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'9"�@A!VW$J�1���$"#9�ª !|}9F�/[FD&C t d 418 f] 9uvU

 L9F !I�ª«���Â.#$ !ÍVWG��CD!VW�+� !EPC+,-9��</

FDA./�f«>d 117f d 5«>j8-/d 117f d 7«-/ghd 117f d 206«-�Ï

Ð !VW89uvw/��gh#$�"I�ª«��-�"E 

b. FD&Ct d 418f>m89F2 !�>E 2011½ 7¾ 22�Z!$0�ÇÃ9��</01

H�-.���L>American Bakers Association8/01����Z`>American Frozen Food 

Institute8/�\��-.��Z`>Grocery Manufacturers Association8/1�.\Z`

> International Bottled Water Association8/1�9-�Z`> International Dairy Foods 

Association8/1�*���Z`>International Warehouse Logistics Association8/*�PO�4

�$�-.*���Z`>Peanut and Tree Nut Processors Association8/gh�POj��Z`

>Snack Food Association8$#�2L!>d 418f>m8�>�8G���>>MNO�ÜÝ>

FDA-2011-P-05618��Æ�"E��>./Ì[�?$] d 110f d 93«9:;</B;>�&'

9"�@A!VW$J�1���$"#9�ª !|}9��Z!�A<�! [CGMP] 3$ L

�³�</V$:�J|}G�$f«$I�ª«��" VW��#!VW9:´/V$:�J|

}9��/[FD&Ct] d 418f9uvU L9F !I�ª«�#$ !Â. L���� !:

�9Í/FDAG FD&Ctd 418f>m89uvw+Þ�=� !VW�I��<�!Ed 418f>m8

$�>�./&'9"�@A!VW$J�1���$�Ö$�9�C@A!|}9:;<B"�@

A!��¤¥$��./��$2�9��n�²���9��CD!WS2 !E�$:�JB$

W�</�qJ-����§� !ª���!G�>Ã9���<�´/V$:�J|}� FD&C

t d 418f$f«���� !I��¹��<�!E 

d 418f>m8$�>�./Ì�
$��W�</B;>�&'9"�@A!VW$J�1���$

"#9�ª !|}9�!!�������$��j./�n²�CD!EVA�$|}$��.

��1�CD´/����@�!��.�U$"
W�;�I�/�5G»¼CwJ�VW���

 !EÍW��"E@�9/��./Ì����$*���./�������9��<��$Ô¢

����|�<�!E�BNIJVW./V$:�J|}G|�@A/�/�$�Û9��¤¥�

�� !VWCD!Eij	�./���&� !-.��$��
/�$|}97C@A<�!

��
/gh�������Â.�T�9�
 !'q9��A<�!EV$:�J|}C$��

$�Ö.%»
CD!VWG�U/�������$���
� !VW.J�E@�9/pq./

V$:�J|}9�!!��$·wA´gh&�"
$���J���®G/�/�$ij	��

��!'$ £;W�<�UVW��0 !EÍWS2�"E 

c. ��$�Ö9F !��-E d 121f d 5«>b8-./d 121f-$I�ª«��/0!"

#
�jC$��$�Ö�{$��$�Ö��� !E�f«./PC+,-$d 117f d 5«>j8

-/ghd 117f d 7«-9�!!��:´QRG?U/�¡"/��¥!/�Zw�/5�W\

6/gh>1�@A"79W���GGL��� 281�@A"��$�Ö��� !E�f«

./79Â.0!$���GGL��$��"#
�jC$"#J1.���J�E 

�ÇÃ$d VÎ C« 29��<±²!³´/F���4���4klOjt�C�< FDAG�|

�"���4�$[%9uvw/FDAC./%&�'()*GHIW@A!-.��W�</42
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�$NIJ���®$2�>��$0!$�!A´W����/0!$�ÖWA´��/>M��

[$A´��/�Lgh�8$���®8����"E��-9 �AJ�0!"#
�jC$�

�$�Ö��w/FDAC./VA�$ 42�$NIJ���®$2�$�²A�9 L !��$

�Ö»
C$���®9.����!J�E 

FDAC./d 121f d 5«>b89�!!pq$��-./FD&Ct d 418f>m89�!!�

�W¨��J�VW��#!E���/���":�9/��@A!��$�Ö./d 121 f d

130«>a8-9uvU�|��J���~O�9F2 ! 42�$NIJ���®$2���²A

B �J�E�$�5W�</��{CD;<B/V$��$�Ö./d 121f d 130«>a8-

9uvU�������������� !"#$%&�'()*$�|�I��J�E�Ö��

�®9F2 !I�ª«./V$���®9F�<./%&�'()*�HIW�J�W�±Z!

