S.A. (EMPESHC) |4 CARSBRS A

5 GALAPESCASA. 5 DATUGOURMET CIALTDA # QUEVEDO

b ICHBAN SA b DISTRIBUIDORA ALIMONY S.A.

7 IMPORTADORA ELROSADO SA. 1 DISTRIBUIDORAIMPORTADRADIPOR SA. | LORIENTAL INDUSTRIA ALIMENTICIA O.LA. CIALTDA
8| INDUSTRIAS ALIMENTICIAS ECUATORIANAS SA | 8 INT FOOCSERVICES CORP.

9|  NEGOCIOS INDUSTRIALES REALNIRSAS.A PRONACA

10 PASTELO SA 1 SPORTPLANET SA. # MANTA

11 PHILLIPS SEAFOOD OF ECUADOR C.A 1l SUYULIN

12|  PROD.ALIMENT.Y LICORES PROALCO CIALTD. | 1P CRANDOREL ECUADOR

13 PRODUPLANT SA 1 DIBEAL CIA. LTDA.
1
1

IND.ECUAT PROD.DE ALIMENTOS C A

—_

14 PUNTO CALIENTE S.A. PUNCALSA ! DISNACS. A
15/ QUIMICA SUIZA INDUSTRIAL DEL ECUADOR QSI S A FBRICAJURIS C.LTD

16 RIKOCOM ALIMENTOS S.A 1§ GOODFOOD DEL ECUADOR GEE S.A
17 SAZONADORES DEL PACIFICO C.LTDA 1y INDUSTRIA AGRIOLA EXP. INAEXPO
18 SUMESASA. 1 NESTLE ECUADOR S.A

19 SUPERCINES SA. 19 PAPIZZEC CIA LTDA.

2 TIOSASA pAl QUALAECUADOR SA.

2 TROPICALIMENTOS SA. 2 QUIMICA COMERCIAL CIALTDA.

22| SNACKS AMERICA LATINA ECUADOR
23 SUPERMERCADOS LAFAVORITAC A
24| THEEXOTIC BLENDS CO. BLEXOTIC SA

Prepared by: Romero, Pamela Source: Central Bank of Ecuador

37



Table 16: OAE-accredited laboratories that test codiments and mixed seasonings
(2103.90.20.00) during the period 2010-2014

OAE-accredited laboratories that test condiments and mied seasonings (2103.90.20.(
during the period 2010-2014

# GUAYAQUIL i QUITO

1 AVILES Y VELEZ ‘AWVE’ 1| LABORATORIO GUIJARRO LASA SA.

2 LABORATORIO LAZO 2 LABORATORIO MULTIANALITYCA

3| SGS DEL ECUADOR-LABORATORIO SECTOR AGRI| {3 LABORATORIOSP

Prepared by: Romero, Pamela Source: Ecuadorian Accreditation Organization

Using Table No. 15 importers can see the sub-hga2ii03.90.20.00 during the period
2010-2014. Nationally there are 49 importers, ofolwt21 of them are located in the city
of Guayaquil, 24 in Quito, 2 in the city of Cuendan the city of Quevedo, 1 in the city
of Manta.

Table No. 16 shows the number of OAE-accreditedriatiories performing tests on
condiments and mixed seasonings under tariff saolihg 2103.90.92.00 from 2010 to
2014. In this context, there are a total of 6 labaries, of which 3 of them are located in
the city of Guayaquil and 3 in the city of Quito.eWan presume that UDALAB does
not need to test condiments and mixed seasonimgmfmrters in Quito or Guayaquil;
because, as we can see in the tables, both impamer laboratories are in the cities of
Quito and Guayaquil. UDALAB would be unproductieghey promoted their services

to importers in Quito and Guayaquil; since, as jmesly explained, these would
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unnecessarily need to send samples to laboratori€sienca when they already have
labs in their own cities or in cities in closer yiraity. However, UDALAB could offer
their services to the two importers located in ¢itg of Cuenca, as the importers in
Quito and Guayaquil would probably opt for the s&8 offered by laboratories in their
own cities. As of 2014, there is no accredited tatmry by the OAE to perform tests for
these products in the city of Cuenca; thus, therecurrently no competition for
UDALAB in Cuenca.

After analyzing importers and laboratories it wasmauded that, regardless of FOB
value of imports obtained during the period 201Q40the sub-items with which
UDALAB can work are:

- 2106.90.10.00: Powders for the preparation of pugkli creams, ice creams,

desserts, jellies, and the like;

- 2007.99.92.00: Purees and pastes;

- 2103.90.20.00: Condiments and mixed seasonings.

These items have been chosen because they ddfardthers in that they have at least 2
importers in the city of Cuenca, where UDALAB coulffer their services in the future.
Importers of the sub-items mentioned, i.e. potérftiture customers of UDALAB,
located in the city of Cuenca ar®istribuidora de productos Jucremo Cia Ltda,
Equindeca, Lacteos San Antonio, Ortiz Jacome dee@ma) Alimentos Ecuatorianos

los AndesandCasa Comercial Almeida

Finally, it would be useless for UDALAB to work withe sub-heading 2101.10.00.00,
despite it having the highest FOB import value tfog period 2010-2014; there are no
importers in the city of Cuenca of this product fanich UDALAB could offer their

services. Potential customers of this sub-headiagnethe cities of Quito and Guayaquil

where existing accredited laboratories can offer shme services; the same applies to
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the sub-heading 2004.10.00.00 which unfortunately tine third highest FOB import
value in the period 2010-2014.

1.4Frequency of imports

It is important to determine the frequency with @hithe importers of Cuenca are
entering the country with their chosen productsprider for UDALAB to have a clear
idea of how many tests they should cover in angmiyear and identify which importers
would be good clients if they achieve internatioaetreditation. Consequently, during
2014, after the came into force of COMEX Resolutlit6, the following has been
identified:

Table 17: Frequency of imports by tariff sub-headiry and importer in the city of
Cuenca in 2014

RUC |mporter Tariff sub- Product # of times
heading imported in 2014

30001102400]  LACTEQS SAN ANTONIO|  2007.99.92.0 A";"e ‘I’ "e;‘? Pulp 1

19016748800]  EQUINDECA 2106.90.10.00 outre St )

Apple and pear puree

19014739800 JACOME Y ORTIZ 2007.99.92.00 1

190336603001 ALIMENTOS EC. LOSANDES  2103.90.20.00TABASCO BRAND ( PEPPER SAUCE) 1

Prepared by: Romero, Pamela Source: Ecuapass / Central Bank of Ecuador

In table No. 17 it can be seen that during 201%rahe came into force of COMEX
Resolution 116l .4cteos San Antonis the company that has the most imports, with the
exception of apple and peach pulp. SeconBdaindecawith only 2 importations of
neutral stabilizer. FinallyJacome y Ortizand Alimentos Ecuatorianos los Andese
located in last place with only 1 import for theayeof Apple and pear puree and

TabascdBrand (pepper sauce), respectively.
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The importersCasa Comercial AlmeidandDistribuidora de productos Jucrenttave
not been included in the table above because thegrtt imported restricted products
since 2011 and 2014; consequently, we can deterthiege two importers are not
prospective clients for UDALAB. However, as candgen in the table above, the three

chosen sub-headings remain.

Finally, after analyzing the frequency of importge can conclude that if UDALAB
achieved 1SO / IEC 17025 accreditation on seleadpets they must perform
approximately eleven additional tests per yearpaohately, up until 2014, there are

only four importers located in Cuenca that reqthese services.

1.5Determining the scope of accreditation - test metttb

The National Council Quality, in its Resolution N@1-2008, determines that it is the
duty of the state to safeguard the health andysafatesidents and avoid environmental
pollution and damage to the ecological systemsf@osuch effects, it is necessary to
promote compliance with standards and technicallagigns for both domestically

produced and imported products. Such technical laégas, in order to achieve

compliance, must have legitimate objectives defisalély in terms of the properties of
use, employment, and performance of products andcse to which they correspond

and not by their design or descriptive characiesgNational Council Quality).

Against this background, since for each produchwiteach sub-heading there is an
international standard and individual technicaluisgments, the tests required may vary;
but, given the nature of each sub-heading’s predontist have common characteristics
and thus require similar tests.

For each sub-heading, some of the necessary asayseashown in the following tables,

these were determined using a reference produeiaidt sub-heading.
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Test methods for sub-heading 2106.90.10.00: Powder the preparation of

puddings, creams, ice cream, desserts, gelatins,catine like

Table 18: Physicochemical requirements for sub-hedcg 2106.90.10.00

REQUIREMENT TEST METHOD
Total Fat I1SO 8262-2, or ISO 7328 or
AOAC 33.8.05 (952.06)
Dairy fat NTE INEN 012

NTE INEN 014 (SO 3728

Total Solids or AOAC 33.8.03) (941.08)
Dairy protein NTE INEN 016
Weight/volume AOAC 33.8.01 (968.14)
Cholesterol NTE INEN 729

Arata / thin layer
Artificial colors chromatography

Source: Technical Regulation INEN 070

Table 19: Microbiological requirements for sub-heaéhg 2106.90.10.00

REQUIREMENTS TEST METHOD
NTE INEN 1529-5 (ISO 4833 or
Counts of mesophilic microorganisms, CFU/ g ISO 6610)
Counts of coliforms, CFU/ g NTE INEN 1529-7 (I1SO 4832)
Counts of E. Coli, NMP / g NTE INEN 1529-8 (1SO 4831)
Counts of molds and yeasts, CFU/ g NTE INEN 1529-15 (1SO 6611)
NTE INEN 1529-15 (I1SO 6785 or
Detection of salmonella/25g ISO 6579)
Bacillus cereus CFU/ g AOAC 980.31/983.26

Source: Technical Regulation INEN 070



Test methods for sub-heading 2007.99.92.00: Puresasd pastes

Table 20: Physicochemical requirements for sub-heaag 2007.99.92.00

FRUIT Scientific Name Minimum soluble solids NTE
INEN 380
Acerola cherry Hm ap B0
Apricot marml— ”.5
Cranberry T I:"I"": T ""—I """"""'""‘"i L Jfﬁ:l:l“
Vacoinkim corpmbosurm L
Veoinum angustipliem
Araza fruit _Ehw‘m Fipiana 48
Babaco Lanca penlagons Helb 50
Banana Mena, EOP 2o
Borojo fruit Horojoa spp 0
Gooseberry Aaios chramis 50
Plum Prunus domeshica | 120
Coconut (1) Cocos nucilipm . g0
Coconut (2) Loens nutlevs L 40
Peach HMML B0
Strawberry FFWIPF a0
Red raspberry Feibus inasus | 10
Blackberry Rubus ocoiderfaks L 110
Guanabana Anong mireais L 1.0
Guava Paefim M‘!"‘E L g0
Kiwi Actinicia dolizoss Ao
Litchi fruit Lileh chinenais 1.0
Lime Cifrues purantifola 45
Limon Clh'lﬂ'_![g_'! L 45
Mandarin orange l:ﬂ]'l.ﬂl‘ﬁm ‘H:I,l:l
Mango M'ﬂml 1.8
Apple Mol dovnesica Bakh a0

Source: Ecuadorian Technical Standard INEN 2337
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Table 21: Microbiological requirements for sub-heaéhg 2007.99.92.00

n m M c Test Method
Coliform MPN / cm® 3 <3 - 0| NTE 1529-6
Fecal Coliform MPN / cm® <3 ) 0 NTE INEN
1529-8
Clostridium spores count 3 <10 - 0 NTE INEN
sulfite reducers CFU / cnd 1529-18
REP standard plate count | 3 | 1.0x16[1.0x16| 1 NTE INEN
CFU / cn?’ 1529-5
Molds and yeasts count UP| 3 | 1.0x16|1.0x16| 1 NTE INEN
/ e’ 1529-10

Source: Ecuadorian Technical Standard INEN 2337

Test methods for sub-heading 2103.90.20.00: Condints and seasonings

Table 22: Physicochemical requirements for sub-hean 2103.90.20.00

TOMATO DRESSING
REQUIREMENT UNIT - TEST METHOD
Min Max
Soluble solids at 20 degrees |% (m/m) 18 - NTE INEN 380
celcius excluding salt
pH -- - 4.5 NTE INEN 389

Source: Ecuadorian Technical Standard INEN 2525
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Table 23: Pollutants for sub-heading 2103.90.20.00

REQUIREMENTS UNIT MAXIMUM LIMIT | TEST METHOD
Arsenic, As mg/kg 0.2 NTE INEN 269
Lead, Pb mg/kg 0.3 NTE INEN 271
Copper, Cu mg/kg 5 NTE INEN 270
Tin, Sn mg/kg 250 NTE INEN 385
Mercury, Hg mg/kg 0.05 AOAC952.14

Source: Ecuadorian Technical Standard INEN 2525

Table 24: Microbiological requirements for sub-heaéhg 2103.90.20.00

REQUIREMENT n C m M TEST METHOD
Mold content (hyphae), number NTE INEN 1529-12
of positive fields in 100 fields 40 -
(Howard's method), %
Aciduric bacteriaCFU/ g 5 0 <10 - NTE INEN 1529-5
using

thermoacidurans

agar, incubated at

55 degrees celcius
for 48 hours

Source: Ecuadorian Technical Standard INEN 2525

In the tables above we can see the microbiologiodl physicochemical requirements
for certain tariff sub-heading products. Consedyeiitwas determined that INEN rules
allow some testing with INEN exclusive methods &aydAOAC methods. Later on we

will investigate if UDALAB performs all of the redgred testing methods.
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Conclusions

With COMEX Resolution 116 coming into force, manyporters have experienced
problems when importing products. Foodstuffs that waithin the Resolution are of
interest to UDALAB as the INEN accepts tests frontaboratory accredited by the
OAE.

