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i S .y . RULE IV .
' HEPUBLIC OF THE PHILIPPINES 'W .
o .... - DEPARTMENT OF HEALTH © - i ?Z . ADMINISTRATIVE PROCEEDINGS :
. BUREAU OF FOOD AND DRUGS ' ia { t[« ? ¢ Section 1. When Initiated by BFAD FDRO'S. When the administrative action is initiated by FDRO,
- D.OMH. Compéund J the FORO shall submit a repontof violation to the LICD, . .
N - -~Alabangs Muntinlupa, Metro Manila . a) Upon roceipt of the report of viglation and when such repon-is found proper in form and
oo g - ar P . : i subglgnce?ct)he L[Clg shall immediately-prepare lhe formal charge fr,loghe -form-olpa r?uemorandqm of
RUYES AND REGULATIONS IMPLEMENTING REPUBLIC AC EBWISE XNOWN AS  evidence.  The memorandum of evidence shall contain a-statement giving the party-respondent fifteen
B ~ " THE SPECIAL LAW ON CO FEIT DRUG (15) days within which to file his position r and submit evidence contrary 1o that which was found,
’ ' AUTHORITY or iusﬁgfng;he acts in violation of R.A. 8308, failng in which, the case will b& considered submited for
ol Law resolution based upon the evidence found and presented fo him in the same'me_morandum of evidence.
ursuant to Section 11 of Republic Act No. 8203 otherwise known as the Special Law on Countorfeit Drugs, b) If the party-respondent is a drug establishment, outlet or a-business establishment, the memo-
following nules and regulations. are-hereby:promtggjtl'eg :" consullation with the Secretary of Health. ra hu?n ?,f evigenrtge shall be accompam%d:by a preventive closure order for thirly (30) days from receipt
- of the order. . : -

. _ C |mghpp|5m-nq_n AND DEFINITION OF TERMS {¢) If the position paper fited by the réébdnde_nl shall 'raise"no factual issue thal necessitates a trial,
Section 1. Short Title, These rules and regulations shall be cited as “IRR offfA . the ?;Sffmg e c.:tc_msdered s"f?r::_s':df;fﬁsf’lmmn' essiial sial. or th dent move ' ;
Section 2. Construction. The words and phrases used in thase rules shall be interpreted to give mean- . N positten paper, wili rai lual issues necessitating a trial, or the respondent moves for a
- ing ttt> t'rfle_ péovisions of R.A, 8203 in order 1o saleguard the health of the people and to protecigthem from aﬁf%ggcg)ngﬁg{‘;%m the witnesses Upon “@Ch the memorandum of evidence was inslituted, & hea""g_
counterfeit drugs. . : ’ ' ’ . i . . -
" . - ~ ot R {e) In the hearing, upon mation of the:Respondent, the witnesses upon which the memorandum of
u,Sescé's"gfsi}.Eﬂfdt'ﬁgggnlﬁﬁs{e'?ma?‘.’m" o the terms c=fined by Sectior 3 of R.A. No. 8203, and for o idence had been issued will be called3s afirm the documentary evidence and their reports, if any.
purpose: eguiations, : : - The party-raspondent shall be given the opposiunity to coniront or cross-examine the said witnesses.
(a) *.Bureau of BFAD” shall refer to the Bureau of Food and Drugs. . . - {f) After such affirmation- and cross-s“fiamination. the party-respondent shall be given another ten

ﬂl‘)} “Constructive knowledge” as herein applied shall mean, that by exercise of reasonable care, ane  (10) days to supplement his Fosit_ion pcziipegl;'?: to manifest his intention to present evidence in support of
Wou sointend. %

