CHAPTER 225. BOITLED DRI NKI NG WATER REGULATI ONS

SUBCHAPTER 1. GENERAL PROVI SI ONS

310: 225-1-1. Purpose

The rules in this Chapter inplenment the Bottled Drinking Water
Regul ations, 63 OS. 1981, Section 1-1915 et seq. and 1-1101 et
seq.

310: 225-1-2. Definitions

The followng words or ternms, when used in this Chapter, shall
have the followi ng neaning, unless the context clearly indicates
ot herwi se:

"Approved |aboratory" neans a |aboratory approved by the
Comm ssioner of Health or certified by the U'S. Environnental
Protection Agency ("EPA'), or certified (accredited) by a third-
party organi zation acceptable to the Comm ssioner of Health.

"Approved source" when used in reference to a bottled water
plant's product water or water used in the plant's operations,
nmeans the source of the water whether it be froma spring, artesian

well, drilled well, public water system or any other source that
has been inspected and the water sanpl ed, analyzed, and found to be
of a safe and sanitary quality. Bottled water covered by these

rules and regul ations nmust be from a source which is permtted in
accordance with the design standards for public water supply
facilities.

"Artesian water" mneans bottled water from a well tapping a
confined aquifer in which the water |evel stands above the water
t abl e. "Artesian Water" shall neet the requirenents of "Natura
Wat er".

"Bottled water" means water that is placed in a seal ed container
or package and is offered for sale for human consunption or other
consumer uses.

"Bottled water plant"” nmeans any place or establishnment in which
bottled water is prepared for sale.

"Carbonated water" or "sparkling water" neans bottled water
cont ai ni ng car bon di oxi de.

"Distilled water" means bottled water which has been produced by
a process of distillation and neets the definition of purified
water in the nost recent edition of the United States Pharmacopei a.

"Drinking water" mneans bottled water obtained from an approved
source that has at mninum undergone treatnent consisting of
filtration (activated carbon or particulate) and ozonation or an
equi val ent di sinfection process.

"Fluoridated water" neans bottled water containing fluoride.
The | abel shall specify whether the fluoride is naturally occurring
or added. Any water which neets the definition of this paragraph
shall contain no less than 0.8 mlligrans per liter fluoride ion
and otherwise conply with the Food and Drug Adm nistration ("FDA")



quality standards in Section 103 35(d)(2) of Title 21 of the Code
of Feder al REguIatlons ("CFR

"M neral water" neans bottled water that contains not |ess than
500 parts per mllion total dissolved solids. "Natural M neral
Water" shall neet the requirenments of "Natural Water"

"Natural water" neans bottled spring, mneral, artesian, or well
water which is derived from an underground formation and is not
derived froma municipal systemor public water supply.

"Plant operator" neans any person who owns or operates bottled
wat er pl ant.

"Purified water" neans bottled water produced by distillation
dei oni zation, reverse osnosis, or other suitable process and that
meets the definition of purified water in the nost recent edition
of the United States Pharnmacopeia. Water which neets the
definition of this paragraph and is vaporized, then condensed, nay
be labeled "distilled water".

"Spring water" means water derived from an underground formation
from which water flows naturally to the surface of the earth
"Spring Water" shall neet the requirenents of "Natural Water"

"Water dealer" neans any person who inports bottled water or

causes bulk water to be transported for bottling for human
consunption or other consuner uses.

"Wll water" mneans water from a hole bored, drilled, or
ot herwi se constructed in the ground which taps the water of an
aqui fer. "Well Water" shall neet the requirenent of "Natural
Wat er "

310: 225-1- 3. Soda water/soft drink exenptions

Bottled, soft drinks, soda or seltzer or other products commonly
recogni zed as soft drinks and |abeled wwth a common or usual nane
ot her than one of those specified in Section 310:225-1-2 are exenpt
fromthe requirenments of these regulations. Water that is not in
conpliance with the requirenents of these regulations nmay not be
| abeled as "Artesian VWater", "Natural Water", "Bottled Water"
"Distilled Water", "Drinking Water, "Fluoridated Water", "Mnera
Water", "Purified Water", "Spring Water", or "Well Water"

310: 225-1-4. Severability

| f any provision or application of any provision of the rules of
this Chapter is held invalid, that invalidity shall not affect
ot her provisions or applications of these rules.