Therefore, through import statistics for the perR@ll0-2014, followed by a study of
monthly imports by sub-heading, an analysis ofrthmber of importers and number of
accredited laboratories, we determined that the-hsaloings that UDALAB could
service are: 2106.90.10.00, 2007.99.92.00, and .2002.00, corresponding to
powders for the preparation of puddings, creanes,cieam, desserts, gelatins and the

like; purees and pastes; and condiments and mea&sbsaings.

If UDALAB wants the ISO / IEC 17025 accreditatidarmust perform tests on products
of the three sub-headings chosen; thus, the ldthaae at least a total of four importers
in Cuenca who can promote their services, which l&wvauean more work for the
laboratory and thus more revenue. It is importhat UDALAB thoroughly analyzes the
methods and types of tests of these three subsitegnaell as the differences between

the products.

Finally, in order to offer tests for food produdtsat these four importers in Cuenca
require, UDALAB will have the opportunity not ontg get international accreditation
ISO / IEC 17025, but will also be the pioneeringdeatory in the city of Cuenca in
having the faculty and approval of the OAE to perfatests on imported products.
However, it is important to emphasize that the otyCuenca has universities such as
the University of Cuenca, the Salesian Polytechdimversity, and the Catholic
University of Cuenca which have food laboratoriakhough, for now, they are not
accredited by the OAE. If these institutions dideige accreditation in the future it

would mean competition for UDALAB.

46



CHAPTER 2: ANALYSIS OF THE INTERNATIONAL STANDARD | SO/IEC
17025

Introduction

ISO / IEC 17025: 2005 is responsible for the regomaof laboratory proficiency testing

and calibration.

The first version of the requirements and spedifices for the competence of testing
laboratories began with the implementation of ISEC Guide 25, which was replaced
years later by the ISO / IEC 17025.

ISO / IEC 17025 referred to the ISO 9001 and 9@@#&ch was amended by the ISO
9001:2000 and updated to the ISO / IEC 17025. 1@52@he second version of the
standard was created, certain clauses of the domterthe ISO 9001:2000 were
incorporated and amended, which concludes thatrdatmdes comply with 1ISO / IEC

17025 and meet the requirements of ISO 9001.

In this chapter we will discuss the Internationtriélard, specifically the administrative
and technical aspects; identifying those requirdsjgorocesses, and demands that the

rule details.

2.1Management Requirements

2.1.1 Organization

According to the International Standard ISO / IEXD25, a laboratory must be an entity
with legal responsibility, so that compliance witte requirements of the International
Standard satisfies customers, authorities, andnaatons providing recognition. It is

important that the laboratory management systenersopermanent installations in the
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laboratory, as well as those installed outsidepd@nanent site, and that the laboratory
also carries out various activities for testing ahduld define the staff’s responsibilities

in each area to avoid potential conflicts of ingtre

In addition, the laboratory should havehbmanagement and technical staff, it should
have the authority to perform their tasks, and atmitate on the implementation,
maintenance, and improvement of the managemerdrsy$t this sense, it is everyone’s
responsibility to initiate actions to prevent ommiize deviations from the management

system or testing procedures which may occur iraberatory.

2.1.2 Management system

According to the ISO / IEC 17025:2005, and accaydim the scope of activities of the
laboratory, it must implement and maintain an appate quality management system
and processes. The different systems, policiessepiires, and instructions shall be
documented to ensure the quality of the resultsdddumentation must be available and

known by the relevant staff.

With respect to the quality management system,ldberatory must have a quality
manual as the standard requires, it should refathéoprocedures used in technical
support and laboratory activities, and should alsthne the duties of those responsible
for ensuring compliance with this standard. Top agament is responsible for the

issuance and review of the manual. As basic reougings the manual should include:

a) Professional and good practice commitment from @®emhanagement to
customers.

b) A statement of the type of service provided byldimratory; likewise in charge
by management.

c) The purpose of implementing the quality manageragsiem.

d) A requirement that all personnel concerned withinigsactivities are familiar

with the documentation regarding quality and pekciand
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e) The commitment of the management of compliance iité international

standard and continuous improvement of the managgesystem.

In this context it is important to note that senmanagement is challenged to provide
evidence of the implementation of the managemestesy and continuous improvement
thereof; revealing to its employees the importaméecomplying with the legal

requirements of the standard and duties to itetdie

2.1.3 Control of documents

In this section the International Standard deseribe responsibility that the laboratory
has to establish procedures for control of documémat are part of the management
system, such documents shall be reviewed and aggrby the authorized laboratory
personnel prior to issue. Importantly, documentsy rha constantly reviewed and
modified only by those who made the original inertéo ensure compliance with the
applicable requirements; plus, the documents shoaveé a date of issuance or revision,
page numbering, and a brand that indicates theoértde document and the persons

responsible.

When possible, the amended text or the new sentigst be identified in the annexes.

Finally, the amendment of documents by hand isadtbuntil the new version is edited.

NOTE 1: In this context the term “document” can mégolicy statements, procedures,
specifications, calibration tables, charts, manuglesters, notices, memoranda,
software, drawings, plans, etc. They may be onowuarimedia, whether in paper or

electronic media, and can be digital, analog, piatohic, or written.®

2.1.4 Review of requests, offers, and contracts

! International Standard ISO/IEC 17025, Pg. 4
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Similarly, this standard requires the laboratoryettablish procedures for the proper
handling of requests, offers, and contracts. Oralritten agreements entered into tests

on a product must record the following:

a) The documentation of the methods used.
b) The certainty that the laboratory has the capahalitd resources to meet the
requirements related to testing.

c) The test method used, capability of meeting theirements of customers.

It is necessary and appropriate for any differebetveen the order and the contract
established to be resolved before starting any wdfith respect to the contract, the
customer is to be mentioned on any deviation th&es. The contract must be
acceptable to the customer and to the lab. If treract needs to be modified once the
work has begun, it will be done throughout the eaviprocess with all parties duly

informed.

Finally, during the execution of the work, the lalist keep records of all conversations

with customers that are related to the demandsjregents, and/or expected results.

2.1.5 Purchasing of services and supplies

The International Standard 1SO / IEC 17025 stalted the laboratory must have an
appropriate procedure for the selection and pueclvdsupplies and services it needs.
The lab must ensure that the materials used gpedted and verified to comply with the

standard specifications or requirements defingtiéntest methods.

The laboratory should evaluate the suppliers andtmalso maintain the respective

record of the evaluations, as well as the listggfraved suppliers.
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2.1.6 Customer Service

Considering that customers value and recognize gootimunication, and consulting,
the laboratory should always be available to coagewith clients and their requests.
The international standard specifications state tiwa customer should have access to
areas where the tests are conducted, and alsotl@aveht to receive the objects used
by the laboratory for verification.

In the same context, it is important to mentiont tHaring all work performed the
laboratory must keep the client informed aboutattfivities. If there are any delays or

major deviations the customer must be made aware.

Consequently, the laboratory may get positive ogatige feedback. Surveys,
complaints, and reviews of tests are an exampfeeaafback, which will be useful to the
laboratory in improving its management system atated activities.

2.1.7 Control of tests or nonconforming work

According to the requirements and specificationthefinternational Standard, when the
result of the work of the laboratory does not complith the procedure or the
requirements agreed upon initially with the custgntbe laboratory should have a
policy and procedures to address the situationthla context, such policies and
procedures shall ensure that:

a) The respective responsibilities and authorities assigned when they have
identified the nonconforming work. If necessaryyttshould halt the work and
test reports should be retained.

b) An assessment of the nonconforming work is made.

c) Immediate correction of the nonconforming work iada.

d) If necessary, customer is notified and work is iteda

e) Responsibility for authorizing the resumption ofrv@s established.
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NOTE: “nonconforming work or problems with the mgeaent system or with testing
activities or calibration points management systmmi technical operations can be
identified. Customer complaints, quality contratstrument calibration, checking of
consumable materials, observation or supervisiostaff, verification of test reports,
and calibration certificates, management reviewd amernal or external audits are

examples.®

2.1.8 Control of records

The Regulations of the ISO/IEC 17025 specifies th#& essential that the laboratory
has a reliable and safe place for the storageanirds. All records must be legible and
must be preserved so that they are readily retrleval’he lab should set a period of
retention of records, whether on paper or in digdan.

2.1.9 Internal audits

Based on the requirements of the Internationaldgtah periodically, and with set dates
in a calendar, the laboratory must conduct intemadits of its activities to verify
compliance with the requirements of the managensgstem and the International
Standard. The audit should consist of the evaloatd the management system
including testing activities. Only qualified persowill be responsible for such audits. If
as a result of audits doubts about the effectivermédaboratory operations is found,
validity of the test results should promptly take torresponding corrective actions. For
these reasons it is important that the area beidgea be recorded, as well as the results

and possible corrective actions that may havemase result of the findings.

On the other hand, the intervention of director&a@mportant. In this regard, they must

annually perform a review of all processes perfarnre the laboratory. Complaints,

! International Standard ISO/IEC 17025, Pg. 7
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corrective actions, assessments by external bagjestts from management, and results

of internal audits, are elements to consider foieng by the directorate.

2.2 Technical requirements

2.2.1 Overview

The accuracy and reliability of test results depenctertain elements; such as: human
factors, installations, test methods, samplingdhiag, etc. Consequently, the laboratory

should consider all these factors for good perfarteaand implementation of activities.

2.2.2 Personnel

According to this standard, it is necessary to en$loe competence of the people who
work in the laboratory in the fields of operatidneguipment, testing, evaluating results,
etc. Each person must be able, show abilitieslsskild education in the field of work

required.

The laboratory is responsible for compliance witte tspecified requirements for
certification of personnel; these requirements ¢en constituted as a regulation,
laboratory standard or simply a requirement by dbstomer. The profiles of the jobs
should be updated and defined in different ares. Management will be responsible
for formulating the goals, policies, and procedués respect to education and training
of staff; permits of members to perform certainwaieés should be registered, available,

and sorted according to the date of confirmatiothefauthorization.

It is desirable that the personnel responsiblefnions and interpretations, in addition

to having a qualified work in the laboratory, havknowledge of the technology used in
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the manufacture of the tested products, as wellkre®wvledge of the applicable
requirements of legislation and standards.

2.2.3 Accommodation and environmental conditions

It is a requirement of the international standdrat t@ll facilities, including power and
lighting sources, facilitate laboratory work; esip#ig in conducting tests. The staff
responsible must ensure that the environmentalitonsl do not affect results; the lab
should take extra care to ensure separation froghbering areas to avoid possible
cross contamination. The administration should tsteps to ensure proper cleanliness
and order within the laboratory.

2.2.4 Methods of testing, and calibration and validationof methods

This standard requires that laboratory testing yapible respective methods and

procedures for all activities, these include: sangplhandling, storage, and preparation
of items. It is optional the estimating of uncemtaneasurements, as well as statistics
techniques for data analysis.