¢ ga)tre kngwn tguai fact:ll'or_lsgstpa% tl;al 1h|:d drut%-.ptr?t?ufﬂt he or she has sggj bcur in po:,ses_sion_ of is  his position paper, if he shal ;
counterfeit, such as but not limited to the knowledge that the drug was not covered by any sales invoice or Ih case the party-respondent manif&cﬁfhis intention to present evidence in support of his positon
9""“‘-‘"‘3‘3 of delivery or purchase from a BFAD licensed drug establishment. paper, the contiﬁuatyon oFf,oihe hearing shall be c:or:,duclecl.p Otherwise, the case shall bs considered
(¢) “FDRO" shall mean Food and Drug Regulation Cfiicer. . submitted -for resolution based on evidence on record.
(d) “LICD” shall mean Legal, information and Compliance Division of the BFAD. - " The adTinistLative prgé:.eedings Shtaliiebe com ];aégd a_?hc_l lemrmil;l#l;ta;:l Eglg;ng the thi_rc% (fSO)-daytperiod;
“Li " indi i i i otherwise, if such proceedings canno completed within the thi -day period from notice, an
(¢) . Life Saving drugs” shall refer to_drug Ergc}ucis indicated for life threatening condition(s). order lifting the preeentive clgsure shall be issugd without prejudice o the resolution of the administra-
(f) “LSD" Shall mean Laboratory Services Division of the BFAD, : tive case.

Section 2. Procedure When A Compiaint Is Based.On A Letter of Complaint Or Information.

- {0} “Unregistered Imported drug product” as distinguished from counterfeit drug defined under Sec- a) Upon receipt of the letter of complaint or information about a suspected counterfeit drug, and

tion 3 of B:A?.%ZOB. shall refer to unregistered lgy)oﬁed drug product withou! a registered counterpad brand ( )a prg.%minary%indlng that there is sﬂfﬁciem basis to conduct an invgstigatican, the letter of com-
- -g\t:lgpe -_thp%mes.*fdlf' thehu“rgglstere%-lme%on -drrtfxg_ progduct-has- a registered counterpart brand in the - plaint or information will be assigned to an FDRO for verification. )

lippines, the product shal considered counterfeil. . ’ R . " (b} Ifthe information is verified that in fact the drug product is counterfeit and that a person, a drug

: : RULEIl : : _outlet, or business establishment or drig esfablishment has committed acts in viclation of RA 8203, a

: - memorandum of evidence shall be issued and the administrative proceedings provided for in Section 1 |

{g} “PSD" Shall mean Product Services Divisian of the BFAD.

' : PROHIBITED ACTS e Rereof shall be instituted
. Section 1. Prohibited Acts. The acls prohibited or declared unlawful under Section 4 of R.A. 8203 are AN ) - . .
‘adopted as the samie acts that are prohibitgd by these rules and therefore punishable by the adminisirative Section 3. Procedure When A Complaint Is Initiated By A Drug Establishment Or Registered
“sanctions herein prescribed. . _ . .Brand Owner. - _ : )
Sectlon 2, Partles Liable. The parties who are liable under Section 5 of R.A, 8203 are likewise made {a) Upon receipt of the complaint and a finding that the complaint is proper in form and substance,
liable under these rules, ‘ . o the party-respondent shall be summened to answer within fifteen (15) days from receipt thereof.
N RULE It i ; -~ (b} The parly respondent shall file an answer and not a motion 1o dismiss except when the subject
MONITORING OF COUNTEREEIT DRUGS matter of the complaint is not within:the administrative jurisdiction of the BFAD: :
i B Sl e s . e e s e e e (G THE he@ring of the_case shall ba_summary in nature and that direci-testimonies of the witnesses
: (S";Ct’on 1. Procedurs Fo';qM‘":'m""g Cpunte;fenlgr;:gs in The Market. ) , shalﬁ  reduced o/an afiidavil which Shail-be submitted within three (3) days betore'the date of hearing.
. (&) The Food And Drug Regulation Ofiicers (FDROs) in the course of their inspection of a factory, Section 4. Decision. Administrative cases under B.A. 8203 and these implementing rules and
warehouse, establishment or vehicle, finished or raw materials, cortainers and labeling therein upon the - uladi ; : ; vt P
authority conterred by Section 27 of R.A. 3720 as amended, shall further determine ;iurir?g such insgection. é%%‘ﬁ%;?giggﬁ'gegﬁgegfgg O%V the Director of BFAD within thirty (30} days from the date it shall be
- whether-the -drug products therein found are—counterfeit or not.  For the efiective-implementation. of R.A. - ) o v . . . .
8203, the-said.inspection shall be without prior notice in any place within the Philippines to prevent the Section 5. Finality Of Decisions/Resolutions. Decisions and resolutions shall be final and executory
parties liable from concealing them and avoiding inspection, after the lapse of fifteen {15) days from the receipt of parties or from notice. -
{b) If upon such inspection, the FDRC shall suspect certain stocks as counterfeit drugs, the FDRO shall ’ * - RULEYV :
conduet an inventory, segregate and seal the suspected stocks, and collect samples Ipr exar_nina!ipn_as 1_0_ : L ‘APPEAL