SUBCHAPTER 3. PRODUCT QUALITY

310: 225-3-1. Source approval

Al bottled water shall be from an approved source and shall not
contain any constituent in quantities that nmay be injurious to
health, as established through rulemaking by the Cklahoma State



Departnment of Health. Al bottled water shall neet the standards
prescribed by the FDA in 21 CF. R Section 103.35, except that the
total dissolved solids limtation of Section 103.35(d) shall not
apply to mneral water.

310: 225- 3- 2. Maxi mum cont am nant | evel

Except as provided in Section 310:225-3-1, bottled water,
including mneral water, shall not exceed any Maxi num Cont am nant
Level ("MCL") established by EPA under the Safe Drinking Water Act
if adopted by FDA or by the State Board of Health for any organic
or inorgani c chem cal s.

SUBCHAPTER 5. GOOD MANUFACTURI NG PRACTI CES
AND OPERATI ONAL REQUI REMENTS

310: 225-5-1. Process standards

Al bottled water, including mneral water, shall be filtered
or processed and packaged in accordance with, and in facilities
whi ch conmply with, the FDA Good Manufacturing Practice Regul ations
("aws") 21 CF.R Parts 110 and 129.

310: 225-5-2. M crobi ol ogi cal control standards

Bottled water production, including transporting, processing,
packagi ng and storage, shall be conducted under such conditions and
controls as are necessary to mnimze the potential for
m crobi ol ogi cal contamnation of the finished product. These
condi tions shall include the foll ow ng:

(1) Bottled water shall be subject to effective germcidal
treatment by ozonation or carbonation at a mninumof three vol unes
of carbon di oxi de or other equival ent disinfection;

(2) Bottled water shall not be transported or stored in bulk t anks or

310: 225-5-3. Multi-food equi prent

(a) For optinmum consumer protection, in order to mnimze the
potential for m crobiol ogical contamnation of the finished
product, it is reconmended that non-carbonated bottled water not be
transported, stored, processed or bottled in or through lines or
equi pnent  through which any food product other than water 1is
passed.

(b) Bottled water shall not be transported, stored, processed or
bottled through lines or equipnment through which any food product
other than water is passed except under procedures that prevent the
potential for mcrobiological contamnation in bottled water.

310: 225-5-4. deaning and sanitizing procedures
(a) Non-dairy foods.

(1) Were foods other than mlk or dairy products have been
transported, stored, processed or bottled, each tinme before water



is transported, stored, processed or bottled through the sane |ines
or equipnent all product contact surfaces shall be thoroughly
cl eansed and sanitized using appropriate procedures as specified in
21 CF.R Section 129.80. Where noncarbonated bottled water is
processed or bottled, cleansing and sanitizing of the filler shall
be manual ly, after disassenbly, and all product contact surfaces of
the filler shall be sanitized with 50 ppm chlorine for one mnute
at 75 degrees F. or equivalent.

(2) Subject to Departnent review and approval, for equi prent, lines an

surfaces nmay be cleaned in place and sterilized with saturated

steam at 252 degrees F. for ten m nutes.
(b) Dairy foods.
(1) Wiere mlk or other dairy products are processed or bottled
t hrough the same |ines or equi pnent as bottled water, the feed
line used to convey water to the filler shall be dedicated to
water only.

(2) Each tinme before water is processed or bottled all other
product contact surfaces shall be disassenbled and nmanual |y cl eaned
in accordance with procedures specified in 21 CF. R 129.80 and
shall then be sanitized with 50 ppm chlorine for one mnute at 75
degrees F., or equivalent.

(3) Subject to Departnent review and approval, for equipnent, lines an

surface may be cleaned in place and sterilized with saturated

steam at 252 degrees F. for ten m nutes.

(4) Al product contact surfaces of tanks used for storage or transpor

for ten m nutes.

