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'-ii'f:PUBUC OF. THE PHILIPPINES ,~ . . ,

1
, '>- ' RULE IV • ~ 

---';:-

; ;;, .!·!(;:,_ DEPARTMENT OF HEALTH · ti'J. ,_- .. ADMINisTRATIVE PROCEEDINGS 
~ . ,iu'£.1:! BUREAU OF FOOD AND DRUGS ff).. ( t.f 1 (. 'I' Section 1. When I~Hiated by B~AD :FORO's. W. hsn the administr-ative action is initiated by FORO, 

~ 
~J.i~' ... ~ . O.O.H. Compound . the FORO shall submit a report of vtolatioin to the LICD. . 

- --Aiabangt Muntinlupa Metro Manila (a) Upon receipt of 1he report of vlola.tion and when such report- is found proper in form and 
· ' substance, the UCD shall immedi~tely-Pr:epare the ~rmal charge 'I'! ~he -form of a memorandl!m of 

Z 
D REGULATION. S IMPLEMENTING REPUBLIC AC~EB.W.lSE.Jg\IOWN AS evidence. ·1h~ m_ el'!lorandum <?f BVI~nce.Shall contam a-.~_81£:!ment QIVJng the party-respqnden. t fifteen 

THE SPECIAL LAW ON COUN1'E'I1FEIT DRUG' {15) d~J? wtthm wh1c;h tt;l" fit~ hts PQSIIIOn paper .~nd ~ubm,it evidence con.trary to th~t which wa~. found, 
· or jusb!}'rng the acts rn v1olat1on of A.A. 8203. fruhng tn whiCh, the case w111 be considered subm1Hecl for 

· AUTHORITY resolution based upon the evidence fourid and presented to him in the same memorandum of evidence. 
rsuant to S~ioo 11 of flepublic Act No. 8203 oth~se known ~ tl~ Special Law on Counterfeit Drugs, (b) If the party-respondent is a drug· establishment, outlet or a·busi~ ·establishment, the memo-

ng rules ahd regulatiOOS.are·hereby.prtlfTlulgated m consultatiOn With the Secretary of Health. randum of evidence shall be accomparned:by a preventive closure order for thirty (30) days from receipt 
RULE I of the order. _ _: -, _ · 

INTERPRETATION ~NO DEFINITION qF TERMS~-·-_ ';',.. .. _ -· · (c) If t~e ~ilion ,Paper filed~~ the. re$pcinde.nt shall"raise no taCtual issue that necessitates~ trial, 
Section 1. Short Tit~. These rules and regulations shall be ciled as ~IRA oj ··.~ ·: t the case Will e conSidered submt ed for:.~lutiOn. 

- - . . . . .; (d) If the position paper, wm raise factUal issues neCessitating a trial, or the respondent moves for a 
. ~ect1on 2. ~~nstruction. The ~ords and phrases used 10 these rules shall be m erpreted to g1ve mean- hearing to confront the witnesses upon Wli'lch the memorandum of evidence was instituted, a hearing 
mg to the. proviSIOns of A.A. 8203 m order to safeguard the health of the people and to protect them from will be conducted. "' 
counterfeit drugs. . . .- . . . 

. - . . ... . . .. (e) In the heanng, upon motton of the··,Respondent, Jhe wttnesses upon wh1ch the memorandum of 
Sect1on 3. Oeftr.ltion ~ Terms. In add1t10n to the terms cLfined -by Sectlon-3 of A.A. No. 8203, and for evidence had been issued will be called~.· affirm the documentary eviCfence and ·their repong; if any. 

