























3.1.1 Initial Period {(Initial Applicatioen) L1 year
5 1.7 Gubsegquent Periocd (Renewal Application) 2 years

4.7 At least one menth prior to the axpiration of the LTIG,
veterinary drug and product establishments shall apply
to renew their license.

5.3 In considering the renewal application, BFEALD/BAT shall
ascertain the continued compliance by the veterinary
drug and product satablishment with the standards and
reguirements slipulated in section 2.1 and 2.2.

Administrative Sanctions
4 1 Orounds for Revocation of LTO

4.1.1 Misrepresentation of any material fact in the
g application for LIO and in any documentation
used as a hasis for issuing the LTO.

4.1.% Tor manufacturers and traders: any deficiency in
CMP that is likely to result in adulterated,
misbranded, substandard or unsafe products as
determined by BFAD/BAI. This includes, among
others. grossly inadeguate premises, lack of key
technical and professional persaonnel, lack of
key eguipmeant 1n producticn or guality control,
poor or inadeguate process control and
inadequate or improper documentation of the
croduction Dprocess.

4.1.8 TFor distributors: distribution of fake, substan-
dard, mishrandad, adulterated or unsafe
veterinary drugs and products.

4.1.4 Violation of BFAD/BAI standards of  quality,
efficacy, purity and safety of veterinary drugs
and products.

4.1.5 Sale and distribution of therapeutic antibiotic
mrd biclogical products without bateh
certification by BFAD/BAI.

4.1.68 Failure to take adeguate remedial or corrective
mEasures for deficiencies identified in
senordance with reguirements of BFAD/BAIL.

4.1.7 TFailure to keep up to date, secure, orderly, and
casily inspected records that would indicate
continued compliance with standards.
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4.9 Grounds for Suspension of LTO
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4.2, Minor deficiencies in GMP or material management
that rie to ‘be corrected but are noh
immediately or likely to result in  adulterated,
misbhranded, substandard, or unsafe veterinoary
drugs and products as determined by BFAD/BAIL.
These ineclude, among others, poor housekeeping,
inadequate storage facilities, non-functional
equirment, and failure to comply with laboratory
safety standards. )

4.2.2 Lapsesz in record keeping of invoices, receipts
or distribution records.

Ke-application After Revocation
No establishment wheose LI0 was revoked may apply for an

LTO within 5 years after the revocation of its licenso.
L]
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Schedule of Foeas
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Upon application for a license +to operate as &
veterinary drug and product establishment, the

following non-refundable fees shall be chargcd for each
application: )

Veterinary Drug and Product Manufacturer (Code VDAPM)
Veterinary Drug and Product Trader (Code VDAPT)

Veterinary Drug and Product Distributor {Code VDADDW/

VDAPDE/VDAED] )

Cocde Tnitial Henewa l
. : {good for 2 years)

VDAPM P 5,000 Poio, 000
VDAPT 3,000 6,000
VDAPDW /VAPDE /VPAPDT 2,000 &, 000

IT a veterinary drug and product establishment engages
il activities belonging toe more bhan one of the above
categorics, applicant must apply for LTO for eascnh of
the category and pay the ecorresponding fees.

Only upon  payment of application ¢ fees Wiy the
application be processzed. A surcharge of fifty percents
(20%] of Lhe above fews shall he imposed on

applications  for renewal Tiled after the wvalidity of
the license has lapsed. Any change in the category of
veterinary drug  and product establishment or change in
gwnerchip shall require a new application.
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quality to the public. It shall be required to conform
with
each
reguiirements.

)
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relevant standards and requirements specific Tor
category, 1in addition to the foregoing general

Drugsiore. Pharmacy or Botica reguirements are
provided for in A.0. No. 56 s. 1888 and therefore
=hall secure the license Lo operate from the

RBIFATD., However, Lhey shall secure a licenze <o
opiErahe from the BAT if they shall mall
veterinary drugs and products. Such, LTO shall
T aubomatically granted by the BAl GO
rresentation of LTO from BEAD, payment of
corresponding Fees and tentative list of
veterinary drugs and products intended to be sold
using ceneric names  with brand names  when

arplicable.

Veherinary arid  agricultural supply stora,
livestock and poultbry supply store are cutlets
sellingd rresoription veterinary drugsa arncl

products.

Z2.2.2.1 Premises
2.2 0 1.1 A signboard in front f the
place of business bearing the
reglatered name af the
veterinary drugstore. . Far
veterinary drug and product
outlet aselling exclusively
non-prescription or over the
Counter (OTC) or sslf =mervice
veterinary drug and product,
. the signboard should indicate
=0 by putting the symbol non-
Ix or equivalent.

goae o2 A well-ventilated area not
less  +than 12 sgq.m. jin flooy
are with concrete, tile or
wooden flooring.