!/ÇÃr@A"4�9F !B$$�CD!EV$:�J)�9uvw/FDAC./��. �

CD!W"��9�±Z!<�!E�;</FDAC./�+Þ-$I�ª«��0!"#
�jC

$��$�Ö�{$��$�Ö��� !VW��- !EFDA./�������$Ô¢��9

F !d 418f>m8$�>�$±�$��9°�<. >�<�J�G/V$��-Gd 418f

>m8$�>�$I*��" B$W(¡!E  

3. d 121f d 5«>c8- — ��$/1/+/1/�,RZ!/gh+�,RZ!9F !�� 

d 121f d 5f>c8-./d 121f-$I�ª«��/��9$%%& !'(G�$��$)

*CD!KL$��$/1/+/1/�,RZ!/Â.+�,RZ!��� !E�ÇÃ$d VÎ C

« 29��<±²!³´/F���4���4klOjt�C�< FDAG�|�"���4�9u

vw/ FDAC./%&�'()*GHIW@A!-.��W�</42�$NIJ���®$2�

>��$0!$�!A´W����/0!$�ÖWA´��/>M��[$A´��/�Lgh�

8$���®8����"EFDAC./VA�$ 42�$NIJ���®$2�9 L !/��

�$%�A!�Â.'(G�$��$)*CD!KL$��$/1/+/1/�,RZ!/Â.+

�,RZ!$
9�|@A!���®9.����!J�E 

�ÇÃ$d VÎ A«9��<±�"³´/�+,-./d 121f d 30«>a8-9uvU�|�

�J���~O�$����� !|}9��/42�$NIJ���®$2�$�²AB �J�

����9� !%&�'()*$�|�I��J�E��@AJ�KLCD;<B//1/+/

1/�,RZ!/Â.+�,RZ!$���®��| !|}9.NIJ���®$2�GJ�W

�±Z!!VWGCw/�;</%&�'()*$�|GI�@A!VW.J�E���JG�/

����w/V$:�J|}./d 121 f d 130 «-9uvw/�$5��?�"#$ÃÄ9:

!4���| !VWGI�@A!EFDAC./V$:�J4��I� !HI.J�W"��9

�±Z!<�!E�$�5W�</FDAC./��9$%%& !'(G�$��$)*CD!K

L$��$/1/+/1/�,RZ!/Â.+�,RZ!��+Þ-$I�ª«���� !VW

��- !E 

4. d 121f d 5«>d8- — 3#��#3K9F !��  

d 121f d 5«>d8-./d 121f-$I�ª«��/FD&Ct d 419f>3#�$¤¥9F

 !u�8$�PWJ!|}$���®��� !E�ÇÃ$d IVÎ B«/ghd IVÎ F«9

��</�A�A/FD&C t d 419 f9uvw/3#��#3K��PW�J�W !pq$"

��J¶�9°�<±�<�!E 
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FD&C t d 418 f>k8./d 418 fGÌd 419 f$�PWJ!|}$���®9 C@AJ�

B$W !ÍVW�+� !Ed 419 fÌ3#�$¤¥9F !u�Í./ÌFDA G2*�$3#

�9��/N�C�;J^�3$"$�·w¸V /D!�.�9"��#!��j����9 

¡!W5��"��u�CD´/5�gh\6$��$�L���$Q($B$� 25�gh\

6$¤¥J�#ghÊ�9F !�0���9uvU��u�Í� FDA G+Þ9:;<+� !