purposes of these regula_t1ons, the term - - The party-respondent shall be given the opportunity t9 confront or cross-examine the said witnesses. 
(a) "-Bureau of BFAD" shall refer to the Bureau o~ Foocj a_nd Drugs. {I) After such affirmation· and cross-eiamination, the party-respondent shall be given another ten 
(b) "Constructive knowledge" as herein applied shall mean, that by exercise of reasonable care, one (10) daY.s to supplement his position papef{?r tO manifest his intention to present evidence in support of 

wou1d haye known the fact _or. suspect that the drug product he or she has sold or in posses~ion_ of is his posllion paper, if he shall so intend. ·;·~~ 
CO!Jnterfett, sue~ as but not lim1ted to the knowl~ge fhat the drug w_as not covered by any sales 1nvo1ce or li1 case the party-resJ?Ondent manifest~his intentiOn to preSent evidence in suppOrt of his positon 
ev1dence of delivery or purchase from a BFAD licensed drug establishment. paper, the continuatiOn_ of the hearing shall be conducted. Otherwise, the case shall be considered 

(c) "FORO" shall mean Food and Drug Regulation Officer. submitted-for resolution based on evitlence on record. 
(d) "LICD" shall mean Legal, Information and CompUance Division of the BFAD. The administrative proceedings shall .be completed and terminated within the thirty (30)-day period; 
(e) "Life Saving drugs" shall refer to drug products indicated for life threatening concfition(s). otherv.:is.e, if such proc!9edings cannot be 90mplet~ within t~e .thirty (30)-daY p~riOO from not~c~, an 

· order liftmg the preventive closure shall be 1ssued Without preJUdice to the resolution of the admmlstra-
(f) "LSD-" Shall mean Laboratory Services Division of the BFAD. tive case. 

(g) "PSD" ~hall mean Product Services Division of the BfAD. Sectiorl1.. Procedure When A Compialnt Is Based On _A Letter of Complaint Or Information. 
(h) ·~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 

!ion ~of ~:A. ~203, shall refer to. unreg1~tered imported drug product wttho!Jt a reg1~tered cou_ nterpart _brand upon a Rrelimina_ry fin~Jng that. there is sufficient basis IC?. co~duct an investigation, the letter of com­
- m-!~e -.Phlhppmes.--11- the-unreglster~--lmported-drug_ product-has- a -regtstered counterpart -brand m the plaint ormformat1on w111 be ass1gned to an FORO for venf1cat1on. 

Phlhppmes, the product shall be considered counterfeit. - (b) If the information .is verified tha~ in fact t~e drug product is c_ounterfeit .anc~ tha~ a person, a drug 
RULE II outlet, or business establishment or drug establishment has committed acts tn vrolat1on of RA 8203, a 

PROHIBITED ACTS 
. Section 1.- Prohibited ActS. The acts prohibited or decliued unlawful_ under Section 4 Of A.A. 8203 are 
adopted as the same acts that are prohibited by these rules· and therefore punishable by the administrative 

--sanctions herein prescribed. 
Section 2. Parties Liable. 

liable under these rules. 
The parties who are liable· under Section 5 of A.A: 8203 are likewise made 

memoran<;lum of eVidence shall be issue<:f'and the administrative proceedings provided for in Section 1· 
hereof sliall be instituted. - · · · · 

Section 3. Procedure When A Complaint Is Initiated By A Drug Establishment Or Registered 
Brand Owner. - · 

{a) Upon receipt of the complaint and a finding that the complaint is proper in form and substance, 
the party-respondent shall be summoned to ·answer within fifteen (15) days from receipt ·thereof. 

RULE 111 (b) The party respondent shall file an answer and not a motion to dismiss_ except when the subject 
MONITORING OF COUNTERFEIT DRUGS m~tter of the co~plaint is not within-the administr~tive jurisdiction of t_he BFA~. . . 

· -- .- - -. -- - - . --. --. -- -- - . - - - . - - . - ______ ... (c),~Ttl_e._hear.mg_ofJhe_case shall be_suromary _m_nature and that d1rect-testrmomes of the wrtnesses 
Section 1. Procedure For Monltonng Counterfeit Drugs rn The Market. _ - shall be reduced to an affidavit which shall-be submitted within three (3) days before·tne date of hearing. 
(a) The Food.And Drug Reg_ulatio.n.Officers (FDROs) ~n t!le_ course of their inspection qf a factory,_ section 4. Decision. Administrative ·cases under R.A. 8203 and these implementing rules and 