B
F
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A suitavle and vroper place
(e. g. refrigsrator) for the
adeguate atorage or
veterinary drugs and products
ng specified on the label.

0 (W suitable capingt for
keening poisonas and//or
dangarous drugs, when

applicable.
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a.2.2.8.1 Prescription Book

A e e Dangerous Drug  Book, when
arplicable

Cr I T

den.ad 3.8 Poigens Book, when applicable

“Zi2.d A duly BFAD/EAT registeraed
rharmacist ap veterinarian.

2.2.2.5 Other Arditional Requirements-

$:24.2.5.1 Invoices indicating the let
number or bateh number of the
manufacturer’s stock Pursuant
to BFAD Memo. Circulr No. 001

5. 1983.
I
@-2.2.5.2 File of Prescriptions fijled, ,
A Consecutively Aumbered. |

2:2.2 5.3 Dy Seal op Rubber Stamp
tontaining the Tame arel
addreas of the velerinary

-

drug and product putlet.
2.2.3 Requirements for a Retai] Cutlet fop MNon-
Preseription, Cver  the Counter anl Salf-
Cervice Veterinary Drugs and Products.
b s | Premises
2.2.3.1.1 A signboard in front of the
vlace of business bearing the
redistored name of retail
cutlet and the symbol non-Rsx
8r eguivalent;. .
B
4
R e B T adequate, well vanbtilated i
area with Conerete, tile. gr
woodan flooring.
2:2.8. 1.8 4 suitable and Proper place
for the adequate Storage of
non-prescription drugs. When
there ars products sold othep
than drugs, ares exclusively
for veterinary drugs and
products shall be allocated
within the Fremisas .
2.8.3.2 Reference Books and Documents
|
2:2,8.8 1 Fhilippine National Veterinapy
Drug Formulary
: i
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Feeformonce, consistent with BEFAD/BAT standards arcd

cegulremnents,  without any cases of serious wviolation of
exinting laws, rules and regulations.

Administrative Sanctions
4.1 Temporary Closure

Failure to comply with the standards and regquirements

for LTO as cited above. ¥
4.2 OSuspension of Licenze to Urerate
4d.2.1 TFailure o produce invoices arnd receipts
together with lot number, expiry dates for the
velerinary drusgs and prcduhta in stock.
A

4.2.2 - Failure +to preperly record and keep a file of
all prescriptions filled in the last Lwo vears.

4.243 Refuzal to allow entry of BFAD/BAT inspecltors

4.3 TRewvaocabion of Licénse Lo Diserate

4.3.1 3ale ar Uffer for sale of ;adulterated,.
mjsbranded, sub-atandard, unregistered, axpired
and/sor waale VﬂtFanary drugs and products

marked Nn+ for Salea

4.3.2 Tailure to PPUPPPIF record dangercus  drugs  as
determined by LDE.

4.2.83 Lavck of rharmacist/veterinarian.

4.3.4 Failure Lo take necessary remedial or corrective
measuroes within the prescribed period as
directed by BFAD/BAT .

Validity

The license to operate shall have the following validities

Initial Period Validity of
of validity Subsequent Renewal
1 wear Z yeara

Scheduale of Veos

Upon applieation for o license to operate, the
following non-refundable foes shall be charged for cach
application:

o
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fees wshall be imposed on applicaticns  for pencwal  Cbd e

after thel validity ot the licenoe s lapacd,

. cEPARABLLINY ClLALCE i

| ¥
In case |any provision of this rules and regulations 1.
declared contbrary o law orp inconstitutional ather
provisions which are nob affected thereby shall coatimae  to
be in fordée and in affcct.

| EEPEALING CLAULE

All administrative apders, rules aod resulations and bbb
admjnistr-,' tive lsguan eE O parlis L]‘u.-r‘v.:-..:['_ P o bkl w4
the provislions of thia Repulabion are hereby repealed  or
modi fied dovordinely.

LEFECTINITY

This BRegyglation shall take el Teetl £iftuey (1) davs AL
ite publidatiocn in a newspaper ol deneral cireoulation.

f brbe-! 1 X300 XOYEX QETAIIIHD

SENEN C. BACANT
ecratary of Agriculture

o,
Haallh
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Initial Henewal
{good for two years)

B 200.00 P 400.00
crily upon pavment of arplication fees may the application be
rrocessed. A surcharge of Fifty percent (50%) of the abaove
fees shall e imposad on applicatbions for renswal filed
aftor the validity of the lieense has lapsed.
SHPARARBILITY CLAUSE

In case any provision of this rules and regulabionc

18
ﬂec%ared contrary Lo Jaw orp unconstitutiocnal abher
provisions which are not affected thereby shall continue, +po

be in force and in effect,

: EEEEALTNG CLAUSE

All  administrative orders, mules and regulations and other
administrative issuances or parlo thereof, inconsistent wiij
the provisions of thig Regulation are hereby repealed oar
modified accordingly. -

Thies Regulation shall take affect fifteen (15) days aftor
its publication in a newspaper of general circulatios.