When the customer does not specify the methods tesed, the laboratory must use test

methods that achieve customer satisfaction. Itesommended that international,
regional, and national standards be published;rengsthat the latest methods are used.

2.2.5 Non-standard methods
If the use of non-standard methods is required, diferent methods developed by the

laboratory, the method to be used must first beamal by the client. It should be noted
that the method to be developed must be validaefdrd use; validated means
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confirmation by examination and provision of objeetevidence that the requirements

for a specific use are met.

For new test methods, the following information slddbe included:

a) Proper identification;
b) The scope;
c) The description of the type of item to be testedadibrated;
d) Parameters or quantities and ranges to be deteimine
e) Appliances and equipment, including technical pannce requirements;
f) Reference standards and reference materials réeguire
g) Environmental conditions required and any staliliraperiod needed.
h) The description of the procedure, including théokelng information:
* Placement of identification marks, handling, traoréipg, storing and
preparation of items;
» Verification is done before starting work;
* The verification of the correct functioning of tleguipment and, where
required, calibration and adjustment before eaeh us
» The method of recording the observations and r&sult
» Safety measures to be observed.
i) The criteria or requirements for approval or re@tt
j) Data to be recorded and method of analysis aneptason;
k) Uncertainty, or the procedure for estimating uraiaty.

2.2.6 Estimation of measurement uncertainty

According to the standard, the laboratory perfogniis own calibrations shall enforce

appropriate procedures for estimating uncertaifity@asurement.

! International Standard ISO/IEC 17025, Pg. 14
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“In some cases, the nature of the test method maglymsle rigorous calculation,
metrologically and statistically valid measuremamticertainty. In these cases the
laboratory shall at least attempt to identify A tomponents of uncertainty and make a
reasonable estimation, and shall ensure that time &b reporting of the result does not
give a wrong impression of the uncertainty. A readide estimate should be based on
knowledge of the performance of the method andhenmieasurement scope and shall

make use, for example, experience and validatiatatf™

NOTE 1. The degree of rigor needed in an estimatiboncertainty of measurement

depends on factors such as:

- The requirements of the test method,;
- Customer requirements;
- The existence of narrow limits on which decisions conformance to a

specification are based.

2.2.7 Equipment

International Standard requires that testing latiooies have all the equipment necessary
for their different activities ranging from samminmeasurement, testing, processing,
and data analysis. Should the need arise for t#feguipment, the lab should ensure

that it complies with the requirements of the Int¢ional Standard.

Within the equipment, the lab should also consither software the laboratory uses.
Before using a computer or software, the lab musify that the correct operation is
performed by authorized personnel only, who in tonust have the appropriate manual
for the use and handling of said equipment. Equigrtieat has been subjected to misuse
or overload, and as a result gives inconclusiveltgsshould be isolated from laboratory

service.

! International Standard ISO/IEC 17025, Pg. 23
% International Standard ISO/IEC 17025, Pg. 15
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Finally, the lab should take into account the failog concerning the usage of standard

equipment used in testirg:

a) The identification of equipment and its software;

b) The manufacturer's name, model identification, aemumber, or other unique
identification;

c) Checks that equipment complies with the specifcati

d) Current location, where appropriate;

e) The manufacturer’s instructions, if available, eference to their location;

f) Dates, results, and copies of reports and cetidfscaof all calibrations,
adjustments, acceptance criteria, and the dueodiaiext calibration;

g) The maintenance plan, where appropriate, and nmginte carried out to date;

h) Any damage, malfunction, modification, or repairegfuipment.

2.2.8 Traceability of measurements

According to the International Standard, the progffar calibration of equipment for
testing laboratories should be designed basedeinthrnational System of Units (SI).
In case of uncertainty, product calibration shootd affect the total uncertainty of the
test result.

2.2.9 Sampling

According to ISO/IEC 17025:0025, it is requiredtttiee laboratory have a strategic plan
for the sampling of products, these should be basestatistical methods and take into

account the factors to be controlled and managedsare the validity of results.

! International Standard ISO/IEC 17025, Pg. 17
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Note 1: sampling is a defined procedure that tgkms of a substance, material, or
product to provide a representative sample of thelevfor testing or calibration. In
some cases (e.g., in forensic analysis), the samalg not be representative but is
determined by availability.

In this context, the laboratory must have the prggecedures, statistics, environmental
conditions, and identification of the people invadvthat allow it to record data and

transactions with respect to sampling.

2.2.10 Handling of test items or calibration

The manipulation of the test products is very im@or during the process; the
International Standard requires that the laboratdrgve procedures for the

transportation, receipt, handling, and protectibauzh products.

Items or products to be tested must be easily e, and are not to be confused with
other products being tested; if necessary, theréabry should be subdivided into

groups of items.

In the absence of sufficient information of themtéo be tested, the standard requires
that the laboratory inform the customer and recenstructions accordingly before
beginning any work.

2.2.11 Quality assurance of test results

The results of the test shall be recorded with utreost care and accuracy, this is
required under the rules of ISO/IEC 17025:2005 .uRieg) data should be stored so that

! International Standard ISO/IEC 17025, Pg. 20
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it can easily identify trends and statistical tages. The review of the results should be
reviewed and may include items such as:

- The regular use of certified reference materialsnternal quality control
using secondary reference materials,

- Participation in interlaboratory comparisons orfgiency testing programs.

- Duplication of tests or calibrations using the samethod or different
methods.

- Retesting or recalibration of retained items.

- The correlation of results for different charactgas of an item.

All selected methods should be based on the volmdeype of work to be performed

2.2.12 Reporting results

The reports issued by the laboratory results mastxpressed clearly, objectively, and
unambiguously. The test report should contain aformation necessary for
interpretation that the client requires.

Each report shall include the followiAg:

- Title

- Name and address of the laboratory.

- ldentification information, such as a serial number

- Customer identification, at least name and addvé#se customer.
- The method used.

- Description and status of the products tested.

- Date of receipt of the products tested.

- Date of the test.

- Reference test method used by the laboratory.

! (Norma Internacional ISO/IEC 17025 ,Pag 20)
2 (Norma Internacional ISO/IEC 17025 ,Pag 22)
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- If a statement of the estimated uncertainty of mesment is necessary.

- Test results with their respective measures.

- Names, positions, and signatures of persons refpen®r issuing the test
report.

- If appropriate and necessary, interpretations gcians.

- When necessary, a statement that the results leredbtained solely from the

tested items.

2.2.13 Modifications

The substantive amendments to be made to a test sduld be issued in the form of a
new document including the stateme®upplement to the test report, serial number

xxx Such amendments shall meet all the specifiedirements of this standard.

Conclusions

The International Standard ISO 17025 is the resiuthe evolution of the ISO family.
Thanks to the adaptation of this standard, fooaraiories can enjoy the prestige of
having the accreditation of an international rwete OAE. This standard addressed the
management side, as well as the technical aspédgboratory maintenance. The
International Standard requires laboratories tdyappguality management system and
technical processes based on a professional conemiitemd good practices by senior

management to customers.

It is important that food laboratories that meet tiequirements of the International
Standard are placed in a preferential position abthe other laboratories without
accreditation, as customers remain confident isg¢Haboratories. This is because the
control of records, the conducting of tests, th@@ag process, statistical techniques,

and uncertainty measurements are activities thatldhbe performed with absolute
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attention and care by the staff, and their acésigshould be within the legal framework

required by the International Standard.

Finally, it can be noted that laboratories seekimigrnational accreditation, and are part
of an institution or Company, should clearly deftheir responsibilities in relation to

the activities of tests and their entire managemeat each area, qualified personnel
should receive training for continuous improvemeand maintain a schedule for
internal and external audits. Also, to complete andduct tests, laboratories should
transport, receive, handle, and store samples ubgroper equipment, as well as

isolate all samples to avoid contamination.
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CHAPTER 3: CURRENT STATE OF UDALAB

Introduction

The University of Azuay, within its projects in tt@mmunity, has publicly made
available a food laboratory known as UDALAB,; it laegin 2011 and is located at Av.
24 de Mayo 7-77 and Hernan Malo, Faculty of Sciearcd Technology.

The lab is a subsidiary of the University of Azuthat carries out chemical and
microbiological analysis in water, soil, and foaaid also has the 1ISO 9001:2008, which
regulates quality management systems and requitsmbn this chapter, the current
situation of the laboratory, based on the abowvedstal, will be discussed.

3.1Food Laboratory UDALAB

UDALAB was created as a laboratory that providesises to the general public and at

the same time contributes to the interests of thiw&ysity in both teaching and research.

In this context, UDALAB offers the services of piga-chemical and microbiological

tests on food, water, and soil. With the scopéeffollowing tests:

Water analysis: Acidity, alkalinity, aluminum, cadmium, calcium, lohide, copper,
color, conductivity, chromium, COD (chemical oxygetemand), total hardness,
fluoride, phosphorus, iron, lithium, magnesium, geamese, nickel, nitrate, nitrite,
nitrogen ammonia, total nitrogen, dissolved oxygpHl, lead, potassium, dissolved
solids, settleable solids, total solids, sulfatebidity, zinc.

Soil analysis:cation exchange (sodium, calcium, magnesium, amaspmm), sodium,
calcium, magnesium, potassium, phosphorus, tatagen, and pH.

! UDALAB Quality manual, Pgs. 5-6
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Food nutrition analyzes: moisture, ash, acidity, protein, fat, fiber, depsH.

Microbiological analysis: Total mesophilic, total and fecal coliforms, moltsd yeasts,

enterobacteriaceae, staphylococcus aureus, saliaapel, listeria spp.

3.2Profile of the Organization

According to the UDALAB quality manual, the follomg general laboratory data is as

follows:

Name: University of Azuay, Laboratory Services “UDA Laiatories”
Address: Av. 24 de Mayo 7-77 and Hernan Malo

Phone: (07) 409-1000 ext. 441

Tax ID: 0190131777001
Webpage:http://www.uazuay.edu.ec/laboratorios

Number of employeest

The following is the personnel who currently wonkthhe food laboratory:

- Maria Fernanda Rosale®irector General

- Monica Tinoco UDALAB Director of Quality

- Dr. Piercosimo Tripaldi UDALAB Technical Director
- Ximena Orellana CONSEP Tech

- Johanna TacuriMicrobiology Laboratory Analyst

- Andrés Pérez Laboratory Assistant
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3.3 Quality policy

The quality policy, managed by the Laboratory Dioeate General and formed by the
Dean of Research, is handled based onSBE€UDAL-POL-001 UDA Laboratories

Manual.

The Directorate General is committed-to:

» Ensure legal compliance.

» Ensure the reliability of the results.

* Maintain competent staff.

* Ensure that instruments, equipment, and methodsadeguate to maintain
quality of the testing and results.

* Ensure the confidentiality of customer results.

* Ensure continuous improvement of laboratory praeess

» Meet the stated objectives.

* Ensure customer satisfaction.

3.4 Quality management system

In the UDALAB quality manual it states that the dafitory maintains a system of
guality management, based on the applicable regemés in ISO 9001:2008, “Quality
Management Systems.” UDALAB, through the Directer&@eneral Laboratory, shall
establish, document, implement, and maintain caootis improvement of the
effectiveness of its quality management systemhBa&ar a compliance review of the
points based on the procedure DEUDAL-P-001 shakd place.

! UDALAB Quality Manual, Pg. 21
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It is important to mention that the qualificatiohpersonnel and training activities are of
great interest to the institution to improve its &ty Management System. These
activities are carried out through the work of Hheman Resources Department, with the

cooperation and participation of external expertshe laboratory.

3.50rganizational Structure of UDALAB

lllustration 12: Organizational structure of UDALAB

Quality Committee

[ pirectorate |
1

[ = Purchasin |
Analysts Head of
CONSF!
| Human

Author: UDALAB Source:UDALAB Quality Manual

As shown in lllustration No. 12, the structural anggation of the laboratory is very
organized. At the head is the Quality Committedp¥eed by the General Directorate,
and then the following departments: Directorateoflity, Technical Directorate, and

Support from different departments (Purchasingted®e, HR, and Accounting).

The Quality Committee consists of: the Director &ah of Laboratory Services, the
Deputy Rector, the Dean of the Faculty of Scienad @echnology, Administrative
Finance Dean, the Director of Quality, and the Tecdl Director; these all have the

following functions?