wal'eh9.use, establishment _or vehicle, f1rnshed or raw matenals, contamers anq labeh~g therelt) upon .the regulations shall be decided by the Director of BFAD within thirty (30) days from the date it shall be 
authonty conferred by Sect1on 2,7_ of R.A. 3720 as ar_:nen.ded, sh~ll further· deter~me .dunng such _1nspect1on, deemed submitted for decision. 
whether-the -drug products therein· found are--counterfert or not. For the effectiV8·1mpl~mentatJon. of A.A. . • • . . . . . . . 
8203, the--said- inspection shall be without prior notice in any place within the Philippines to prevent the Sect1on 5. Fm~hty Of DecrslonsiReS<?Iutron~. Dec1s1~s and resolut1sms shall be ftnal and executory 
parties liable from concealing them and avoiding inspection. after the lapse of fifteen (15) days from the rece1pt of part1es or from notice. · 

(b) If upon such inspection, t.he FORO shall suspect certain stocks as counterfeit drugs, the FORO shall • ~ULE V 
conduct an invento_ry, segregate and seal the suspected stocks, and collect samples for examination as to APPEAL 

~--the_dn~g~p_rod_ucts'__genuiiJen~s~r.a:nd a:oth:ent!city.·:-:c~ --- -- -- -- - ---

(c) The FORO shall require the owner or the representative of the inspecled establishment or.outlet to 
produce the sales invoice, delivery receipts or documents covering the suspected counterfeit drugs. The 
FORO 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.· 

(d) Immediately upon return to his/her office, the FORO 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 determining the authenticity and/or 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 Is No Need For LabOrato~ Testing • When the genuineness of the produ.ct 
can be determined by the mere physical examination ot the product or the labeling thereof, the PSD shall 
~~nduct t~~:e>~:~mln-~t~9ri .~revaluation of the same. The result ofth~ physical e~amination shall be reduced 

---Section~l.- MOtioll for ReconsideratiOn; when and When Not Allowed - No motion for reconsid­
eration from an interlocutory order shall be allowed. Only one motion for reconsideration from the final 
resolution or decision shall be allowed and only u·pon the grounds that - - · . 

· (a) The resolution is not supported by substantial evidence; and 
(b} The conduct ot the administrative investigation is attended with irregularity. 

. Section 2. Appeal; When. The aggrieved party may appeal the decision of the BFAD Director 
within fifteen (15) days from receipt thereof to the Secretary of Health. · 

Section 3. Grounds for Appeal.' No appeal shall be given due course except on the following 
grounds ---

(a)~ Abuse of discretion; 
(b) Decision is not supported by ~ubstanlial evidence;- or 
(c) Irregularity in the conduct of investigation. 
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produCe the sales invoice, delivery receipts or docUments covering the sUspected counterfeit drugs. The 
FORO 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 thereirl . ." 

{d) Immediately upon retum to his/her office, the FORO 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 determining-the-authenticity and/or genuineness of the said samples. · 

Section 2. our8tion In The Conduct Of Examination • The BFAD shall have twenty {20) working days 
to· determine the genl!ineness and authenticity of the producL 

. resoiUiiO·n·o·r deasfon· Shaii ~be·aiiOWedanct C:i"riJy: u-pon the groUridS'iha,·:·-·---· ·~·--· ~ .. -. · ...... ·· ............ . 
(a} The resolution is not supported by subst~ntial evidence; and 
(b} The conduct o{ the administrative invesligation is attendecfwith irregularity. 

. Section 2. Appealj When. The aggri8ved party may appeal the decision of the BFAD Director 
within fifteen (15} ·days from receipt thereof to the Secretary of Health. · 

· Section 3. Grounds for Appeal.· No. "appeal shall be given due .course except on the following 
grounds -- · 

(a}· Abuse of discretion; 
Section 3. When.There Js No Need For LabOratory- Testing - When the genuin~ness of the produ.ct (b) 0 · i n · t rt d b bst · 1 ·d ./ 

can be determined ~-the mere physical examination ot the prodUct or the labelling thereof, the PSD shall eelS 0 IS no suppo e Y su art1a eVJ ence, Or 
conduct the· examln·atlori or evaluation of the sallie. The result of the physical examination shall be reduced (c) Irregularity- in: the .conduct of investigation. 