GENEN C. BACANI ALIRG0O R.A. WINGZON, M.D.
rotary of Agricultiuce SecretaryWaf Health

ehnoing 1.43
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Powder filling machine
Tamper-proct machine
Dehumidifier

Stexile products (Oohthalmic, eha.d

Z2.9.1 Btainless stesl tank with stirrer
2.5.2 Btainless steel storape tank

2.5.3 Membrane filter aozembly

2.9.4 Laminar flow svstom

2.5.5 Filling machine

2.5.6 Capping machine

Qintment/Creoan

X.68.1 Mill

2°.6.2 Stainless tank with slhirrer, jacketed
“.B8.3 Filling machine

2.oB.d Crimper .

= F g
amalls Yolume Parenteral Produacts
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2.8.%
w.8.8
2.8.4
2.8.5
2.8.8
i C
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Vial washer/ringer

Yyrogon-free distilling apparatus
Shorage tank =.s.

Stainless stecl tank with stirrer
Membrans filter assenbly . '
Laminar flow svalem

Ampule Fillear and sealer

Vial Tiiler and sealcr/orinper
Fillirng miachine Tor Tiguid
Sterilizer/autoclave -
Nepyrogenabing aven

Volune Parenteral Products

Water asoftener

Carbon filter

Deicnizer

Matilling unit

Stainless oteel tank with stirrer
stainless steel storage tank
Membrane filter assembly
Botile/stopper washer

Laminar flow asssingly

Filler and sealar/orimper :
Wacuum equipment

Autoelave /‘sterilizer
Depyrogenating overn

g
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THIMUM

ANNEY, C

STANDARDS FOR BIOLOGICAL MANUFACTURING EQUIPMENT /MACHINE

General Machinerwy and Eguipmeni.
wninery

1.1
s

-

.3
.4

}
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m

Analytical balance

Iabelling machine

Tacility for washling and drving botlles

Facility for sterilizing bottles and glasswares?
Incinerator

Lold storage

Bacterial Vaccine Production

2.1
22
i
24
2.5
2.6
R
2.8
A
3210
211
2l
Ll

Pyrogen free distilling apparatus

Laniinar low avelhan

Autoclave /steri)isep

Microscope

Biological Incubator

Fermentor

Roux bothles

Crimping machine

rH meter .
spoctrophotomneter !
Water bath - :
Drying oven

Filling machine

Viral Vacecing Eroduction

-

o}
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il
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.00
i1
3212
a. 18
3.14
3.15
2.18
S3.17
3.18

[
a4

R

Laminar flow ovatem

Tissue culture microscope

Roux botbtoles g

pH Meter

Matoclave /Greril{izer

Centrifugs

Frepze drver

Filter ayotem

Magnetic stirrerp

Hefrigerated sEntrifuge

Water bath

Vacuum puamp

Deep freezer

Refrigerator i
COZ incubator '
Crimping machine

Filling machine

REE incubator

24
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ANNEX D

MW aMOM ETARDARDS FOR QUALITY CONTROL, FACILITIES (VETERINARY

EIOLOGTCAL MANUFACTURER)

Genoral Feguilrapenhs

Laminar Flow sysbom
Egg incubator (Viral vaceine)
Ineubator
Centerifugs
Laboratery animal facility (sepavate area) ¥
Eefzigerator
Microtiter syvstom
Ligzht microscopes
LA, hiiloroscupo
0 Tigzue culture micrpscope

i
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Additional Regquirements '

W
41
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2.1 EReference Materials

w.1.3 Philipgpine National Veterinary Drus Forpulary
2.1 .2 Dezential of Veterinary Bacteriology

and Myeology, Carter 19886
2.%i.3 Appropriate VAT Rules and Regulations
2.2.4 Uancrics Law and its Implementing Suidelinos
21805 Genersl Viecology
2008 Veterinary Immunelogy Tizard, 1987

2.1.7  ASEAN Standards for Veterinary Biclogical Producths



s

4.

ANNEX E

MINIMUM STANDARDS FOR MEDICATED FEED
EQUIDPMENT AHACHINKES

Weighing scale
1lg sensitivity

o
1.2 1 kg sensitivity
L3160 ke senoitivity

fad = L

1

abilling device

ti

Cqﬁing cdeviecs
HLHEPJb1endEP

Hag Glﬁsarfsuainr
Fagilisy For washing anddl drying bkolbbles
SR

Sifterseievon

st ool lectapdoixhaust systen
rkumidifier for powdsr preparation
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