! UDALAB Quality Manual, Pg. 9
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- Strengthen and evaluate laboratory services.

- Strengthen the view of monitoring oriented to contius improvement.

- Institutional commitment to continuous improvement.

- Provide added value over action strategies of ktloy services.

- Approve the Quality Manual.

- Provide information to interested parties on theplamentation and
monitoring of the Improvement Plan.

- Detect problems for the implementation of conceatigons.

- Establish appropriate communication channels betvegoratories services
and the University of Azuay, along with customand suppliers.

- Plan and allocate tasks, and exercise regular oromgt of the
implementation thereof.

- Inform the highest authority of the University ozday through its delegate.

The Directorate General has the following respatitis:*

- The responsibility and authority to ensure that thanagement system
implemented will be maintained, updated, and retseat all times.

- Coordinate directly with the Directorate General pnlicy decisions,
objectives, and resources of the laboratory.

- Billing, financial reports, and taxes to the Depseht. Accounting of the
UDA.

- Signing results and authorize their delivery totoosers.

- Schedule internal and external audits requirechbyQuality System.

- Document review management system implemented.

- Together with the Director General, review and ngamaent of
measurement, analysis, and continuous improvenidabaoratories.

- Manage customer satisfaction.

- Petty cash management.

- In addition, take care of the customer and billivtgen warranted.

! UDALAB Quality Manual, Pg. 9
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The Technical Department meanwhile has the respitihsto provide the resources for
full compliance with the required standards in ¢iperations of UDALAB

Finally, support departments are split into WaredguPurchasing, Accounting and
Human Resources as described in the UDALAB Quahtgnual, these work
synergistically for the proper development of laiory activities and customer

satisfaction.

The following table shows the process map of UDALAR the relationship between

the different departments.
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[llustration 13: UDALAB Process map

MAP OF UDALAB MACRO PROCESSES P-0 I
I STRATEGIC PROCESS I
I SYSTEM QUALITY CONTINUOUS CLIENT
SENIOR N(':_’l;‘GEMENT MANAGEMENT IMPROVEMENT MANAGEMENT I
:DI (°-2) *3) (p-4) |<:D

ENTRIES: Customer Needs
0BQPI) PUB UOIIIEYSIIES JAWOISND :STYNLYVAIA

Author: UDALAB SourcdJDALAB Quality Manual

3.6 Control of quality records
UDALAB keeps all their quality records documentegd dncoding of name, code, and

version of each file; thus, the lab ensures thfmrimation is recoverable in addition to

being protected in physical and digital form.
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3.7Responsibility, authority, and communication

According to the UDALAB Quality Manual, the authiies and responsibilities of
personnel are defined according to the “Methodoltayythe outlining of job profiles
(FL)” format. In this guide, the actions and resgibilities of each relevant employee in
the quality management system are detailed. Theopeel working in UDALAB are
competent, i.e. they have an adequate educati@egbound, as well as having the

skills and experience required by the laboratory.

Internal communication of the laboratory is extrgmmportant for the development of
activities; therefore, internal mail is constantgndled with return receipts, written

communication, and regular meetings.

3.8Scope

According to the UDALAB Manual, the laboratory isvzidied into two test laboratories:
the chemical laboratory and microbiological laborat Once the sample is received, the

lab proceeds to analyze, report, and producedesitts.

It should be noted that UDALAB does not perform péng operations; rather, as
mentioned before, the lab receives samples provijedustomers for conducting the

tests.

3.9Equipment, suppliers, and documentation

UDALAB, in order to conduct reliable, secure, arpbated tests, details in its Quality
Manual that equipment and reagents used undergotenance and internal controls
from time to time. It is for this reason that tlaodratory ensures that their computers

arel

! UDALAB Quality Manual, Pg. 32
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- Calibrated and verified with the necessary adjustse
- ldentified to help determine its calibration
- Protected against adjustments that would invalitte@eneasurement result

- Protected against damage during handling, maintenamd storage.

For recruitment and approval of suppliers, UDALAB based on the evaluation
procedure and approval of suppliers ADMUDAL-P-002.

With regard to documentation, the laboratory penfortesting operations based on
internal or external documentation. Authorized perel for the management of
information consists of the Director General, Quyabirector, and Technical Director,
these are responsible for reviewing, approving, sembrding all documents; whether
they are management procedures, instructions, mant¥et results. Thus, the

confidentiality of information and user satisfactis guaranteed.

Finally, all documentation issued by the laboratisyregistered electronically and
physically, complying with the SGCUDAL-P-002 dueopess control document, which
states the following:

a) Approval of documents to verify that the contentaigpropriate to the
documentation requirements.

b) Review and update documents as necessary and agpagain when they
are modified.

c) Ensures that changes and the current revision sstatudocuments are
identified.

d) Ensures that appropriate revisions of applicableudw®nts are available at
points of use through the physical file.

e) Ensures that documents remain legible and readigtified by name, code,
and date of issue.

! UDALAB Quality Manual, Pg. 19
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f) Ensures that documents of external origin are ifleditand their distribution
controlled.

g) Prevents the unintended use of obsolete documgnstobing them in the
“obsolete” folder as historical documentation.

3.10 Customer Service

Good customer service is paramount to UDALAB. la Quality Manual, it states that
the General Directorate is responsible for the iapple requirements made by the
customer. It is for this reason that UDALAB maimtsi in a documented and formal
manner, the customer requirements with regarddaaests to be conducted; and, through
the SGCUDAL-P-012 procedure manual for samplesfatewing is defined

a) The requirements specified by the customer, thraogbices, are approved
by the customer; indicating therein, when deeméal/amt, the requirements
in terms of delivery activities.

b) Requirements not stated by the customer but negeisathe proper use of
the product.

c) Statutory and regulatory requirements related égptioduct.

d) Additional requirements specified by UDALAB.

When customers want the sample to be returnedatbioeatory has written in its Quality
Manual that this will be maintained and manipulatesbmuch that the client will not

have any problems.

Finally, authorized personnel will analyze complgjrsuggestions, and reports obtained

from customer evaluations, with the aim of findwgportunities for improvement.

! Manual de Calidad UDALAB, Pag. 27
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3.11 Review of requirements related to the product

According to the UDALAB Quality Manual, the labooay, before committing to the
testing of a certain product, makes a review ofrdgplirements. Based on the sampling
procedure SGCUDAL-F-001, the laboratory ensures’tha

a) Customer requirements are clearly defined and decbin writing.

b) The installed capacity of UDALAB is able to mee¢ tefined requirements.

All customer requirements are recorded in writiagd, once the sample is received in

the laboratory, the management is responsiblenfoconservation of the sample.

3.12 Monitoring and measurement of product

According to the UDALAB Quality Manual, the resutiEchemical and microbiological
tests determine the final result of the tests; hawnethe final report will have to be

reviewed and signed by the Technical Director andli§y Director before it is issued.

3.13 Control of product conformity

In case of disagreements with the product, UDALABrough its Quality Manual,
specifies that through the management, supplies, @onconforming equipment,
SGCUDAL-P-007, any nonconforming product shall dentified. Furthermore, the
respective records evidencing such complaints bellkept; equally, UDALAB will

undertake corrective and preventive actions asogpiate.

3.14 Purchasing process

! Manual de Calidad UDALAB, Pag. 28
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Through the Quality Manual, UDALAB ensures that tpeocurement process is
appropriate.

The ADMUDAL-F-011 order registration for suppliesnaterials, reagents, and
equipment is used to ensure the proper informasiamcluded for processing purchases.
This record included"

- The product ordered.

- The amount and presentation.

- The specific characteristics of the product, ifessary.

- The qualified supplier of the product, reactive, requested equipment is

recommended.

3.15 Verification of purchased product

Inputs, reactive materials, and equipment, beforerang operation, are tested and
reviewed according to the reception procedure inetvause Boudal-P-001. Later on,

payment and inventory of the sample is taken.

3.16 Identification and traceability

The UDALAB Quality Manual states that the laborgtehould identify the test, as well
as samples. By recording the test under SGCUDALL-E-GSGCUDAL-F-018, and
SGCUDAL-F0O01 registration codes, the laboratory nteans order and prevents

confusion.

It is important to mention that UDALAB also has ogfs of physical, chemical, and

microbiological tests.

! UDALAB Quality Manual, Pg. 29

73



3.17 Internal audits

For UDALAB, audits are objective processes thaetako account the areas audited,
the results of previous audits, and audit manadgbose performing the audit must be

impartial since they cannot audit their own work.

The UDALAB audit program, in accordance with theypsions of the Quality Manual,
is handled by the Quality Director. The criteriar fthe audits are based on the
SGCUDAL-P-006 internal auditing process.

3.18 Techniques of analysis and test methods

UDALAB uses analysis techniques based on INEN af@A& technical standards.

According to experts of the laboratory, in the cakeur selected products: powders for
desserts, gelatins, puddings, creams, ice creaththan like; purees and pastes; and
mixed seasonings; tests are performed based okQR&E standard because this method

is very similar to the INEN method but much faster.

By analyzing the test methods required for eachcsedl product in Chapter 1, it was
determined that UDALAB meets the requirements ur®AC standards, using the
Compact Drymethod, priced at $18 per test. However, the detation of soluble
solids of puree and pastes, seasonings, and vasandiments are an exception, since

the laboratory does not perform this test undergaricular method.

74



3.19 Revenues and expenditures

Table 25: Revenues and expenditures of UDALAB in 2@

2014 UDALAB FINANCIAL BUDGET

REVENUE usD
TESTS 11749.9
TOTAL REVENUE 11749.9
EXPENDITURES

MINOR MEDICAL INSTRUMENT 66.18
CLEANING MATERIALS 83.73
CONSTRUCTION MATERIALS 11.83
OFFICE MATERIALS 334.96
LAB MATERIALS 1758.14
MEDICINE AND PHARMACEUTICAL PRODUCTS 27.04
OTHER 237.36
TOTAL EXPENDETURES 2519.24
ANNUAL INCOME 9230.66

Prepared by: Romero, Pamela Source: UDALAB auxiliary budget

Using Table No. 25, we see the UDALAB income angdamses for the period of 2014.
A total of $11,749.90 was recorded as income byfopming various tests. The

laboratory expenses totaled to an amount of $2281 . difference of $9,230.66.
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It is noteworthy that UDALAB, as a laboratory, dogst cover the salary of its staff,

these areas are covered by the University of Aasag dependent laboratory. The staff
are recognized as employees of the University aiaddzand not as direct personnel
linked exclusively to UDALAB; other activities by¢ staff may include teaching and

working in the laboratory.

Finally, the lab takes in approximately 30 wated &mod samples per month, 360 per
year; one person performs microbiological tests andther is in charge of physico-
chemical tests. The price per test ranges fromt@#33.8 depending on the type of test to

be performed.

3.20 Data analysis

The Directorate General is responsible for datdyais In this context, the following

information will be reviewed:

- Results of internal audits

- Monitoring of indicators of quality management

- Results of the review of actual and potential nariconity
- Analysis of customer complaints

- Analysis of the results of supplier evaluations

3.21 Exclusions

According to the 1ISO 9001:2008 guide, personneltrplemn and control the design of
the product; however, as indicated in the QualignMal, UDALAB focuses solely on
testing based orsStandard Methods for Water and Wastewat®©OAC, and INEN

standards.

! UDALAB Quality Manual, Pg. 34
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Similarly, according to 1SO 9001:2008, “the orgaatian shall validate any processes
for production and service provision where the tesy output cannot be verified by
subsequent monitoring or measurement and, as sqoasce, deficiencies become
apparent only after the product is in use or thevise has been provided.”

Nevertheless, UDALAB, through its Quality Manualndicates the possible

shortcomings of the products identified during tberse of their analysis.

Conclusions

UDALAB, being part of the University of Azuay, futlons as a service to the
community and the students. The laboratory perfdests for soil, water, and food. The
laboratory consists of two areas, chemistry andabiology, and has trained staff for

various activities.

It is noteworthy that UDALAB does business undee tiequirements of ISO 9001.
Consequently, the laboratory is committed to cust@nin the proper conduct of its

activities and quality processes, with internaliesjénd training of basic processes.

UDALAB has an organization and process map shovwhag there is a real connection
between areas that work together for the propdoprance of the activities within the
laboratory.