·into a certification of findings. · · · ' '· ·· ; · • ' r Section ·5~-f.Ho.w--made,.:;::A ·party who interids to Q.ppeal the decision of the BFAD Director shall file a 
The Regulation Division: I. may also require the registerl;!d brand owner of ~he suspected cou,nte_rf.eit.drug .. notice of ap~~~- -.yith_the.BFAD. Th~ BFAq_ shall forw~rd the records of the case t_o the Ofli_ce of the 

to certifywhethet or not the· suspected drug product flas been manufactured tmported and/or d1stnbuted by Secretary wil:htn f1fteen (15) days from recetpt of lhe not1ce of appear. -
thef!l;. (!r w~ether they own !he ~t NUmber and Expiry date. of the same suspected dru_g produc~. The . Section 6. ExeCution Pending Appeal. The appeal when filed by the respondent shall not stay the 
~erttftcatiOn tssued by the-regtsterectbran~-own~f s~all be supporte~ by the "batch, production. and _dtstnbu- executiOn of the'decision; unle.ss a bond in the.amount of one hundred thousand pesos (PHP 1 00,000.00), 
tton records. However, the brand owners cert1f1cat1on shall be validated by the PSD for ~v1dent1ary pur- which is the minimum administrative fine imposable, is posted. · 
poses. . ~-- :i RULE VI . 

Section-4. When-To Refer To LICD For Investigation. When the result of examination shall confirm1he '"7 _ 
suspir;:ion. of the FORO that in factthe drugl;lroduC?tts.Counterfeit, ~he LSD·or PSD shall forw~ud !he result of . . ADMINISTRAII'{E SANCTIONS . . ~ 

~ .. exan:unallon to. t.he· ucq for ~ !1JOit.l prop1o 1nvesttgatton. Otherwise, the result of t~e el(am1na~ron shall ~ · Section. 1. ·Minimum Penatty. An administrative fine of not less than one hundred thousand pesos 
released. to the Regulat1on DtVrsl9f1 concerned. • • (PHP 100,000.00) but not mor~·than five f;fi.mdred thousand pesos (PHP 500,000.00) shall be the 
. . Section 5. When .The Product Is Found Not Counterfeit. When the result of the examirialion reveals minimum administrative penalty. : . 
that ~the sa_mple: collected is genuine, the PSD or LSD shall forward ·the report of examinatjon or evaluation Section 2. Medium Penalty. An adrriiriistrative fine ol not Jess than· one hundred thousand pesos 
to the FORO throUgh his(her division chief. ... (PHP 100,000.00) but not more than three hundred thousand pesos {PHP 300,000.00/ a.nd permanent 

If tl')e sealed and segregated proQI!Icts are. within the Metro Manila Area, the RegUlation pivision con- closyr~ of ~tablis.hment as well as the revocation of its liCense to do business shal be Uie medium 
cerned shall, withinsixteen (16) working hours from receipt of such report, notify the outlet .or th"e drug admm1strat1ve penalty. 
establishment of the said result throu~h the fastest communication ·a:vaiJabl~. Howey~r. only a FDRO.car:t . Section 3 .. Maximum Penalty •. Ari .admir-Hstrative fine of not less than three hundred thousand·(PHP 
unseal the suspected product before rt..can be released for. sale or dtstrrbutEon·to legt_trmate commerce.· "300,000.00} put not more than five hundred thousand pesoS {PHP 500,000.00} and the permanent 

When 1he segregated and sealed products are· located outside the Metro Manila area, the Regulation closure ~?f the esta~li!'hm~nt-con.cemed as ~ell as the revocation of itS license to do bUsiness shall be 
Division concerned sl1all send a notice to release the products to the Food and Drug. Section having territo- the max1mum adn:nmstrat1ve penalty. 
rial.juri~iction over the sal")le thr'?ugh the. Regiot;~al Director ~i~hin. sixteen (16) working hours. from receip~ of Section 4. Accessory Penalties. (a) Upon order of the qourt, all administrative sanctions-shall be 
the ~alice. The FORO as.s1gned 11) fh_e 5?-td-provm~~ shall w1thm Sixteen {16) flours from !ece1pt of the not1ce accompanied by forfeiture,_ confiscation and destruction. of· products found to be counterfeit and the 
unseal th.e suspected d(ugs for·d1stnbut1on to legitimate commerce. · equipment, instrument and other articles used. in violation of R.A. 8203. 