:�I� !EFD&C t d 419f>h8./d 419 fGÌd 418f$�PWJ!|}$���®

9 C@AJ�B$W !ÍVW�+� !E 

Ì3KÍW�< FD&Ct d 415f9uvUxy���@A!|}./3K$��z$���®�

�| !KL. FD&Ct d 418f$�PWJ�J�E3K9��}�@A!|}./d 415f$

xy$I�ª«G=� !���®��| !KL/FD&Ct d 418f$�PWJ!EFDAC./

FD&Ct d 418f>k8$g=QR9F !23�`$��./d 418f>k89��<�$CD

´/���d 419f$�PWJ!|}$���®9$%���<�!W"��9�±Z!"E�"/

FDA C./+Þ9:;<��$QR�+� !"#/FD&C t d 418 f>k8��| !f«�

+Þ-9 #!�wCD!W"��9�±Z!"E�;</d 121f d 5«>d8-9��</FDA

./d 121f-G FD&Ct d 419f>3#�$¤¥9F !u�8$�PWJ!|}$���®

9. C@AJ�VW��-�<�!E    

FDAG3K$��W�$��$�F����""ËC/�$��$QRzÂ.QR{W !���

®$[�9:!���J"$./d 415f$xy+Þghd 414f$�y��+ÞG=� !��

�9��A<�"EFSMA$Þ�9��/�¡"/3K$��$QR9 �A!���®. FD&C

t d 418 f$�PWJ�J�G/3K$��$QR{$���®Gd 418 f$�PWJ!"#/

3K$��$QRG¨3NIJ����°:�9J;"E�;</FDAC./'G@A !��$

Ô¢Ö×+Þ-9��</�$��WF�$D!-./*�//1/gh�Ö$���®$[��

 23K$��$QR���9�/ÙÚ !VW��-�"E 3K9��<���|@A<w"�

��®$QR�:´)�9��@�/#��9��</��$���®G1$:�9+Þ��!!

$�9F !�����#!"#9/FDA./PC+,-$d VIIIf d D«9��</���®

$[�9F !pq$�-$u�WJ!¨2$!�r$
,����"E 

5. d 121f d 5«>e8- — iR-�R.\9F !�� 

d 121f d 5«>e8>l8-./��$>°$fW��" |}C$iR-�R.\9F�<d 121

f-G C@AJ�VW�+� !E>i823iR-�RÖ×t>Federal Alcohol Administration 

Act8>L*1t+ d 27, d 210f ��ÏÐ8Â. 1986½z1��t D, E d 51'>L*1

t+ d 26 , d 5001 f ��ÏÐ89uvw/|}G1z$|}CD!KL/|}./019�

�<�A·�?�fWW�</���>��/�/xy/D!�.³�Â.3�����!VWG

I�@A!/Â./|}GV$:�J/�/xy/Â.���HIW !2�${1|}CD!/

�"/>ii8|}.¨2���$iR-�R.\$-./*�//1Â.�Ö9�ª !VW��/

23��456�4rs�t d 415f>L*1t+ d 21, d 350f d89uvw/|}W�<

$xyGI�@A!E 

d 121f d 5«>e8>28-./�f«$M�>e8>l89��@A"|}CD´/>i8'W$$%

%&�¢�1�­�$�*$���%��/��G>ii8���>$¶�9:!B$W�</|}$

)�´��$ 5 % ��CD!|}C./d 121f-GiR-�R.\�{$��9F�< C@A
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J�VW�+� !E 

FDA./PC+,- d Xf d C« 79��</FSMA d 116f$pq$�FghiR-�R.

\$-./*�//1/gh�Ö9F !���MWÔ¢Ö×$(¡9°�<��U���<�!E

FDAC./�$�%9uvw/d 117f d 5«>i8-9��</iR-�R.\gh�$�$�

�$-./*�//1/Â.�Ö9�ª !��$|}��� !VW��-�"E�$�%9Ú

L@�/FDAC./~�?�9:!�������������� !"#$%&�'()*9F

 !�+,-9��</iR-�R.\9F2 !��$����-�<�!E 

FDAC./+Þ9:;<�f«$g=QR�+� !"#9/FSMAd 116f��| !f«�+

,-9 #!�wCD!W"��9�±Z!"Epq./PC+,- d Xf d C« 79���"