The laboratory meticulously manages its documeats] takes care of the areas,
equipment, and supplies. UDALAB handles both theeingng of the sample and the

testing thereof, but not it does not make the pcadu

UDALAB currently works with INEN and AOAC standardaOAC standards are best

used as these have shorter processes. In the fcase three selected sub-headings, in

! International Standard 9001:2008, Fourth edition, pg. 12
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conducting tests using ti@ompact Drymethod, UDALAB offers tests at an average

price of $18.

Finally, by analyzing revenue and expenditureseflab in 2014, it was determined that
UDALAB takes in more money than it spends. Howeireconsidering the salary of the
staff, we can conclude that the aim of UDALAB iss&rve students and the community

at large as the lab is subsidized by the University
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CHAPTER 4: CLOSING THE GAP BETWEEN THE CURRENT STAT E OF
UDALAB AND SPECIFICATIONS OF THE ISO/IEC 17025:2005

Introduction

ISO 9001 and ISO 17025 are international standdodis maintain their difference in

terms of requirements and demands.

Currently the food laboratory of the UniversityAfuay, UDALAB, has the prestige of
being certified under ISO 9001, for that reasothia chapter we try and identify the gap
between the above standard and ISO 17025 in ohdeérirt the future the lab can be
accredited by the OAE for meeting the requirementthe International Standard 1SO
17025. By receiving said accreditation, the lab pesvide services to importers who

need tests on their products for entry into thentigu

4.1 Missing requirements of the ISO/IEC 17025 certificiion for UDALAB

41.1 1SO 9001:2008 and ISO/IEC 17025 standards

The international standard ISO/IEC 17025, produaed2005 exclusively for the
regulation of testing activities, including sampliof testing and calibration laboratories,
has many more requirements than the 1SO 9001 smwmhs, which only gives the

specifications and requirements for the developroéatquality management system.

In this context, it is important to note that ISBX@ 17025 has the requirements of 1SO
9001, but does not require this certification gseaxequisite. Consequently, we reach the
conclusion that the ISO 17025 is a complement éagimlity management system raised

in the ISO 9001, developed specifically for testamgl calibration laboratories.
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4.1.2 Liability

While UDALAB can maintain its legal dependence ba tUniversity of Azuay, within

the requirements of 1ISO 17025, it is essential thataspires for accreditation, under
this standard, separation of the lab must be udergy defining the exclusive space of
the lab for tests rather than academic activitieshe case of students or individuals
who need to enter the accredited laboratory and thiseequipment, they must be

certified and trained to use said equipment.

Free access to the lab that students currently isaae important factor that could stall

laboratory accreditation.

4.1.3 Sampling

According to the international standard ISO / IET025, UDALAB would have to
perform the entire process of sampling and analgsisjust be responsible for receiving
and analyzing samples as before. In this senséalloeatory must implement a logistics
system that allows transport, receiving, handliagg protection of the sample to be
tested.

4.1.4 Test methods and instruments

Based on our selected products, it was determinadUDALAB performed trial tests
based on INEN and AOAC standards. However, in ofderUDALAB to receive
international accreditation ISO/IEC 17025 for powdesserts, purees and pastes, and
condiments and seasonings it would need to perftbentests based on the INEN or
AOAC standards. Depending on the product and régak INEN standards include a
more lengthy and costly process; thus UDALAB muasbke this method, unless INEN
validates the methods currently being used atabe |
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In addition, the laboratory should implement twavnests, such as soluble solids and
clostridium spores count, the same tests thateapained for two of the products chosen.
Currently, nothing compels importers to use UDALABey usually send their samples

to Guayaquil or Quito.

On the other hand, through an audit, it was detezththat the laboratory needed a few
instruments such as vacuum oven with a temperatngoller, set to 70 °C + 1 °C, and

weigh-substances bottles (instruments, which agh@amall, are expensive according to
Monica Tinoco, Director of Quality at UDALAB). Ifhe laboratory does not implement

these instruments it will not be able to perform tbsts according to INEN rules.

4.1.5 Measurement of uncertainty

According to the UDALAB Quality Manual, measurementuncertainty and statistical
techniques for the analysis of the data are optidn#, because these processes are
within the ISO/IEC 17025 accreditation requiremerntse laboratory should include
activities in the process of the measurement oketamty, traceability, as well as the

use of statistical techniques for data analysis.

4.1.6 Personnel

Although UDALAB has trained staff for carrying oité activities, the laboratory should
make an adjustment since ISO/IEC 17025 requiresenemmplex activities and

processes.

Activities such as the sampling process and thesiples division of the laboratory
activities are examples of actions that requirereatgr number of people to operate
UDALAB.
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4.1.7 Access to the laboratory

Because UDALAB belongs to the University of Azuagydents can use the laboratory
for different academic activities. Consequentlys tlhee access to the lab is a problem
for UDALAB to achieve ISO 17025 accreditation; #oit wants to get accreditation it

must find a way for only authorized personnel teehaccess to the laboratory, thus
separating the areas exclusively for the realimatb accredited tests and the area in

which students can enter and perform their acadantieities.

4.1.8 Cost of Accreditation ISO/IEC 17025
Seeking accreditation of ISO / IEC 17025 involvespections, reviews, requests, etc.
According to an invoice for OAE services (see Antigxaccreditation costs are divided
as follows:
General Accreditation Process:

- Initial opening of proceedings: $200
Evaluation Process:

- Insitu (lead evaluator): $ 1440 / 3 day trial

- Insitu (Evaluator 1): $ 960 / 2-day trial

- In situ (Evaluator 2): $ 960 / 2-day trial
- Documentary: $ 640 / 2-day trial

Accreditation certificate:
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- Accreditation certificate: $600

Annual fee:

- Use of logo and registration fee: $500

All these costs represent a total investment of@pmately $5,300.

Furthermore, the OAE staff must travel to the aitff Cuenca for the respective
evaluations, the logistical expenses will be chdrge the laboratory. Taking into
account the days of evaluation, and number pe@letlfe approximate extra cost is
about $800.

4.1.9 Training, consulting, and logistics

In order to ensure that UDALAB meets the requiretsef the OAE, prior to obtaining
accreditation, it is necessary for the laboratoryetain training and consulting services
for implementing the ISO/IEC 17025. In the cas&GIS Ecuador, certified by the OAE,
they maintain the following costs to provide comisig and training required by
UDALAB:
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Table 26: Investment for training and consulting

ESTIMATED TOTAL
CONCEPT DAYS FOR INVESTMENT
CONSULTING IN USD
Consulting on the
imol . .
implementation of the Quality 30 9,000.00
Management System for
Laboratories
Workshops for the
impl tati f th lit
implementation o e Quality 3 900.00
Management System for
Laboratories
Total cost of consulting 33 9,900.00
Prepared by: Romero, Pamela Source: SGS Ecuador

Table 27: Logistics investment

Logistics Costs Amounts (USD)
Plane Tickets 1,600.00
Food 420.00
Lodging 800.00
Taxis to Airport in Quito 600.00
Transportation 200.00
Training Materials 90.00
Total 3,710.00

SourceSGS Ecuador

As shown in tables No. 26 and 27, provided by SG$Hor, the price of consulting and
training for our chosen product is $9900 + VAT, lwé total of approximately 33 days
of consulting, and the total logistics costs is7$8, + VAT. Consequently, UDALAB
would need to cover a total cost of $15,243.20.
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4.1.10 Tests and Revenue

If UDALAB achieves international accreditation ISCEC 17025 in the products of the
three selected sub-headings, then it should perétroot 11 tests annually, as discussed
in Chapter 1.

Taking into account the methods and types of tgstimquired for food products
identified in Chapter 1, and in order to estimée price at which UDALAB could offer
their services, we have used the prices of UBA il Laboratory (UBALAB) (see
Annex lll) as a benchmark, a food laboratory in ¢hig of Guayaquil with accreditation
ISO / IEC 17025. This lab charges the following amts for the following tests:

Powders for the preparation of puddings, creams, &cream, desserts and the like

Table 28: UBA-LAB prices of the tests required forpowders for the preparation of

puddings, creams, ice cream, desserts and the like

TEST PRICE IN USD
Total fat 16
Dairy fat 18
Total solids 22
Dairy protein 28
Weight 7
Volume 8
Cholesterol 70
Artifical colors 45
Aerobic mesophilic 12
Total coliforms 12
Fecal coliforms 12
E. Coli 14
Salmonella 20
Fungi and yeasts 18
Subtotal 302
VAT 12% 36.24
TOTAL: 338.24

Prepared by: Romero, Pamela Source: UBALAB
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According to table No. 28, it can be concluded that total tests required for powders
for the preparation of puddings, creams, ice credesserts and the like will have an
approximate cost of $338.24. For this sub-item, eeacluded in Chapter 1 that
UDALAB would have to perform 2 annual imports, apgmately $676.48 in revenue
per year. Nevertheless, one should consider that sthb-heading is quite broad,

depending on the specific product, values may vary.

Puree and pastes

Table 29: UBALAB prices of tests required for pureeand pastes

TEST PRICE IN USD

Soluble solids 20
Aerobic mesophilic 12
Total coliforms 12
Fecal coliforms 12
Clostridium sulfite reduction 35
Fungi and yeasts 18
Subtotal 109

VAT 12% 13.08

TOTAL: 122.08

Prepared by: Romero, Pamela Source: UBALAB

According to table No. 29 we can conclude thatttital amount for the tests required
for puree and pastes will cost approximately $122.8ccording to Chapter 1,

UDALAB would have to take in eight annual importsge approximate revenue for the
laboratory would be $976.64 per year. Nevertheless, should consider that the sub-

heading is quite broad, depending on the speadidyrct, values may vary.
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Seasonings and mixed condiments

Table 30: UBA-LAB prices of the tests required forseasonings and mixed

condiments
TEST PRICE IN USD
Soluble solids 20
Ph 10
Lead 23
Copper 23
Arsenic 23
Tin 23
Mercury 23
Fungi 18
Subtotal 163
VAT 12% 19.56
TOTAL: 182.56
Prepared by: Romero, Pamela Source: UBALAB

According to table No. 30 it can be concluded thattotal tests required for seasonings
and mixed condiments will cost approximately $182.B\ccording to Chapter 1,
UDALAB would have to take in one annual import; tApproximate revenue for the
laboratory would be $182.56 per year. Nevertheless, should consider that the sub-

heading is quite broad, depending on the speaifidyxt, values may vary.

Consequently, according to tables No. 28, 29, dhdt®an be determined that the food
laboratory UDALAB, by carrying out the tests re@ar by the regulations for the
products selected, will receive an estimated $1@Ber year; an amount that,
compared to the initial investment ($ 21,343.20)tkwe basis of accreditation, training,
consulting, and logistics, becomes an almost infsogmt value because these services
will be for 4 importers in the city of Cuenca, whitogether add up to only 11 imports
per year.
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If UDALAB, in 2014, by conducting various test, ed¢ed $11,749.90, increased the
total number of tests by 11 they would receive $&83,58, which represents an increase
in revenue of 15.62%. We must consider that theeprthat UDALAB charges for its
test should cover the cost of new testing methbdsdould potentially be higher than at
present. Consequently, one could say that the eatenue obtained by the lab from 11
new tests annually is even less significant if ooesiders the extras aforementioned by
conducting tests under ISO/IEC 17025.

Conclusions

ISO / IEC 17025 is a complement to ISO 9001; onelctsay that if UDALAB is
certified by ISO 9001 then it would also meet teendnds of ISO/IEC 17025.

Moreover, in the technical part required by ISOECI 17025, there are various
parameters focused exclusively on the implememtaifdests. So, if UDALAB wants to
get accreditation in testing of powders for puddingreams, ice cream, gelatin, purees
and pastes, and seasonings and condiments, itdsivouk in areas such as the transport
of the sample, determination of uncertainty, incgating of staff, acquisition of new

materials, and testing under INEN standards.

In the economic aspect, it was determined that UBBImust invest a lot of money for
accreditation, specifically consulting, logisticgnd training. $ 21,343.20 for
accreditation is a large sum compared to the esdvenue that would be received
($1835.68). Thus, UDALAB must not only question theestment, but it should also
consider the more lengthy and costly tests by augpb new methods, the acquisition

of new materials, among others.