Se;ct!on 7. Accreditation .Of Complaint Desk: Upon·.applic~tion by an interested p~armaceut!cal. {b) Permanent disqualilf:ation of the perSOn concerne:d.· whether natUral·_or juridical,_ from owning or 
C!-SSOC1at1on, I?F!\D shall accredit compl~tnt desks that m~y .be established b~ '!-flY. p~armace~ttcal orgamza- operaling an establishment engaged in any ~bUsiness activity ,under the supervision of .the· Bureau shall 
It on .or assqc1at1on. The desk shall recetve and refer venhable letter of compl_a1nt or rnformatton from any of be imposed together with the maximum adrnihistratiVe· penalty . 
its members about counterfeit drug products. Any leHer of complaint or information referred to BFAD by . . . · _.., · · . ·. . . ·- . · . . . . · 
such complaint desk shalf be processed in accorcfance with SectiOn 2 of Rule IV hereof. Se_ctton ~- Proceedings Aga_mst. Thee f,teglstration ~A .PI1armacl~ • If th~. ~ff~nse. shall be 

. . · . . . - . · · . committed With actual or constructtv.e knowlepge of the regtstered- P.harmac1st,. the admtmstrat1ve sane-
So. etten 8 •.. P.ossess1o .. ". of C.o. unte.rfel.t Drugs by. Owner.s.··of trademar.ks,: tra~.· .. n. •.m.es o.r oth~r tion tha.l s.hall be impoS.ed shall be. accOmpaniE)(:I by tlie filhig of certt.ficate·o"f .violation for the appropriate 

~enti!YJ&:19~ l!la_rks_; -~~ ~o ~~= ~~r~ pfJ[adel)lar~, trad_e_ names or _other !de~ttfY!_og !'l~rl<~. or the1r __ proceeding_agalnst s_aid.pharmacist with Profe;.SSionai··Regulation Commission to cancel her/liis profes-
-auth-:-onzEfO agents· who have m--tfietr-possesslon counterfe1f drl!g products mvolv1ng their.· own ·trademark, siena! license. . 
trade name or other indenlifying marks shall report in writing and turn over the said counterfeit .drugs to·1he . . . . . . . . . . . . . . 
BFAD withiri ten (1 O) days from the time of purchase or acquisition of such drugs· as indicated in the sales Sectton ey. When to f1/e cnm1n~l ~Char.9~. Cnm1~al charges s~all be· f1led agamst the party liable 
invoices or official receipts or other similar. documents. The sales· invoice, 'offictal receipts or. other .. similar when the. ev1d~nce fou.nd by _BFAD .Is cons1ct.ered ~uffi~1e_nt. to e~tablts~ a probable cause and tlie drug 
documents shall. be aHached to the said. report on'counterfeit drugs. Failure to comply with this_section will products 1nvo1Ved '!lre life savmg.o. r lf .. the dru .. g~productS. a~e no .. t life savmg, the vo!~,tme or -~_lumber of _the 
give rise to the presumption of .violation as provided under Section 4 (a} of A.A. 8203. · drug products subJer;:t of the case. will r11amfest .the cnm1nal·mtent of 1he p~rty ·liable. to mtroduc.e .lfltO 

U 
· · CQmmerce counterte1t drug products. Tb1s. hqwever, shall not .preclude any Interested-party .from Initial· 