i ~Seciion-1-"Motion for Reconsideration: When and When Not Allowed - No mation for reconsid-
sideration from the final

oéc) The FDRO shall require the owner or the representative of thérin;sbeé'té'd establishment or outlet 1o eration from an interlocutory order shall be allowed. Only one motion for recon
roduce the sales invoice, delivery receipts or documents cavering the suspected counterfeit drugs. The  resolution or decisicn shall be allowed and oniy upon the grounds that - - )

EDRO shall only- acknowledge and recognize invoices or documents that have been issued by a BFAD - Lo ) . . X
licensed manufasc’:turer. trader? distributor, %vholesaler or importer with the lot number and expiry date of the {a} The resolution is not supported by substantial evidence; and ‘
‘ {b} The conduc! of the administrative invesligation is attended with irregularity. - -

drug product(s) indicated therein.’ .
al; When. The aggrieved party may appeal the decision of the BFAD Director

{2 Immiediately upon return to hiser office, the FDRO concerned shall submit the samples o either . Section 2, Ap,
the LSD or PSD for their examination or evaluation. The examination or evaluation shall be for the purpose  within fitteen {15} days from receipt thefeof to the Secretary of Health,

_of determining the authenticity and/or geruineness of the said samples. Section 3. Grounds for A ' No appeal shall be given du "
X peal. e courge except on the followin
Seclion 2. Buration In The Conduct Of Examination - The BFAD shall have twenty (20) workihg days  grounds - - - : P app 9 P ¢
to- determine the genuineness and -authenticity of the product. - - . . - = (a) Abuse of discretion;
1 o . . ]
Seclion 3. When There |s No Need For Laboratory Testing - When the aenunneness of the product {b) Decision is not supported by substantial evidence; m,l

| can be determined by the mere physical examination of the product or the fabeling thereof, the PSD shall w . e
conduct the exarmination or evaluation of the same. The result of the physical examination shall be reduced {c) Irregularity in the conduct of investigation.




: Erodu'ce the sales invoice, delivery receipts or doctiments covering the suspected counterfeit drugs. The
DRO shall only acknowledge and recognize invoices or documents that have been issued by a BFAD
licensed manufacturer, trader, distributor, wholesaler or importer with the lot number and-expiry date of the
drug product{s) indicated therein.’ . . S .
Eg Immiediately upon retum to his/her office, the FRRO concerned shall submit the samples-to either
the LSD or PSD for their examination or evaluation. The examination or evaluation shall be for the purpose
“of d_etermining'the'gulheniicity andfor genuineness of the said samples. - ’
Section 2. Duration In The Conduct Of Examination - The BFAD shall have twenty (20) working days
. to-determine the genuineness and authenticity of the product.
Section 3. When There Js No Need For Laboratory Testing - When the genuineness of the Sprcat:iu.ct
¢an be determined by the mere physical examination of the prodict or the labeting thereof, the PSD shall
_conduct the’ examination or evaluation of the same. The result of the physical examination shali be reduced
-into a certification of findings. : e A : e