Finally, the structural and functional dependeriad tJDALAB has with the University
of Azuay represents a major obstacle to achieveedtation. It is therefore essential
that UDALAB find an exclusive space where only auwthed and qualified personnel

can work
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CONCLUSIONS AND RECOMMENDATIONS

Since 2013, following the entry into force of COMBER€solution 116, many importers
have been experiencing problems when importingacerfood products. These
foodstuffs need an INEN certificate of recognitiag a document of prior control to

enter the country.

There is the possibility of importing restrictedébproducts if they have the test reports
of a laboratory accredited by the OAE, as longhaset is no accredited body issuing
INEN certifications. These laboratories must maetdpecifications and requirements of
the international standard ISO/IEC 17025.

Currently, UDALAB is a laboratory working under th®O 9001 standard, so it can be
concluded that the laboratory meets the requiresneftthe management part of the
ISO/IEC 17025. UDALAB is not compliant in the teétad and economic aspect of
ISO/IEC 17025 accreditation, specifically in thepaeation of the laboratory where
students access should not be permitted, the ingpleation of an uncertainty
measurement system, sample handling, and the appiicof INEN testing methods.
Nevertheless, due to an economic and market stitdwas concluded that the
implementation of the international standard 1SQ/IE7025 UDALAB would not be

profitable or feasible for the following reasons:

- The lack of importers in the city of Cuenca; whtolgether, imported a total
of 11 times a year. Potential customers that nabdratories with ISO/IEC
17025 are in the cities of Quito and Guayaquil wh#rere are already

laboratories performing such tests.

- For the field of imports, restricted products requicompleted tests,
insomuch that the laboratory should implement rtiests depending on the
product. It would be impractical if UDALAB did ngterform all required
tests, as the main goal is to help importers. Eeuntlore, the application of
the INEN rules required by ISO/IEC 17025 requirbe most exclusive
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INEN test methods, for which the laboratory wouldvé to renew their
processes, extend the scope of it tests, and @nsidreasing materials,

which would result in more costs to the laboratory.

- The income that could be received by those 1lstaahually is only 15.62%
more than the lab normally receives per year. Asufised above, the costs
of accreditation, training, and logistics for thmeplementation of ISO / IEC
17025 are quite high.

Knowing that UDALAB is a laboratory service to tlm®emmunity and students, the
opportunity to invest in the implementation of tf®0O/IEC 17025 standard for food
products, not necessarily imports but for produbts require this certification to be
marketed, is recommended in the local market. Tginothese tests, UDALAB may

recover investment costs more quickly.

If UDALAB considers the above recommendation, itimportant to think of an
alternative to the academic ties that the laboyatas with the University of Azuay; the
constant flow of students to the lab is a factosample contamination and equipment-

calibration, which hinders the lab from achievirgraditation.
Given that the basis of accreditation is the saoreahy product, as time goes on,

UDALAB could service more products according to keameeds; thus, the lab would

have a wider array of services and therefore rexevauld increase.
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Productos alimenticios restringidos por la Resoludn 116 COMEX

Sub-partida | Descripcion de la Mercanciag Documento de Control Previo Observaciones
1 [0207120000 |Sin trocear, congelados CERTIFICADO DE RECONOCIMIENTO
2 10207250000 | Sin trocear, congelados CERTIFICADO DE RECONOCIMIENTO
3 0207420000 |Sin trocear, congelados CERTIFICADO DE RECONOCIMIENTO
4 0207520000 | Sin trocear, congelados CERTIFICADO DE RECONOCIMIENTO
5 |0208100000 | De conejo o liebre CERTIFICADO DE RECONOCIMIENTO
6 [0209101000 | Tocino sin partes magras | CERTIFICADO DE RECONOCIMIENTO
7 10209109000 | Los demés CERTIFICADO DE RECONOCIMIENTO
8 10209900000 | Las demas CERTIFICADO DE RECONOCIMIENTO
o |0210110000 | 2 MONES PAICIAS Y SUS O (o ADO DE RECONOCIMIENTO
sin deshuesar
10 {0210190000 |Las demas CERTIFICADO DE RECONOCIMIENTO
11 | 0210200000 | Carne de la especie bovina | CERTIFICADO DE RECONOCIMIENTO
12 {0210999000 |Los demas CERTIFICADO DE RECONOCIMIENTO
13 | 0402101000 =N envases de contenido n CERTIFICADO DE RECONOCIMIENTO

inferior o igual a 2,5 kg




Solamente para productos
alimenticios procesados,

14 {0402109000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor

15 0402211100 =n envases de contenido n CERTIFICADO DE RECONOCIMIENTO

inferior o igual a 2,5 kg

Solamente para  productos
alimenticios procesados,

16 [0402211900 |Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor

17 10402219100 En envases de contenido n CERTIFICADO DE RECONOCIMIENTO

inferior o igual a 2,5 kg

Solamente para productos
alimenticios procesados,

18 [0402219900 |Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor

19 10402291100 En envases de contenido n CERTIFICADO DE RECONOCIMIENTO

inferior o igual a 2,5 kg




Solamente para productos
alimenticios procesados,
20 | 0402291900 | Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
21 10402299100 =n envases de contenido n CERTIFICADO DE RECONOCIMIENTO
inferior o igual a 2,5 kg
Solamente para  productos
alimenticios procesados,
22 10402299900 | Las deméas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
23 10402911000 |Leche evaporada CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
alimenticios procesados,
24 10402919000 | Las deméas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
25 0402991000 | Leche condensada CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
26 0402999000 |Las deméas CERTIFICADO DE RECONOCIMIENTO | alimenticios procesados,

envasados y empaquetados




se ofrecen como tal para la venta
directa al consumidor
27 0403100000 |Yogur CERTIFICADO DE RECONOCIMIENTO
28 0403901000 | Suero de mantequilla CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
alimenticios procesados,
29 | 0403909000 | Los demés CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
30 | 0405100000 | Mantequilla (manteca) CERTIFICADO DE RECONOCIMIENTO
31 | 0405200000 | Pastas lacteas para untar |CERTIFICADO DE RECONOCIMIENTO
Queso fresco (sin madura
32 0406100000 |incluido el del lactosuero, | CERTIFICADO DE RECONOCIMIENTO
requeson
33 0406200000 Queso de  cualquier tip CERTIFICADO DE RECONOCIMIENTO
rallado o en polvo
Queso fundido, excepto
34 0406300000 CERTIFICADO DE RECONOCIMIENTO
rallado o en polvo
Queso de pasta azul y den
35 0406400000 |quesos que presenten ve CERTIFICADO DE RECONOCIMIENTO

producidas por Penicilliuf




roqueforti

36

0406904000

Con un contenido de humed
inferior al 50% en pes
calculado sobre una ba

totalmente desgrasada

CERTIFICADO DE RECONOCIMIENTO

37

0406905000

Con un contenido de humed
superior o igual al 50% pe
inferior al 56%, en pes
calculado sobre una bdg

totalmente desgrasada

CERTIFICADO DE RECONOCIMIENTO

38

0406906000

Con un contenido de humed
superior o igual al 56% pe
inferior al 69%, en pes
calculado sobre wuna bg

totalmente desgrasada

CERTIFICADO DE RECONOCIMIENTO

39

0406909000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product
alimenticios procesado
envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

40

0408110000

Secas

CERTIFICADO DE RECONOCIMIENTO




Solamente para productos
alimenticios procesados,

41 | 0408190000 | Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor

42 10408910000 | Secos CERTIFICADO DE RECONOCIMIENTO
Solamente para productos
alimenticios procesados,

43 | 0408990000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor

44 10901211000 | En grano CERTIFICADO DE RECONOCIMIENTO

45 10901212000 | Molido CERTIFICADO DE RECONOCIMIENTO

46 | 0901220000 | Descafeinado CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
alimenticios procesados,

47 10901900000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor

Té verde (sin fermenta
48 10902100000 | presentado en envas CERTIFICADO DE RECONOCIMIENTO

inmediatos con un conteni




inferior o igual a 3 kg

49

0902200000

Té verde (sin fermenta

presentado de otra forma

CERTIFICADO DE RECONOCIMIENTO

50

0902300000

Té negro (fermentado) y
parcialmente fermentad

presentados en envas
inmediatos con un conteni

inferior o igual a 3 kg

CERTIFICADO DE RECONOCIMIENTO

51

0902400000

Té negro (fermentado) y
parcialmente fermentad

presentados de otra forma

CERTIFICADO DE RECONOCIMIENTO

52

0903000000

Yerba mate.

CERTIFICADO DE RECONOCIMIENTO

53

0904120000

Triturada o pulverizada

CERTIFICADO DE RECONOCIMIENTO

54

0904221000

Paprika (Capsicum annuum,

CERTIFICADO DE RECONOCIMIENTO

55

0904229000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para
alimenticios

envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

product

procesado

56

0905200000

Triturada o pulverizada

CERTIFICADO DE RECONOCIMIENTO




57 {0906200000 | Trituradas o pulverizadas |CERTIFICADO DE RECONOCIMIENTO

58 | 0907200000 |Triturados o pulverizados |CERTIFICADO DE RECONOCIMIENTO

59 0908120000 |Triturada o pulverizada CERTIFICADO DE RECONOCIMIENTO

60 0908220000 |Triturado o pulverizado CERTIFICADO DE RECONOCIMIENTO

61 |{0908320000 | Triturados o pulverizados |CERTIFICADO DE RECONOCIMIENTO

62 |{0910120000 | Triturado o pulverizado CERTIFICADO DE RECONOCIMIENTO

63 0910200000 | Azafran CERTIFICADO DE RECONOCIMIENTO

64 0910300000 |Curcuma CERTIFICADO DE RECONOCIMIENTO

65 0910910000 Mezclas previstas en [a Not; CERTIFICADO DE RECONOCIMIENTO

b) de este Capitulo

66 [0910991000 |Hojas de laurel CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
alimenticios procesados,

67 [0910999000 | Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor

68 [1103110000 |De trigo CERTIFICADO DE RECONOCIMIENTO

69 1103130000 | De maiz CERTIFICADO DE RECONOCIMIENTO

70 [1211200000 | Raices de ginseng CERTIFICADO DE RECONOCIMIENTO

71 |1211300000 |Hojas de coca CERTIFICADO DE RECONOCIMIENTO

72 1211903000 | Orégano (Origanum vulgare] CERTIFICADO DE RECONOCIMIENTO




Uha de gato (Uncar
73 (1211905000 CERTIFICADO DE RECONOCIMIENTO
tomentosa)
Hierbaluisa (Cymbopoga
74 11211906000 | CERTIFICADO DE RECONOCIMIENTO
citratus)
Solamente para  productos
alimenticios procesados,
75 11211909000 | Los demés CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
76 1501100000 | Manteca de cerdo CERTIFICADO DE RECONOCIMIENTO
Con adiciobn de sustanci
desnaturalizantes en u
77 1507901000 S _ CERTIFICADO DE RECONOCIMIENTO
proporcion inferior o igual &
1%
Solamente para  productos
alimenticios procesados,
78 | 1507909000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
Solamente para productos
79 |1508900000 | Los demés CERTIFICADO DE RECONOCIMIENTO |alimenticios procesados,

envasados y empaquetados




se ofrecen como tal para la ve

directa al consumidor

nta

80 | 1509100000 |Virgen CERTIFICADO DE RECONOCIMIENTO
Solamente para productos
alimenticios procesados,
81 | 1509900000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
Los deméas aceites y s
fracciones obtenidd
exclusivamente de aceitur
82 | 1510000000 incluso - refinados, - pero SCERTIFICADO DE RECONOCIMIENTO
modificar quimicamente,
mezclas de estos aceites
fracciones con los aceites
fracciones de la partida 15.0
Solamente para  productos
alimenticios procesados,
83 1511900000 | Los demés CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que

se ofrecen como tal para la ve

directa al consumidor




84

1512191000

De girasol

CERTIFICADO DE RECONOCIMIENTO

85

1512290000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product
alimenticios procesado
envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

86

1514190000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product
alimenticios procesado
envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

87

1514990000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product
alimenticios procesado
envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

88

1515290000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product
alimenticios procesado
envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

89

1515500000

Aceite de sésamo (ajonjoli)

CERTIFICADO DE RECONOCIMIENTO




sus fracciones

Solamente para productos
alimenticios procesados,
90 |1515900000 | Los deméas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
91 1517100000 Margarina, Sxcepto CERTIFICADO DE RECONOCIMIENTO
margarina liquida
Solamente para  productos
alimenticios procesados,
92 1517900000 | Las deméas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
Solamente para  productos
alimenticios procesados,
93 |1518009000 | Los demés CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
Embutidos y producta
94 1601000000 similares de came, despojo CERTIFICADO DE RECONOCIMIENTO

sangre; preparacion

alimenticias a base de es




productos.