R LE Ill ing a criminal action against the party liable. in~ependent of BFAD. , 
.PROCEDUR~ IN THE.FILING OF ADMINISTRATIVE C.OMPLAINT··... · .. S~i~n 7. When the Minimum _Penalty_.-Shall be Applied. The minimum a~minls~rative penalty 

·SectiOn 1. Where To File The Coiliplaint. Ari.y person may file a complaint whether in an affidavit or shall be 1mposed w~en the coul)terfe1t drug.prbducts subJect of t.he case are not·hfe sav1.ng drugs and 
letter form with the BFA9·UCD or in any BFAD Accredited Complaint Desk as provided (or in SectiOn 8 Rule the volume,ofJhe satd products IS not wortfi more than one hundred thousand pesos {PHP 100,000.00) 
11 of this Order. · . · · ' or the number of drug product subject of the case is not more than three brands or gerleric products. 

$ect_i~n 2~ --~-~':flplaint Fi~e.d 8~ A _R_e_glster~ _B~i!il_ld_ qwne_r. _A_ drug_ ~§t__~l.i_sbrn~~t._Qr -~.r~g.i~te{~_d_ _.Section 8. Wh!'n.'!he Medil!J!l Pe~alty"Sha~l be·l_mP.osed. }he medium 9-dministrative penalty shall 
brand owner may f1le an admmtstrative-actton agarnst-any person ·or estabhsliment .for.·any·acts·m·vlolalton ·be 1mposed whe~·the counterfell·drug prOducts are Rot hfe-savtng·drug products and. the volume of the 
of RA 8203 in the form of an affidavit of complaint. , . . counte.rf~it drugs 1s worth more than one hundred thousand pesos (PHP 100,000.00}. but. n_ot exceeding 
-. -·sect·on 3 ·con· tents· Of Th c · 1 · 1 Aff"d ·1 , ·rh a· ff"da .1 01 m··1 · 1• 1 th·· · · 1· ed.b ·d one million (PH~ 1,000,000.00) pesos or the· number of counterfeit. drug, products 1s· more than three r. . . . e o~p am 1 avt e. 1 vt . _co p run o 1•e reg1s er ran brands or genenc products. 
owner shall·state the- - . 

, )- . -- . 110- ~- ::..~ -.1 lh .1 1. · ·b ~. d ~ ·-- ~d· •1.1h. -· --~-,~ · 1. h ....... ,1. 11 - - ... 1 ·rt .1. Section 9: When The Maximum Pen·al.ty·Shall be Imposed. The maximum administrative penalty 
\a ~arne o . e prvuuc • e_. ~ nu. m ers an _exptry ate o e prvuuc s e s, •a~ ·a ege as coun e _e1 ; shall b.e imposed when the counterfeit drug product:;; 'are life saving reg_ardless of the volume; or the 
(b) niame and address of the person and/or- drug establishment·or company he shall name as party- volume of the counterfeit drug products is worth more than onfi! million {PHP 1,000.000.00) pesos.· 

respondent; 1 · .__ · RULE VII 
. -(c) specific acts that he shall allege aS having been comm~H':.d by the pa~-~~spond~nt; _ __ _ ___ _ _ __ ___ FINAL PROVISIONS 
-~~ >(Q).:reriledY:Ot:~r91ii3fOr~CtiOrl~he--=sh<ill~iirte/1CfBFAt5.to·-takEi. · ~ ~-· _,. ~ . ·· _-:·~ - - ~- -- ;_, ~-- ·--· :~ ~ _:;·-sectic:in-1-. ..:.-se-~rabuily- ·l(for·any·reasons,·an~rpart·provision of these rules and regulations shall . 