The Regulation Division.}.may also require the registered brand gwner of the suspected counterfeit drug

1o certify' whether or not the suspected drug product has been manufactured imported and/or distributed by
. them; or whether they own the Lot Ndmber and Expiry date of the same suspected drug product. The
.cerification:issued by the-fegistered.brand-owner shall be supported by the balch, preducltion and distribu-
tion records. However, the brand owner's ‘cerlification shall be validated by the PSD for evidentiary pur-
poses,

Section 4. ‘When To Refer To LICD For Investigation.
| the examination -shall. ba :

-

released. to the Regulation Divisipn concerned. - ‘

-Section 5. When The Product Is Found Not Counterfeit. When 1he result of the eiamin‘ation reveals

that .the sample collected is genuine, the PSD or LSD shall forward the report of examination or evaluation

to the FDRO through His/her division chief. .

If the sealed and segregated prodéicts are. within the Metro Manila Area, theé Regulation Division con-
cerned shall, within sixtéen (16) working -hours from receipt of such report, notify the outlet or the drug
- establishment of the said result through the fastest communication available, However, only a FDRO.can
unseal the suspected product before it can be released for. sale or distribution to legitimate commerce. °

When the segreghated and sealed products are located outside the Metre Manila area, the Regulation
Division concerned shall send a notice to release the products 1o the Foed and Drug Section having territo-
rial jurisdiction over the same through the Regional Director within sixteen (16) working hours from receipt of
" “the notice. The FDRO assigned in the said.province shall within sixteen (16) hours from receipt of the notice-
unseal the suspected drugs for distribution to legitimate commerce. .

! Section 7. Accreditation Qf Complaint Desk: Upon.applicaticn by an interested pharmaceutical.

association, BFAD shall aceredit complaint desks that may be established by any pharmaceutical organiza-
- tion or association. The desk shalf receive and refer verifiable letter of complaint or information from any of
its members about counterleit drug products. Any letter of complaint or information referred to BFAD by
such cemplaint desk shall be processed in accordance with Section 2 of Rule IV hereof.

- Section 8, Possession of Counterfeit Drugs by Owners-of trademarks, trade names or other -
- Identifying marks; When to report. Owners of trademarks; trade names or other identifying marks, ot their

Lo

TN T ) remedy. o relief or_action-he_shail‘intend BFAD-to take. = "2

~audthofizéd agents who have in-iheir- possession counterfeif drl‘.ég products involving” theit-owr trademark,
trade name or other indentifying marks shall report in writing and tum cver the said counterfeit drugs tothe
BFAD withifi ten ﬁ10) days from the time-of purchase or acquisition of such drugs as indicated in the sales

" invoices or official receipts or other similar documents. The sales invoice, ‘official receipts or.other.similar

- decuments shall be attached to the said repoit on counterfeit-drugs.. Failure to comply with this section-will -

’ - give rise to the presumption of violation. as provided under Section 4 (a) of R.A. 8203. -
. - . RULE I .
-PROCEDURE IN THE FILING OF ADMINISTRATIVE COMPLAINT .

here To File The Coiplaint. Any person may file a complaint whether in an afiidavit o’r'

- Section 1. W
E-LICD orin any BFAD Accredited Complaint Desk as provided for in Section 8, Rule-

- letter form with the BFA
" Il of this Order, =~

Section 2, Complaint Filed By A Registered Brand Owner. A drug establishment or a registered

| brand owner may lile an-administralive-action against any persen or establishment for-any acts i violation ™

of AA 8203 in the form of an affidavit of cornplaint.
" “Section 3,” Contents Of The Com