FSMAd 116f$pq$�F/gh�$d 121f d 5«>e8$��-3$ C9°�</�Å�

�#!E 

6. d 121f d 5«>f8- — ®�G@A !��9F !��  

d 121f d 5«>f8-./d 121f -$I�ª«��/'�{$®�G@A !��$-./*

�//1/gh�Ö��� !E FDA./®�G@A !��$ PC+,-9��</®�G@A

 !���-./*�//1/Â.�Ö !|}CD´/�9��$��$�PW@AJ�|}G/

��¤¥��9�� !"#$Ô¢Ö×!Þ�8���| !VW�I� !:��-�"E FDA

./�$tÞr-9��</�������9F2 !���M./�J;"2�$Ö×�HIW

 !���GD´/>��"tÞr>�+,-89��<�B�49��@A!B$W"��9�

±Z!"E 

�"/FDAC./V$:�JtÞr9��</�������$¨2W�<pqG¬­�J®X9

:!����W0=¬­�J×0$"#9���9B"�@A!���$D!���J���M�

VA�$+Þ9 #!�1��9°�</�Å��#!E¬­�J®X9:!����9F !pq

$��$(¡./�ÇÃ$d IVÎ F«9��<±��A<�!E 

FD&C t d 418 f>m8./B;>�®�G@A !��$-.9�ª !|}9F�/d 418

f3$ L9F !I�ª«��� !/Â.#$ !��� FDA9�¡!E@�9/FD&C t d

420f>c8./FDAG�$f«9uvw=� !+ÞG/���J��$����j$D!��$

�9 C@A!:�I� !EFD&Ct d 418fghd 420f$�²A�$�PWJ!|}G~

����9F2 !�������9�� !"#$ HACCP�!Þ9uvw/%&�'()*�

�o/�$�|�I�@A!)�9F�</�ÇÃ$d IVÎ A«9��</FDAG1$:�9V

A�$f«��| !:��-�<�!$�9°�<±�<�!EIm !W/42�$NIJ��

�®$2�$¨°��G�$|}$����9 C@A!KL/D!�.|}G|}�!$���

4�gh�$|}$����9�!!������9F�/�|��J���~O���� !K

L/�+,-./|}9%&�'()*$�|�I� !E 

%&�'()*�HIW !��$-.��$��./F���4���4klOjt9uvU[

%���W�<�´/��-.9�!!V$:�J����3$689:!�5./~��L$-

�9F !pq$Å�> Jno/0*9�3$�"$���r@�/�A
1C.J�9�:¬

­���·w¸V 8W¨� !B$W�nA!>Ï([\ 548Epq$[%./'G@A !�

�9F�/����9�!!¨°��$V$:�J����9��<�������G¸w"KL/

�5gh�IG=� !���G��U��VW�]�<�!E>�"/���¬­�
;B/��
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$¤¥�9�!!�T�$��$��$�5W�<$��%�$��"�´CJU/'$�5gh

�I$=�WF2 !B$W�nA!E8�Ð�9/®�G@A !��9F�<./pq$[%./

VA�$��$��9�!!NIJ���®$2�Â.�$�$����9��<68G¸w"K

L/�$�5W�<'$�5gh�IG=� !���.���CD!VW�]�<�!E®�G

@A !��./'$�5gh�9"��#!���GJ�VW��/pq$F���4���4

klOjt9:!VA�$���4�./B;>�¬­�"$9�Ë��UHIGD;"E 

®�G@A !��9F2 !���+� !�1���(3 !�/FDAC./(¡�! 32�

$68$kP��>>18>����W !®�9�C@A!�\3$����$��/>28���

# !®�/Â.79��# !®�9�C@A!�\3$����$��/gh>38IO�P�

M3$����$���4��"Epq./��>°$kP��9F�/'�9$ZU��3)�

�I�®�9·w¸V VW.J�G/�$�/�/�Â.79�.��"�T�$
C����

5Â.�I�·w¸V �,RC�\9����CD!:�J����9.����!J�E>Ï(

[\ 558E����./�T�$
C/GCJ1$���5$��j�?*@�!���.D!>Ï

([\ 568G/V$:�J�5./:´<"�J"$� 2~��L$-�9F !pq$Å�W

.¨��J�EFDAC./V$:�J68G��%�$¤¥�9�!!�T�$��$��9:´/

���¬­���·w¸V ���GD!VW����<�!EV$:�J2�$68./NIC

.D!G/~��L$��r9F !��j$��9��"KL/'$�5W�I9F� !68

W�
�/��U��E  

�Ü-$68$kP��>IO�P�M3$����$��89F�<./FDA C./>���$


!$&9./�i��R�¬)C'���!B$GD!"#/8>M��9:!�5$���·w

¸V ���$D!B$� #/��U>IO�� 28®�$�5W��B"� ���$D!