Preparaciones

95 1602100000 _ CERTIFICADO DE RECONOCIMIENTO
homogeneizadas
En trozos sazonados
96 [1602311000 CERTIFICADO DE RECONOCIMIENTO
congelados
Solamente para productos
alimenticios procesados,
97 1602319000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
En trozos sazonados
98 1602321000 CERTIFICADO DE RECONOCIMIENTO
congelados
Solamente para productos
alimenticios procesados,
99 |1602329000 | Los demés CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
En trozos sazonados
100| 1602391000 CERTIFICADO DE RECONOCIMIENTO

congelados




Solamente para productos
alimenticios procesados,
1011602399000 |Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
102| 1602410000 | Jamones Yy trozos de jamon | CERTIFICADO DE RECONOCIMIENTO
103(1602420000 | Paletas y trozos de paleta |CERTIFICADO DE RECONOCIMIENTO
104/1602490000 tas  demas, incluidas | CERTIFICADO DE RECONOCIMIENTO
mezclas
105( 1602500000 | De la especie bovina CERTIFICADO DE RECONOCIMIENTO
Las demaés, incluidas |
106| 1602900000 | preparaciones de sangre | CERTIFICADO DE RECONOCIMIENTO
cualquier animal
1071901101000 Formulas [acteas para nifios CERTIFICADO DE RECONOCIMIENTO
hasta 12 meses de edad
A base de harinas, sémol
1081901109100 |almidones, féculas o extract CERTIFICADO DE RECONOCIMIENTO
de malta
Solamente para productos
109/ 1901109900 | Los demas CERTIFICADO DE RECONOCIMIENTO alimenticios procesadas,

envasados y empaquetados

se ofrecen como tal para la ve




directa al consumidor

110

1901902000

Manjar blanco o dulce

leche

q
CERTIFICADO DE RECONOCIMIENTO

111

1901909000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para
alimenticios

envasados y empaquetados

se ofrecen como tal para la ve

directa al consumidor

product
procesado

112

1904100000

Productos a base de ceresd

obtenidos por inflado

tostado

CERTIFICADO DE RECONOCIMIENTO

113

1904200000

Preparaciones alimentici

obtenidas con copos

cereales sin tostar o c
mezclas de copos de cerea
sin tostar y copos de cerea

tostados o cereales inflados

CERTIFICADO DE RECONOCIMIENTO

114

2004100000

Papas (patatas)

CERTIFICADO DE RECONOCIMIENTO

115

2004900000

Las demas hortalizas y |

mezclas de hortalizas

CERTIFICADO DE RECONOCIMIENTO




116| 2005100000 | Hortalizas homogeneizadas | CERTIFICADO DE RECONOCIMIENTO
117|2005200000 | Papas (patatas) CERTIFICADO DE RECONOCIMIENTO
Arvejas (guisantes, chicharg
118/2005400000 | _ CERTIFICADO DE RECONOCIMIENTO
(Pisum sativum)
119| 2005510000 | Desvainados CERTIFICADO DE RECONOCIMIENTO
Solamente para  productos
alimenticios procesados,
120(2005590000 | Los demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaguetados [que
se ofrecen como tal para la venta
directa al consumidor
121| 2005600000 | Esparragos CERTIFICADO DE RECONOCIMIENTO
122| 2005700000 | Aceitunas CERTIFICADO DE RECONOCIMIENTO
Maiz dulce (Zea mays va
123| 2005800000 CERTIFICADO DE RECONOCIMIENTO
saccharata)
1242005991000 | Alcachofas (alcauciles) CERTIFICADO DE RECONOCIMIENTO
Pimiento piquillo (Capsicur
125| 2005992000 CERTIFICADO DE RECONOCIMIENTO
annuum)
Solamente para productos
alimenticios procesados,
126/ 2005999000 | Las demas CERTIFICADO DE RECONOCIMIENTO
envasados y empaquetados [que
se ofrecen como tal para la venta




directa al consumidor

Preparaciones

127/2007100000 _ CERTIFICADO DE RECONOCIMIENTO
homogeneizadas
Confituras, jaleas

128/2007911000 CERTIFICADO DE RECONOCIMIENTO
mermeladas

1292007912000 |Purés y pastas CERTIFICADO DE RECONOCIMIENTO
Confituras, jaleas

130/2007991100 CERTIFICADO DE RECONOCIMIENTO
mermeladas

131{2007991200 |Purés y pastas CERTIFICADO DE RECONOCIMIENTO
Confituras, jaleas

132/ 2007999100 CERTIFICADO DE RECONOCIMIENTO
mermeladas

1332007999200 |Purés y pastas CERTIFICADO DE RECONOCIMIENTO
Extractos, esencias

134/2101110000 CERTIFICADO DE RECONOCIMIENTO
concentrados
Preparaciones a base

135(2101120000 | extractos, esencias CERTIFICADO DE RECONOCIMIENTO
concentrados o0 a base de ca
Extractos, esencias

136(2101200000 |concentrados de té o de ye| CERTIFICADO DE RECONOCIMIENTO

mate y preparaciones a bx




de estos extractos, esencia
concentrados o a base de t

de yerba mate

137(2103100000 | Salsa de soja (soya) CERTIFICADO DE RECONOCIMIENTO
«Ketchup» y demas salsas
138|2103200000 CERTIFICADO DE RECONOCIMIENTO
tomate
139(2103301000 |Harina de mostaza CERTIFICADO DE RECONOCIMIENTO
140({2103302000 | Mostaza preparada CERTIFICADO DE RECONOCIMIENTO
141/ 2103901000 | Salsa mayonesa CERTIFICADO DE RECONOCIMIENTO
Condimentos y sazonador
142|2103902000 CERTIFICADO DE RECONOCIMIENTO
compuestos
Solamente para  productos
alimenticios procesados,
1432103909000 |Las demas CERTIFICADO DE RECONOCIMIENTO |envasados y empaquetados gue
se ofrecen como tal para la venta
directa al consumidor
Preparaciones para sop
144|2104101000 _ CERTIFICADO DE RECONOCIMIENTO
potajes o caldos
Sopas, potajes 0 cald(
145|2104102000 CERTIFICADO DE RECONOCIMIENTO
preparados
146| 2104200000 | Preparaciones alimentici{ CERTIFICADO DE RECONOCIMIENTO




compuestas homogeneizads

147

2105001000

Helados que no conteng

leche, ni productos lacteos

CERTIFICADO DE RECONOCIMIENTO

148

2105009000

Los demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product

alimenticios procesado
envasados y empaquetados
se ofrecen como tal para la ve

directa al consumidor

149

2106901000

Polvos para la preparacion
helad

postres, gelatinas y similares

budines, cremas,

CERTIFICADO DE RECONOCIMIENTO

150

2106908000

Formulas no lacteas pg
nifos de hasta 12 meses

edad

CERTIFICADO DE RECONOCIMIENTO

151

2201100000

Agua mineral y agua gasead

CERTIFICADO DE RECONOCIMIENTO

152

2201900000

Los demas:

CERTIFICADO DE RECONOCIMIENTO

Solamente para  product

alimenticios procesado
envasados y empaquetados
se ofrecen como tal para la ve

directa al consumidor

153

2202900010

Bebidas energizantes, incly

gaseadas

CERTIFICADO DE RECONOCIMIENTO




1542202900090 |Las demas

CERTIFICADO DE RECONOCIMIENTO

Solamente para productos
alimenticios procesados,
envasados y empaquetados [que
se ofrecen como tal para la venta

directa al consumidor

Vinagre y sucedaneos

155(2209000000 |vinagre obtenidos a partir @

acido acético.

(¢

CERTIFICADO DE RECONOCIMIENTO

Autor: Pamela Romero

Fuente:

Resolucion 116 COMEX



SERVICIO DE ACREDITACION ECUATORIANO - SAE

Servicio de PROFORMA POR SERVICIOS
Acreditacion
Ecuatoriano

FECHA: 2015-04-27

TARIFAS POR SERVICIOS

NOTAS:
El Laboratorio tiene que realizar fodo el proceso de acreditacion a través del portal web del SAE
Se afade un dia de evaluacion para el evaluador lider por la elaboracion del informe y presentacion a la Comisién de Acreditacién

INSTITUCION CONTACTO DESCRIPCION DissibE  pdal Valdt | poeyey
EVALUACION | di | unitario
APERTURA DEL EXPEDIENTE 1 $ 200,00 $ 200,00
Pamela Romero COSTOS DE EVALUACION IN SITU (Evaluador Lider) 3 $480,00f $ 1.440,00
. COSTOS DE EVALUACION IN SITU (Evaluadort) 2 $ 480,00 $ 960,00
L Ami,fmagﬁfrsfm g COSTOS DE EVALUACION IN SITU (Evaluador2) 2 $480,00f  $ 960,00
pames-7842@hotmail.com |COSTOS EVALUACION DOCUMENTAL 2 $ 320,00 $ 640,00
USO DEL LOGO 1 $ 500,00 $ 500,00
CERTIFICADO DE ACREDITACION 1 $ 600,00 $ 600,00
TOTAL A CANCELAR $5.300,00

Evaluacion Inicial Laboratorio UDALAB
NOTA: Esta es una proforma referencial. Se afiade un dia de evaluador lider por elaboracioén y presentacion de informe a la comision. El
costo de uso de logo y certificado se cancelara cuando se oforge la acreditacion.

IMPORTANTE: FORMAS DE PAGO
1) CHEQUE CERTIFICADO A NOMBRE DEL SERVICIO DE ACREDITACION ECUATORIANO

2) TRANSFERENCIA BANCARIA O DEPOSITO BANCARIO

BANCO DEL PICHINCHA BANCO DE GUAYAQUIL
Cuenta Corriente No. 3397742704 Cuenta Corriente No 28921322
PRESTACION DE SERVICIOS PRESTACION DE SERVICIOS
Cadigo: 130108 Cadigo: 130108

A nombre de: Organismo de Acreditacion Ecuatoriano

3) EFECTIVO:
SERVICIO DE ACREDITACION ECUATORIANO
RUC: 1768141520001
DIRECCION: Calle Robles 653 y Av. Amazonas, Edif: PROINCO-CALISTO, piso 5, of. 509
TELEFONOS: 02 2902879; 02 2903499

Tenga en cuenta:  Una vez realizado el pago, sirvase enviar copia del mismo al correo tesoreria@acreditacion.gob.ec con los siguientes
datos para la emisién de la factura:
Razoén Social:

Numero del RUC:
Direccion:
Teléfono:
Elaborado por:

). : ;o o
Lo éc/‘yb/(- 24/

Técnico de Area de Laboratorios
Cristina Rodriguez

Servicio de
Acreditacién
t Fruatoriano




Sr. (es)

Analytical
Laboratories

Testing & Consulting

WWW.UBA-LAB.COM

COTIZACION
UBA -1544-2015

Atencion: Ing. Pamela Romero

Ciudad.

El “Laboratorio Analitico UBA”

Guayaquil, 30 de Abril del 2015

pone a su disposicién nuestra experiencia de mas de 20 afios en la
aplicacion y desarrollo cientifico de métodos analiticos instrumentales en las areas de CROMATOGRAFIA
(HPLC, HPTLC, GC, TLC, TLC-FID), ESPECTROFOTOMETRIA (UV/VIS, Fluorescencia, Absorcion
atobmica) y ESPECTROMETRIA (Masas, MS/MS), para apoyarlos con nuestros servicios de analisis
quimicos y asesoria técnica en la busqueda de soluciones a sus problemas analiticos y de control de
calidad en alimentos, productos farmacéuticos, residuos ambientales, cosméticos, etc.

Por la presente y en atencién a vuestro requerimiento, nos permitimos poner a su consideracién nuestros
servicios analiticos en el rea de control de Calidad en Productos.