" owner shall-state the == L . L L .
(ay qanie of -thia“‘prd'duﬁt.- the" lot numibess and ‘expiryfdéte afthe’ p'fddLi_ct's he éﬁ"a_l!l:‘allégé_ai's'cuunte'rf_eit;
(b) name and address of the person and/or- drug establishment-or company he shall name as parfy-

respondent; - v S ‘

- {c) specific acts that he shall allege as hﬁving been committed by the pany-f_e_spondé}n;. '7"

s

plaint Affidavit - " The. affidavit o complaint‘of the registered brand

. The afiidavit of complaint shalf be accompanied by samples of counterfeit drug products duly marked for .
identification purposes. o . - -

Section 4. Complaint Filed By A Consumer, A Physician Prescriber And Other interested ParlPr. A
- consumer, physician- prescriber.or other interested Jaarty other:than the régistered brand owner may file a
letter of complaint or jnformation about a suspected cotinterfeit drug product, His letter shall state— -

(a) . the name of the suspecied product; )

{b)-the source or the name and address of the person from w
drug product; )

" (c}- The miode of his acquisition, and’ R e :
(d). The reason or facl giving rise to the sus;picign that the drug product is counterfeit.

hom he/she acquired the said suspected

" Section 5. When The Consumer, Physician Prescriber Or Interested Parly May File An Affidavit Of

Complaint And Not A Letter Of Combplainl. When the consumer. nhusician-freseribar ar the interasted

. When the result of examination shall confirm the .
-§- suspicion of the: FDRO that in fact the drug producl is Gounterfelt, the LS0D-or PSD shall forward the result of
._.examination. to-the:LICD for -a- motu propio investigation. Otherwise, the result of

resoiufion or decision shall'be allowed and only upon the grounds that - -
(a) The resolution is not supported by substantial evidence; and :
(b) The conduct of the administrative investigation is attended with: irregutarity, - -
Section 2. Appeal; When. The aggrieved party may appeal the decision of the BFAD- Director

within filteen (15) cays from receipt thereof to the Secretary of Health. )

gro L]C.?;%cstion 3. Grounds for Appeal. No.appeal shall be given due course except on the following
{a) ‘Abuse of discretion;
(b} Decision is not supported by substantial evidence

- {¢) Iregularity-in. the conduct of investigation. . _ :

Section 5.; How. made,-A who intends to gppeal the decision of the BFAD Director shali file a *

’ part
notice of applge_al \yilh_!he‘BFAlg. ‘?"he BFAD . shall forward the records of the case to the Office of the
Secretary wihin fifteén (15) days from réeceipt of the notice of appeal.

- Section 6. Execution Pendin%OA ypeal. The appeal when filed by the res ndent shall not stay the
execution of the'decision; unless a bond in the;amount of one hundred thousand pesos (PHP 100,000.00),
which is the minimum administrative fine imposable, is posted, - C
' o -t RULEVI
2 o " ADMINISTRATIVE SANCTIONS _
Section 1. Minimum Penalty. An administrative fine of not less than one hundred thousand péses .
{PHP 100,000.00). but not more than five Hundred thousand pesos (PHP 500,000.00) shall be the
minimum administralive penalty.: ST . - : ]

. Section 2. Medium Penalty. An administrative fine of not less than one hundred thousand pesos
(PHP 100,000.00) but not more than three hundred thousand pesos (PHP 300,000.00? and permanent.
closure of establishment as-well as the revocation of its license to do business shall bé the medium