�\Â.IO�P�M9��@A�!����9����!<�!E@�9/V$:�J68./

¬­�gh_`��Ë���wJ"$��¡!���GD!E���/~��L9:!��r9F

�<./VA�GB"� ��j./'$�5W�I9F� !B$:´/��U��:�9�n

A!EFDAC./V$��j9F !4�9°�</�Å��#!E 

�;</®�G@A !�U$��$-.C./42�$NIJ���®$2�$¨°��G�� 

!���W.F�JU/FDA C./®�G@A !��./>�AGB;>�®�G@A !��

$-.9�ª !|}C-.@A!$�/®�G@A !��W'G@A !��$��$-.9

�ª !|}C-.@A!$�9��n�²/8FD&Ct d 418f9uvU%&�'()*�HI

W !������W$F�.JU/FD&C t d 420 f9uvU~����WF2 !����

���$����j.J�B$W"��9�±Z!"E�$�5W�</FDA./'�{$®�G

@A !��$-./*�//1/gh�Ö��� !:��-�<�!EFDAC./VA�$"

��J�±9°�</�Å��#!E 

C. C. C. C. ��¢X�8��¢X�8��¢X�8��¢X�8        

d 121f-$���[ C9��</FDA./��¢X�
/�|��J���~O�$��/%&

�'()*$�|ghF2 !��
���/�)��/7�/gh��$*
$������9

F !I�ª«� 2�qJ��¢X�8��-�<�!Epq./�f«$���[ C-$f«

9°�<±²!E 

1. ��¢X�
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a. d 121f d 126«>a8- — ��¢X�
9F !I�ª«E d 121f d 126«>a8-

./|}$Û��/���/Â.�����§×�GÇÃr@A"��¢X�
��!�/Â.�

!�<�´/�A��| !VW�I� !E�tÞr$-�9F�/ÇÃr@A"�
G>��

Ö×�
���¤¥�
J1$8|}G� !���$D!�$�$�
C.JU/��¢X9F

2 !VW���9 !"#/FDA C./Ì��¢X�
ÍCD!ÌÇÃr@A"�
Í����

"EÇÃr@A"��¢X�
./�$�
��|�/�A9:;<|}$��
����/�


��»�9+[%�<$� !"#9/�+,$�PWJ!|}9��<H#$B$CD!E�"/

VA./	

/gh�
>9BH#CD´/��9/ÇÃr@A"�
.��¤¥��� !"

#9H#$B$CD!E�������WF� !���9�� !"#$ÇÃr@A"��¢X

�
./���C.J���WF� !���M9� !ÇÃr@A" HACCP/Â.��¤¥�


W�8�<�!E 

d 121f d 126«>a8-./|}$Û��/���/Â.�����§×�9��/ÇÃr@A

"��¢X�
$¥!Â.¨©9��</�A��! !Â.�$§n´9�!@A"�
�� 

!VW��#!����+� !E@�9/d 121 f d 126 «-./|}$��¢X�
$��

9��</���/%&�'()*/gh��
���J1$�$�9I�@A!�	G���9

�¨CDA"/�$|}G��$2�Â.-.�t$2���R��r !VW��#!����

+� !E 

d 121f d 126«>a8-./|}$Û��/���/Â.�����§×�GÇÃr@A"��

¢X�
��| !:�I� !E�|��J���~O�$��gh%&�'()*$�|� 

2��¢X�
$��gh�|��#!I�ª«-./V$:�J�®G~�?�9:;<·w¸

V@A!�����������%�����/Ú¡!"#9HIJ�8CD!W��pq$"�

�J�±����<�!Ed 121f d 126«>a8-./FD&Ct d 418f>b8>c8>d8>e8>f8

gh>h8/ghd 420f>b8��| !EFDAC./VA�$"��J�±9°�</�Å��

#!E 

b. d 121f d 126«>b8- — ��¢X�
$z'E d 121f d 126«->b8>18$>b8

>58./��� 2��¢X�
$z'�I� !E 

d 121f d 130«-9:;<I�@A!³´/ÇÃr@A"�|��J���~O�$��/ 

d 121f d 135«>b8-9:;<I�@A!³´/ÇÃr@A"%&�'()*/ 

d 121f d 140«>a8-9:;<I�@A!³´/ÇÃr@A"��
���$�	/ 

d 121f d 145«>a8>18-9:;<I�@A!³´/ÇÃr@A"�)���	/gh 

d 121f d 150«>e8-9:;<I�@A!³´/ÇÃr@A"7��	 

FDAC./��¢X�
$z'G���"��$IA$�� #!VW��-�<�!G/��¢

X�
./)*$��¢XF2����!"#9|}$[]W�<)C !VWG��CD!E�

¡"/|}./��P���/?QJ'()*$4�/8/2�Ò��/:XÖ×�
/?QJ'

()*$�|$"#$�®�
/������	
$�5/gh�$�$ÇÃ/[%/	
/Â.

|}$��¢X�����9F2 !��J1� #!VWGCw!EFDA./|}G��J��
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