CONTROL DE CALIDAD

Tipo de muestra

Polvos para preparacion de budines, cremas, helados, postres

Muestreo Acorde a normas nacionales e internacionales. En caso de muestreo por parte del
cliente, el mismo es responsable de su manejo, preservacion y envio hasta nuestras
instalaciones. De ser el caso, favor aplicar las siguientes recomendaciones:

e Enviar muestras por duplicado
* Envasar en recipientes sellados y bien etiquetados
*  Proteger de la luz solar durante el transporte
COSTO Limite Entrega de
PARAMETRO METODO [analisis Deteccion Resultados
(USA $) _ (dias)
Grasa Total AOAC 952.06 / (Folch 1957) 16 -
Grasa Lactea NTE INEN 012 18 - 6
Solidos Totales INEN 014 22 -
Proteina L4ctea NTE INEN 016 28 - 5
Peso AOAC 968.14 7 - 4
Volumen AOAC 968.14 8 - 4
Colesterol NTE INEN 729 70 2.0 6
Colorantes Arata/Cromatografia 45 - 4
FOR ADM. 04 R0O1 Pagina 1 de 3
CONTROL DE CALIDAD
ALIMENTOS FARMACEUTICOS AMBIENTALES COSMETICOS

Av. Carlos L. Plaza Dariin, Cdla. La FAE, Mz 20 Solar 12 (Frente al primer bloque de la Atarazana)
PBX: 2288578, 2397185, 2287195 Cel.: 0984780671

e.mail: nmontoya@uba-lab.com
nmontoya@mail.com
Guayaquil-ECUADOR
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WWW.UBA-LAB.COM

Aerobios Mésofilos BAM-FDA CAP. #3 2001 12 10 UFC/g 3
Coliformes Totales BAM-FDA CAP. #4 2002 12 10 UFC/g
Coliformes Fecales BAM-FDA CAP. #4 2002 12 10 UFC/g

E.Coli BAM-FDA CAP. #4 2002 14 3.00 NMP/g 6
Salmonella BAM-FDA CAP. #5 2007 20 Aus/Pres
Hongos y Levaduras INEN 1529-10 1998 18 100 UFC/g

CANTIDAD DE MUESTRA: 0.5 - 1.0 Kg
ENTREGA DE RESULTADOS: Ver tabla de tiempo de entre ga de resultados

VALIDEZ DE LA OFERTA: 30 dias; contado a partir de  la fecha de emision de la presente

CONDICIONES GENERALES :
= Enviar muestras perfectamente selladas y etiquetadas. En lo posible usar recipientes plasticos o vidrio
de color negro y evitar la presencia de aire en el interior. Durante el transporte evitar la incidencia
directa de rayos solares sobre la muestra

= Las muestras que ingresan al laboratorio, luego de las 15:00 horas son consideradas muestras del dia
siguiente

= Las muestras una vez analizadas, son almacenadas en el departamento de contramuestras por un
periodo de 15 dias, o el tiempo a acordar con el cliente.

= * | os costos indicados NO incluyen IVA
Formas de pago:
- Cheque a nombre de EXCELENCIA QUIMICA S.A .; a la entrega de la muestra o contra entrega de resultados

- Transferencia a nuestra cuenta CORRIENTE #: 4987314 del BANCO DEL PACIFICO

En caso de requerir mayor informacion respecto a la presente cotizacion, favor no dude en
contactarnos. Agradeciendo de antemano por la atencion brindada a la presente, y a la espera
de poder servirlos, se suscribe de Usted.

Atentamente,
FOR ADM. 04 RO1 Pagina 2 de 3
CONTROL DE CALIDAD
ALIMENTOS FARMACEUTICOS AMBIENTALES COSMETICOS

Av. Carlos L. Plaza Dariin, Cdla. La FAE, Mz 20 Solar 12 (Frente al primer bloque de la Atarazana)
PBX: 2288578, 2397185, 2287195 Cel.: 0984780671

e.mail: nmontoya@uba-lab.com

nmontoya@mail.com

Guayaquil-ECUADOR
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M. Sc. Nelson Montoya V.
Gerente General

FOR ADM. 04 RO1 Pagina 3 de 3

CONTROL DE CALIDAD

ALIMENTOS FARMACEUTICOS AMBIENTALES COSMETICOS

Av. Carlos L. Plaza Dariin, Cdla. La FAE, Mz 20 Solar 12 (Frente al primer bloque de la Atarazana)
PBX: 2288578, 2397185, 2287195 Cel.: 0984780671

e.mail: nmontoya@uba-lab.com

nmontoya@mail.com

Guayaquil-ECUADOR
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Analytical
Laboratories

Testing & Consulting

WWW.UBA-LAB.COM

COTIZACION
UBA -1546-2015

Guayaquil, 30 de Abril del 2015

Atencion: Ing. Pamela Romero

Ciudad.

El “Laboratorio Analitico UBA” pone a su disposicién nuestra experiencia de mas de 20 afios en la
aplicacion y desarrollo cientifico de métodos analiticos instrumentales en las areas de CROMATOGRAFIA
(HPLC, HPTLC, GC, TLC, TLC-FID), ESPECTROFOTOMETRIA (UV/VIS, Fluorescencia, Absorcion
atobmica) y ESPECTROMETRIA (Masas, MS/MS), para apoyarlos con nuestros servicios de analisis
quimicos y asesoria técnica en la busqueda de soluciones a sus problemas analiticos y de control de
calidad en alimentos, productos farmacéuticos, residuos ambientales, cosméticos, etc.

Por la presente y en atencién a vuestro requerimiento, nos permitimos poner a su consideracién nuestros
servicios analiticos en el rea de control de Calidad en Productos.

CONTROL DE CALIDAD

Tipo de muestra

Purés y pastas

Muestreo Acorde a normas nacionales e internacionales. En caso de muestreo por parte del
cliente, el mismo es responsable de su manejo, preservacion y envio hasta nuestras
instalaciones. De ser el caso, favor aplicar las siguientes recomendaciones:

e Enviar muestras por duplicado
* Envasar en recipientes sellados y bien etiquetados
*  Proteger de la luz solar durante el transporte
COSTO Limite Entrega de
PARAMETRO METODO [analisis Deteccion Resultados
(USA $) _ (dias)

Solidos Solubles NTE INEN 380 20 -

Aerobios mesofilos BAM-FDA CAP. #3 2001 12 100 UFC/g

Coliformes Totales BAM-FDA CAP. #4 2002 12 3.00 NMP/g

6

Coliformes Fecales BAM-FDA CAP. #4 2002 12 3.00 NMP/g

- . INTERNO

Clostridium Sulfito Reductor (Ref INVIMA/BAM) 35 10

Hongos y Levaduras INEN 1529-10 1998 18 100 UFC/g

CANTIDAD DE MUESTRA: 0.5-1.0 Kg

FOR ADM. 04 R0O1 Péagina 1 de 2

CONTROL DE CALIDAD
ALIMENTOS FARMACEUTICOS AMBIENTALES COSMETICOS

Av. Carlos L. Plaza Dariin, Cdla. La FAE, Mz 20 Solar 12 (Frente al primer bloque de la Atarazana)

PBX: 2288578, 2397185, 2287195 Cel.: 0984780671
e.mail: nmontoya@uba-lab.com

nmontoya@mail.com
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ENTREGA DE RESULTADOS: Ver tabla de tiempo de entre ga de resultados

VALIDEZ DE LA OFERTA: 30 dias; contado a partir de  la fecha de emision de la presente

CONDICIONES GENERALES :
= Enviar muestras perfectamente selladas y etiquetadas. En lo posible usar recipientes plasticos o vidrio
de color negro y evitar la presencia de aire en el interior. Durante el transporte evitar la incidencia
directa de rayos solares sobre la muestra

= Las muestras que ingresan al laboratorio, luego de las 15:00 horas son consideradas muestras del dia
siguiente

= Las muestras una vez analizadas, son almacenadas en el departamento de contramuestras por un
periodo de 15 dias, o el tiempo a acordar con el cliente.

= * | os costos indicados NO incluyen IVA
Formas de pago:
- Cheque a nombre de EXCELENCIA QUIMICA S.A .; a la entrega de la muestra o contra entrega de resultados

- Transferencia a nuestra cuenta CORRIENTE #: 4987314 del BANCO DEL PACIFICO

En caso de requerir mayor informacion respecto a la presente cotizacion, favor no dude en
contactarnos. Agradeciendo de antemano por la atencion brindada a la presente, y a la espera
de poder servirlos, se suscribe de Usted.

Atentamente,

M. Sc. Nelson Montoya V.
Gerente General

FOR ADM. 04 RO1 Pagina 2 de 2

CONTROL DE CALIDAD

ALIMENTOS FARMACEUTICOS AMBIENTALES COSMETICOS

Av. Carlos L. Plaza Dariin, Cdla. La FAE, Mz 20 Solar 12 (Frente al primer bloque de la Atarazana)
PBX: 2288578, 2397185, 2287195 Cel.: 0984780671

e.mail: nmontoya@uba-lab.com

nmontoya@mail.com
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WWW.UBA-LAB.COM

COTIZACION
UBA -1545-2015

Guayaquil, 30 de Abril del 2015

Atencion: Ing. Pamela Romero

Ciudad.

El “Laboratorio Analitico UBA”

pone a su disposicién nuestra experiencia de mas de 20 afios en la

aplicacion y desarrollo cientifico de métodos analiticos instrumentales en las areas de CROMATOGRAFIA
(HPLC, HPTLC, GC, TLC, TLC-FID), ESPECTROFOTOMETRIA (UV/VIS, Fluorescencia, Absorcion
atobmica) y ESPECTROMETRIA (Masas, MS/MS), para apoyarlos con nuestros servicios de analisis
quimicos y asesoria técnica en la busqueda de soluciones a sus problemas analiticos y de control de
calidad en alimentos, productos farmacéuticos, residuos ambientales, cosméticos, etc.

Por la presente y en atencién a vuestro requerimiento, nos permitimos poner a su consideracién nuestros
servicios analiticos en el 4rea de control de Calidad en Productos.

CONTROL DE CALIDAD

Tipo de muestra

Condimentos y sazonadores

Muestreo Acorde a normas nacionales e internacionales. En caso de muestreo por parte del
cliente, el mismo es responsable de su manejo, preservacion y envio hasta nuestras
instalaciones. De ser el caso, favor aplicar las siguientes recomendaciones:

e Enviar muestras por duplicado
* Envasar en recipientes sellados y bien etiquetados
*  Proteger de la luz solar durante el transporte
COSTO Limite Entrega de
PARAMETRO METODO [analisis Deteccion Resultados
(USA $) _ (dias)

Solidos Solubles a 20 °C NTE INEN 380 20 -

pH NTE INEN 389 10 - 6

Plomo (Pb) AOAC 972.25 23 0.01

Cobre (Cu) AOAC 986.15 23 0.01 5

** Arsénico (As) AOAC 986.15 23 0.02

** Estafio (Sn) INEN INEN 385 23 -

6

** Mercurio (Hg) AOAC 971.21 23 0.0005

Hongos INEN 1529-10 1998 18 100 UFC/g
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CANTIDAD DE MUESTRA: 0.5 - 1.0 Kg
ENTREGA DE RESULTADOS: Ver tabla de tiempo de entre ga de resultados

VALIDEZ DE LA OFERTA: 30 dias; contado a partir de  la fecha de emision de la presente

CONDICIONES GENERALES :
= Enviar muestras perfectamente selladas y etiquetadas. En lo posible usar recipientes plasticos o vidrio
de color negro y evitar la presencia de aire en el interior. Durante el transporte evitar la incidencia
directa de rayos solares sobre la muestra

= Las muestras que ingresan al laboratorio, luego de las 15:00 horas son consideradas muestras del dia
siguiente

= Las muestras una vez analizadas, son almacenadas en el departamento de contramuestras por un
periodo de 15 dias, o el tiempo a acordar con el cliente.

= * | os costos indicados NO incluyen IVA

Formas de pago:

- Cheque a nombre de EXCELENCIA QUIMICA S.A .; a la entrega de la muestra o contra entrega de resultados

- Transferencia a nuestra cuenta CORRIENTE #: 4987314 del BANCO DEL PACIFICO

En caso de requerir mayor informacion respecto a la presente cotizacion, favor no dude en
contactarnos. Agradeciendo de antemano por la atencion brindada a la presente, y a la espera
de poder servirlos, se suscribe de Usted.

Atentamente,

M. Sc. Nelson Montoya V.
Gerente General
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