L S TN

- or

administrative penalty. - .
. Section 3. Maximum Pena|t¥. Ari administrative fine of nat léss than three hundred thousand-(PHP
300,000.00}) but not more than five hundred-thousand pesos (PHP 500,000.00) and the permanent
closure of the establishment concemed as well as the revocation of its license to do business shall be
the maximum administrative penaity. ' Lo
Section 4. Accessory Penalties. (a) Upon order of the court, all administrative sanctions-shall be
accompanied by forfeiture, confiscation and destruction of products found to be- counterfeit and the:
equipment, instrument and other articles used in violation of R.A. 8203, :
_(b?_ Permanent _disqualiﬁ%aﬁdn of the persen concerned, whether natural or juridical, from c:wnl'n?1 or
‘operaling an éstablishment engaged in any business activity under the supervision of the: Bureau shall
be imposed together with the maximum -admiﬂhistraﬁ,ve" penalty. o s
Section 5. ‘Proceedings Against The Registration Of A Pharmacist - If thé offense shall be
commitied with actual or constructive knowledge: of the registered: pharmacist, the administrative sanc- -
tian that shall be imposed shall be accompanied by the filing of cerfificate of violation for the appropriate
_proceeding against said pharmagist-with Professional-Regulation Commission to cance! her/his profes-
sional license. ) L . S o e B
Section 6. When 1o file criminal Charges. Criminal charges shall be-filed against the party liable -
when the _evidence found by BFAD is considéred sufficient fo establish a probable cause and the drug
produets involved are life saving or if the drug:products are net life saving, the volume or number of the
. drug’ products ‘subject.of the case. will_ manifest the criminal intent of the party liable to introduce into
commerce countarfeit drug prodiicts. This: however, shall nothkeBtude any interested party from initiat-

ing a criminal action against the party liable independent of

- Section 7. When the Minimum Penalty Shall be Applied. The minimum administralive penalty
shall be imposed when. the counterfeit d'rulg_;'.p'rbducts subject of the case are not-life saving drugs and -
the volume-of the said products is not worth more than one hundred thousand pesos (PHP 100,000.00}
or the number of drug product subject of the case is not more than three brands or generic products,

_Section 8. When The Medjum Penalty Shall be Imposed. The medium administrative penalty shall .
be'imposed when:the"counterleit-drug products-are not'life saving drug products and the volume of the
counterfeit drugs is worth more than one hundred thousand pesos (PHP 100,000.00) but not exceeding
-one million (PHP 1,000,000.00) pesos or the: number of counterfeit.drug, products is- more than three
brands or generic products. : : :

] Section 9, When The Maximum Penalty Shall be Imposed. Thé maximum administrative penalty

shall be imﬁosed when the counterfelt drug products are life saving regardless of the volume; or the
volume of the counterfeit drug preducts is worth more than one milfion {PHP 1,000.000.00) pesos.
o o RULE Vil :
ol ..~ .., .. _ FINAL PROVISIONS
~~-Section 1. Separability - If; for-any reasons, any part provision of these rules and regulations shall-,
be held to be unconstitutional or invalid, other parts or provisions hereof which are not affected thereby
shall continue to be in full force and effect. :
~ -Section 2. " Prospectivity - The administrative sanctions herein ifmposed shall not a
committed prior to October 26, 1996-or the effectivity of the law R.A. 8203,
Section 3. Amendments --Fhese rules and regulations may be amended, modified or supple-
mented when effective implementation and enforcemeént of A.A. 8203 woauld require, :

Section 4, Eﬂec_livify - This Order shall take effect thirty days after its publication in two (2) news-

papers of general circulation.
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give fse 10 e Presumpuon OF VIDIAICN as provioea unger Heclion 4 (a) of H.A. B2UJd.
. RULE I}
PROCEDURE IN THE FILING OF ADMINISTRATIVE COMPLAINT

Section 1. Where To File The Complaint. Angdperson may file a complaint whether in an affidavit or
!Ifmler rf10mc1’ \néith the BFAD LICD or in any BFAD Accrédited Complaint Desk as provided for in Section 8, Rule
of this Order. . .

Secticn 2. Complaint Filed By A Registered Brand Owner. A drug establishment or a registered
brand owner may file an adminisirative action against any person ar establishment for any acts in violation
of AA 8203 in the form of an affidavit of complaint. .

Section 3. Contents Of The Complaint Affidavit - The affidavit of complaint of the registered brand
owner shall state the - - .