The affidavit of complaint shall be accompanied by samples of counterfeit drug products· duly marked for. be held to be unconstitutional or invalid, other parts or provisions hereof which are not affected thereby 
identification purposes. · . . - shall continue to b"e in full force and effect. _ 

Section 4. Compi.Sint _Filed By A Consumer, A Physlcian·Prescriber And Other Interested Party. -A· ·.SeCtion .2; Pr_ospectivity- The administrative sanctions herein irtrposed Shall not apply to acts 
· consumer, phys_ician prescrib~r or other interest~d party other than the register~ brand owner may file a committed prior to October 26, 19~6 or.the effectivity of the law R.A. 8203. · 

letter of complwnt or ,mformatton about a suspected counterfett drug product. H1s.leHer shall state- - SeCtion 3. Amendments --"fheSe rules and regulations may be amended, modified or supple-
(a), the name of the suspected product; mented when effective implementation and enforcement of R.A. 8203 woUld require. 
(b) the source or the name and address of the person frOm whom he/she acquired the said suspected Siection 4,_ Effectivity- This Order shall take effect thirty. days after its publication in two {2) news-

drug product; papers of general circulation. _ , 
(c)"- The mode of hiS aCquisition, and: ' ~ - • 

(d) .. 'fh~ r~ason.qr 'act_givi_!"]g rise to the suspicion tha_t t~e drug product is counterfeit. 
S8ction 5. W'hfm TtJe-Consumer, Physicia-n Prescriber Or Interested Party M8y File An Affidavit Of 

Comolaint And Not A Letter Of Comolaint. When the consumAr_ nhvsiciRn-nrA~rihAr nr lhP intP.rPstPrl 
.. 
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g1ve nse to me presumpuon or .VIOlation as provJOea unaer ;::.ecJJon 4 l8J 01 H.A. ~<::U;j. 

RULE Ill 
PROCEDURE IN THE FILING OF ADMINISTRATIVE COMPLAINT 

Section 1. Where To File The Coni plaint. Any person may file a complaint whether in an affidavit or 
letter form with the BFAD UCD or in any BFAD Accredited Complaint Desk as provided for in Section 8, Rule 
II of this Order. . 

Section 2. Complaint Filed By A Registered Brand Owner. A drug establishme'nt or a registered 
brand owner may file an administrative action against any person or establishment for a,ny acts in violation 
of RA 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 party-~espondeht; 

(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 Consumer, A Physician Prescriber And other· interested Party. A 

consumer, physician prescriber or other interested party other than the registered brand owner may file a 
letter of complaint or mformation about a suspected counterfeit drug product. His letter shall state-

(a) the name of the suspected product; 

(b) the source or the name and address of the person frOm whom he/she acquired the said suspected 
drug product; 

(c) The mode of his acquisition, and 
(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 Complaint. When the consumer, physician-prescriber or the interested 
party is in possession of evidence to prove that the product is counterfeit and an act in violation of AA 8203 
has been committed, he /she shall instead file an affidavit of complaint staling - -

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

(b) the specific acts committed. 

He/she shall submit and offer the evidence in his/her possession specifically :nc!uding the sample of the 
counterfeit drug product or the container of such product he shall allege as counterfeit. Such an. affidavit of 
complaint shalf be processed in accordance with Section 3 of Rule IV hereof. 

""'""::! I"'"'"""""'"' .., ... ..,J""'' ..,, "'" "'"'"""' '"" "'"''"'"'"'' "'"' "'''"'"' .. ' """''" "'' "''"' I""'''Y ,..,..,.,.., '"' "'""""''"''-'"' """' 
commerce counterfeit drug products. This however, shall not preclude any interested party from initiat­
ing a criminal action against the party liable independent of BFAD. 

S~ction 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 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 Medium Penalty Shall be Imposed. The medium administrative penalty shall 
be imposed when the counterfeit drug products are r::~ot 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 lm~sed. The maximum administrative penalty 
shall be imposed when the counterfeit drug procf.ucts are life saving reg?rdless of the volume; or the 
volume of the counterfeit drug products is worth more than one milhon (1-'HP 1 ,000.000.00) pesos. 

RULE VII 
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 imposed shall not apply to acts 
committed prior to October 26, 19~6 or the effectivity of the law R.A. 8203. 

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

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

• QUINTIN 

In Consultation with the Department of Hpalth: 

•• ~C<' I AO._. 
CARMENCITA NORIE&:f(e~ESO II 

Secretary of Health 

·Date of Issuance: November 19, 1996 
(MS. Dec. 4, .1996) 
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