(c) Qzone resistant material. Where ozone is used as a germcida
agent for bottled water, all gaskets, o-rings and simlar flexible
material shall be nmade of silicone rubber, teflon or other ozone
resistant material. These flexible parts shall be replaced
whenever they show evidence of surface deterioration.

310: 225-5-5. Product recall procedures

Each bottl ed water plant operator and water deal er shall devel op
and maintain a procedure for product recall and shall inplenent
said procedure for any product for which the operator or dealer
knows or has reason to believe circunstances exist that may
adversely affect its safety for the consuner.

SUBCHAPTER 7. WATER MONI TORI NG

310: 225-7-1. Approved source sanpling and anal ysi s

(a) The bottled water plant operator shall be responsible for
sanpling and analysis of all approved sources for the contam nants
specified in Section 310:225-3-1 to assure that product water
derived from approved sources continues to conply with Section
310: 225- 3- 1. Such nonitoring shall be at |east annually, except
that analysis for mcrobiological contamnants shall be weekly if



the source is other than a public water system

(b) Approved sources shall be nonitored every five years for the
contamnants for which U S. EPA under the Safe Drinking Water Act
or the Departnment requires source water nonitoring.

(c) Source nonitoring shall not be required of a plant using an
approved public drinking water supply.

(d) The required source water sanpling shall be perforned by
qual i fied personnel and required analysis shall be perforned by an
approved | aboratory. Records of the required sanpling and anal yses
shall be maintained on file at the plant for not less than two
years and shall be available for official review upon request of
t he Departnent.

310: 325-7-2. Possi bl e source contam nation

(a) Wiere a bottled water plant operator, water dealer or
regul atory agency knows or has reason to believe that a contam nant
not otherwi se nonitored is present in the source water because of a
spill, release of a hazardous substance or otherwise, and its
presence would create a potential health hazard to consuners, the
pl ant operator or water dealer upon receipt of such information
shall nmonitor the source water for said contam nation

(b) Detection of contamnant(s) in source nonitoring required
pursuant to this Subchapter shall be followed imediately by a
program of periodic nonitoring to confirm the presence in the
source water of said contam nant(s). If such |isted unregul ated
contamnant(s) is confirnmed to be present in the source water at a
concentration that exceeds a published U S. EPA Health Advisory, or
a US. EPA or Departnment Action Level for drinking water, the plant
operator or water dealer shall enploy appropriate treatnent
techniques to renove or to reduce said contamnant in the product
water below said concentration and shall enploy a program of
periodic nonitoring for said contamnant in the source water unti
such tinme as said contamnant is not detectable in the source
wat er .

310: 225-7-3. Fi ni shed product nonitoring
To assure that bottled water conplies with Section 310: 225- 3-2,
the followng product nonitoring using representative sanples
derived fromthe bottled product shall be perforned:
(1) For mcrobiological contamnants specified in Section
310: 225-3-2 analyze weekly a representative sanple from a
batch or segnent of a continuous production run for each type of
bottl ed water produced by the plant.
(2) For chemcal, physical and radiol ogi cal contam nants
specified in Section 310:225-3-2 analyze annually a
representative sanple from a batch or segnent of continuous
product run for each type of bottled drinking water produced by
t he pl ant.



310: 225-7-4. Finished product sanpling and anal ysis

(a) The required product water sanpling shall be perforned by
qualified personnel and required analysis shall be perfornmed by
approved | aboratory.

(b) Records of required sanpling and anal ysis shall be naintained
at the plant not less than two years and shall be available for
official review upon request of the Departnent.

SUBCHAPTER 9. LABELI NG REQUI REMENTS

310: 225-9-1. Labeling requirenents

Al bottled water shall conformto applicable federal and state
labeling laws and be labeled in conpliance with the follow ng
st andar ds:

(1) M™Mneral water may be labeled "Mneral Water". Bottl ed

wat er to which mnerals are added shall be labeled so as to

disclose that mmnerals are added, and may not be |abeled

"Natural Mneral Water".

(2) Spring water nmay be l|abeled "Spring Water" or "Natural
Spring Water".

