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9 CFR Ch. I (1–1–15 Edition) § 114.3 

(State) 

[39 FR 16869, May 10, 1974, as amended at 60 
FR 48021, Sept. 21, 1995] 

§ 114.3 Separation of establishments. 
(a) Each licensed establishment shall 

be separate and distinct from any other 
establishment in which a biological 
product is prepared. 

(b) No biological products authorized 
to be prepared in a licensed establish-
ment shall be prepared in whole or in 
part by another licensed establishment 
except as provided in paragraphs (c) 
and (d) of this section. 

(c) When a partially prepared biologi-
cal product cannot be completed at a 
licensed establishment due to failure of 
essential equipment, the Administrator 
may authorize the use of similar equip-
ment at another licensed establish-
ment: Provided, That, such authoriza-
tion shall be limited to the duration of 
the emergency and to the phase of pro-
duction affected by the equipment fail-
ure. 

(d) Partially prepared products or se-
rials of completed products for further 
manufacture may be moved from one 
licensed establishment to another li-
censed establishment, imported under 
the provisions of § 104.5, or moved from 
a licensed establishment for purpose of 
being exported under conditions pre-
scribed in an Outline of Production 
filed with Animal and Plant Health In-
spection Service. Licensed products or 
products imported for distribution and 
sale may be prepared and recommended 
for final use, for further manufacturing 
purposes, or both. All serials shall be 
subject to the requirements for testing 
and release specified in § 113.5 or § 113.10 
and to the requirements for identifica-
tion specified in § 114.4. 

[39 FR 16869, May 10, 1974, as amended at 40 
FR 46093, Oct. 6, 1975; 49 FR 45846, Nov. 21, 
1984; 56 FR 66784, Dec. 26, 1991] 

§ 114.4 Identification of biological 
products. 

Suitable tags or labels of a distinct 
design shall be used for identifying all 
ingredients used in the preparation of 
biological products, all component 
parts to be combined to form a biologi-
cal product, all biological products 
while in the course of preparation and 
all completed biological products held 

in storage at licensed establishments: 
Provided, That, if such ingredients, 
components, or biological products are 
not so identified, they shall be disposed 
of as provided in § 114.15. 

§ 114.5 Micro-organisms used as seed. 

Micro-organisms used in the prepara-
tion of biological products at licensed 
establishments shall be free from the 
causative agents of other diseases or 
conditions. A complete record of such 
micro-organisms shall be kept cur-
rently correct and a list submitted to 
Animal and Plant Health Inspection 
Service upon request of the Adminis-
trator. 

(Approved by the Office of Management and 
Budget under control number 0579–0059) 

[39 FR 16869, May 10, 1974, as amended at 48 
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26, 
1991] 

§ 114.6 Mixing biological products. 

Each biological product, when in liq-
uid form, shall be mixed thoroughly in 
a single container. During bottling op-
erations, the product shall be con-
stantly mixed sufficient to maintain 
physical uniformity of the entire fill. A 
serial number, with any other mark-
ings that may be necessary for ready 
identification of the serial, shall be ap-
plied to identify it with the records of 
preparation and labeling. 

§ 114.7 Personnel at licensed establish-
ments. 

(a) Each licensee shall designate a 
person(s) to make all official contacts 
with Animal and Plant Health Inspec-
tion Service on matters pertaining to 
the preparation of biological products 
under the Virus-Serum-Toxin Act. The 
licensee shall file three copies of bio-
graphical summary with Animal and 
Plant Health Inspection Service for 
such designated person and for each 
person responsible for any phase of 
preparation of a biological product. 

(b) All personnel employed in the 
preparation of biological products at a 
licensed establishment shall be com-
petent in good laboratory techniques 
through education or training, or both, 
so as to consistently prepare high qual-
ity products. 
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