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Sec. 792.15 Inspection of a testing facility

(a) A testing facility shall permit an authorized
employee or duly designated representative of EPA
or FDA

U.S. Food and Drug Administration
rm A s Office of Enforcement

Division of Compliance Policy HFC-230

James F. McCormack, Ph.D.
Director of Nonclinical Laboratory Compliance

5600 Fishers Lane

Rockville, MD 20857

Phone (301) 827-0425, Fax (301) 827-0482
Emall james.mccormack@fda.gov




BIOLOGICAL TESTING LABORATORY

BIOMEDICAL RESEARCH FACILITY

The animal rooms
are supplied with 100% outside air,
HEPA filtered
are maintained at a positive pressure

Temperature (18-24°C) and humidity (30-
70%) are controlled

T ER | 12-hour cycle of light is synchronized

Animals are given a standard chow and
water ad libitum.

Total area - 2450 sq.m
13 animal rooms
17 laboratory rooms



PLAN OF BIOMEDICAL RESEARCH FACILITY
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PERSONNEL OF BIOLOGICAL TESTING LABORATORY

Scientific personnel:
H PhD - 9
Investigators - 12

Technicians - 15

Personnel Training Program is
implemented in the Laboratory
on a regular basis




Head of laboratory
Mypawee A.H.

Scientists
(SD)

Xoxnoea O.H.
Lllu6baee H.B.
Kpae4eHko U.H.
Kpae4eHko H.H.
Hoeukoea H.H.
3axapoe M.B.
Paccka3oea E.A.
Pxxeeckuu [4.1.
JlobaHos A.B.
JlobaHosa H.H.
Kycmanoea I . A.
Typob6oe B./.
Ozau AA.
AbsiyeHko U.A.
IyxanuH A.H.
3axapoea JI.A.
Mypawesea I'.B.

Technical Staff

BopoduHa I'.N.
byneakoea JI.H.
BymopuHa E.E.
KanabuHa E.A.
Mawmakoea A.B.
Mypamkuna O.A.
Mypamoea A.K.
Opnoea C.B.
Ocunosa . A.
Ocmanok O.A.
lMe4yHukoea T.H.
Cumukoea B.A.
®domeHko C.A.
Llewenesa M.A.

QAU
3apeapoea T.A.
Xapmyxamedoea T.1O.
CadoeHukoe B.b.
lNopenkoea T.®.

Service for drug preparation
lMoHomapeesa T./.
Tyxoeckasi E.A.

Engineers Service
BamonuH B.J.
Xaycmoe P.B.

Veterinary Service
CemywuHa C.I".
lNaxomoea U.A.

Service of the labour SAFETY
LWnunbko O.C.

ARCHIVE

Jledoeckas J1.A.




TECHNOLOGICAL EQUIPMENT

DOUBLE-ENDED
AUTOCLAVE MILLIPORE ”Elix 10”

WASHING MACHINE




BIOMEDICAL RESEARCH EQUIPMENT

EQUIPMENT FOR CLINICAL BIOCHEMICAL STUDY




BIOMEDICAL RESEARCH EQUIPMENT

EQUIPMENT FOR CLINICAL HEMATOLOGICAL STUDY
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ANIMAL BREEDING FACILITY

GLP EPA
792.90 Animal and other test system care

At the initiation of a study, test systems
shall be free of any disease

CHARLES RIVER LABORATORY
JACKSON LABORATORY
HARLAN

TACONIC FARMS

INTERNATIONAL
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2.

STUDY ORGANIZATION
GLP STANDARDS

Designate a study director before the study is initiated

The study director has overall responsibility for the technical
conduct of the study

Each study have an approved written protocol that
clearly indicates the objectives and all methods for the
conduct of the study

A testing facility have standard operating procedures
in writing, setting forth study methods

A testing facility have a quality assurance unit which shall
be responsible for monitoring each study

All raw data, protocols, reports are retained