(3) Water containing carbon dioxide that energes from the

source and is bottled directly with its entrapped gas or from

which the gas is nechanically separated and |ater reintroduced
at a level not higher than naturally occurring in the water may
bear on its |label the words "Naturally Carbonated” or "Naturally

Spar kl i ng".

(4) Bottled water which contains carbon di oxide other than that

naturally occurring in the source of the product shall be
labeled with the words "Carbonated”, "Carbonated Added" or

"Sparkling" when the carbonation is obtained from a natural or

manuf act ured sour ce.

(5) Wwvell water may be |abeled "Well Water"™ or "Natural Well
VWater".

(6) Artesian water nmay be | abeled "Artesian Water", or "Natural

Artesian Water".

(7) Purified water shall be labeled "Purified Water" and the
met hod of preparation shall be stated on the |abel, except that
purified water produced by distillation my be I|abeled as
"Distilled Water".

(8) Drinking water nmay be | abeled "Drinking Water".

(9) Any bottler, distributor or vendor of bottled water whose corporat

each bottle with the type of bottled water as defined in Section
310:225-1-2 in typeface at least equal to the size of the
typeface of the corporate nane, brand nane or trademark, if the
type of the bottled water is different fromthe type stated or
inplied in the corporate nane, brand nane or tradenark.

(10) The use of word "Spring", or any derivative thereof other than at

(11) A product neeting nore than one definition as stated in
Section 310:225-1-2 may be identified by any one of the applicable
product types defined in Section 310:225-1-2, except wher e



ot herwi se specifically prohibited.

(12) Supplenmental printed information and graphics concerning
recogni zed uses of the water may appear on the |abel but shall not
inply properties of the product or preparation nethods which are
not factual.

SUBCHAPTER 11. LI CENSES TO PROCESS, SELL OR
Dl STR BUTE BOTTLED WATER

310: 225-11- 1. Licenses to process, sell, or distribute bottled
wat er

Any person desiring to operate a bottled water plant, or to sel
or distribute bottled water, in Cklahoma shall nake application to
the State Conm ssioner of Health for a permt, and obtain a valid
license prior to the operation of the bottled water plant or the
distribution and sale of bottled water. Application for such
license shall be on a form supplied by the Conm ssioner and shal
contain such information as the Comm ssioner deens necessary to
determne that the operation of the bottled water plant or sale of
bottled water will in no manner be injurious or hazardous to the
health or safety of the people of the state. FEach application for
a license and license renewal shall be acconpanied by the proper
fee. The fee paid and license issued shall be for the particular
bottled water plant to be operated and shall not be transferred to
anot her person or |ocation.

310: 225- 11- 2. Qut-of -state |icenses
Qut-of-State licenses to process, sell, or distribute bottled

wat er shall be issued, upon receipt of the foll ow ng:
(1) Docunmentation fromthe State where the facility is |located that the
(2) Receipt of a signed application along with the appropriate fee.

310: 225- 11- 3. Pl an revi ew

Before any bottled water plant is constructed, reconstructed, or
extensively altered, properly prepared plans shall be approved by
the State Conm ssioner of Health.

310: 225-11-4.  Access

Representatives of the Gklahoma State Departnent of Health,
after proper identification, shall be permtted to enter any
bottled water facility at any reasonable tinme for the purpose of
maki ng inspections to determne conpliance with the rules of this
Chapt er. The representative shall be permtted to examne the
records of the facility to obtain information pertaining to the
operation of the facility.

310: 225-11-5. License revocation and suspension
Procedures for revocation and suspension of |icenses to process,
sell, or distribute bottled water are stated in the &l ahona



Adm ni strati ve Procedures Act.

310: 225-11- 6. | nspecti on

As a condition of receiving a license, and annually thereafter,
the water bottler shall receive a plant inspection denonstrating
conpliance with the Good Manufacturing Practices and Qperational
Requirenents of these regul ations. Said inspection shall be
conducted by the State in which the bottling facility is |ocated,
by the FDA, or by a third party inspection organization (such as
NSF) acceptable to the Departnent.
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