(a) name of the product, the lot numbers and expiry date of the products he shall allege as counterfeit;

(b) name and address of the person and/or drug establishment or company he shall name as party-
respondent; .

{c} specific acts that he shall allege as having been committed by the pany-respondent;

(d) remedy or relief or action he shall intend BFAD to take. :

The affidavit of complaint shall be accompanied by samples of counterfeit drug products duly marked for
identification purposes. - -

Section 4. Complaint Filed By A Consurmer, A Physician Prescriber And Other Interested Party. A
* consumer, thswlan prescriber or other interested J]any other than the registered brand owner may file a
letter of complaint or information abeut a suspected counterfeit drug product. His letter shafl state—

(a) the name of the suspected product;

(b) the source or the name and address of the person from whom hefshe acquired the said suspected
drug product;

{c) The mede of his acquisition, and s
(d) The reason or fact giving rise to the suspicion that the drug product is counterfeit.

Section 5. When The Consumer, Physician Prescriber Or interested Party May File An Affidavit Of
Complaint And Not A Letter Of Compiaint. When the consumer, physician-prescriber or the interested
ﬁarly is in possession of evidence 1o prove that the ﬁrodqci is counterteil and an act in violation of RA 8203

as been committed, he /she shall instead file dn alfidavit of complaint stating - -

{a) The name and address of the person who has committed the act in violation of R.A. 8203; and

{b) the specific acts committed.

He/she shalt submit and offer the evidence in his/her possessicn specifically ncjuding the sample of the
counterfeit dru? product or the container of such product he shall allege as counterieit. Such an afiidavit of
complaint shalf be processed in aceordance with Section 3 of Rule WV hereof.

commerce counterleit drug progucts. This however, ;H'slii'h“ét'é‘él:‘iu‘é‘é"’alﬁy"i“r;{é ested party from inttiat-
ing a criminal action against the party liable independent of BFAD.

Section 7. When the Minimum Penalty Shall be Applied. The minimum administrative penalty
shall be imposed when the counterfeit drug products subject of the case are not life saving drugs and
the volume of the said products Is not worth more than one hundred thousand peses (PHP 100,000.00)
or the number of drug product subject of the case is not more than three brands or generic products.

Section 8. When The Medium Penalty Shall be Imposed. The medium administrative penalty shall
be imposed when the courterfeit drug products are rot life saving drug products and the volume of the
counterfeit drugs is worth more than one hundred thousand pesos (PHP 100,000.00) but not exceeding

one million (PHP 1,000,000.00) pesos or the number of counterfeit drug products is more than three

brands or generic products.

Section 9. When The Maximum Penalty Shall be Imposed. The maximum administrative penalty
shall be mgosed when the counierieit drug products are fife saving regardless of the volume; or the
volume of the counterteit drug products is worth more than one million ?FHP 1,000.000.00) pesos.

RULE Vil
FINAL PROVISIONS .

Section 1. Separgbiiity - If, for any reasons, any part provision of these rules and regulations shall
be held o be unconstitutional or invalid, other parts or provisions hereof which are not affected thereby
shall continue to be in full force and effect.

Section 2. Prospectivity - The administrative sanctions herein imgosed shall not apply o acts
committed prior to October 26, 1996 or the effectivity of the Jaw R.A. B203.

Section 3. Amendments - Fhese rules and regulations may be amended, modified or supple-
mented when effective implementation and enforcement of R.A. 8203 would require.

Section 4. Effectivity - This Order shall take effect thirty days after its publication in twe (2) news-
papers of general circulation. .

© QUINTIN £ KINTANAR, M.D., Ph.D.,CESO |

Director

-

In Consultation with the Department of Hgalth:

o b 4&% :
CARMENCITA NORIECAREQDICA, MD,MEHSCESO i

Secretary of Health

" Date of Issuance: November 19, 1996

{MS.Dec. 4, 1996)
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