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July 19, 2024 =4

Respectfully returned to the Sangguniang Panlalawigan of PROVINGE O bV
Secretary, the attached Ordinance No. 04 Series of 2024 of Sangguniang Bayan of Tolosa
Leyte.

Issues/ concerns for review/recommendation/legal opinion is/are as follows:

e Ordinance No. 04 Series of 2024 entitled: An Ordinance Regulating the
Dispensing, Selling, and Reselling of Pharmaceutical Products in Sari-Sari
Stores and Other Similar Retail Outlets in the Municipality of Tolosa, Leyte.

REVIEW/RECOMMENDATION/LEGAL OPINION:

This office is of the opinion that the subject Ordinance is within the powers of the
local government unit particularly covered under Section 16'- General Welfare Clause,
Section 447(1)(iii)*,(3)(ii)* of the Local Government Code of 1991 (R.A7160), and as
mandated under Article II, Section 15 of the Constitution mandates the State to protect
and promote the right to health of the people and instill health consciousness among them.
Hence, recommending the declaration of its validity.

We hope to have assisted you with this request. Please note that the opinion
rendered by this Office are based on facts available and may vary or change when
additional facts and documents are presented or changed. This opinion is likewise without
prejudice to the opinions rendered by higher and competent authorities and/or the courts.

1 Section 16- General Welfare Clause- x0000c Within their respective territorial jurisdictions, local government units shalf ensure and support,
among other things, the preservation and enrichment of culture, promote health and safety, promote health and safety o0

2 Approve ordinances imposing a fine not exceeding Two Thousand Five Hundred Pesos {P2,500.00 ) xxc0o0x

3 Regulate any business xxx which does not require government examination within the municipality and the conditions under which the license
for said business of practice of profession may be issued or revoked.
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Respectfully indorsed to the PROVINCIAL LEGAL OFFICE the
herein ORDINANCE NO. 04 series 2024 of the MUNICIPALITY OF TOLOSA,

LEYTE, for review and recommendations.
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Respectfully forwarded to the Sangguniang Panlalawigan, Province of
Leyte, Municipality of Palo, the herein attached RESOLUTION NO. 04-71-
2024, Re: RESOLUTION APPROVING ORDINANCE NO. 04, SERIES OF
2024, ENTITLED: AN ORDINANCE REGULATING THE DISPENSING,
SELLING, AND RESELLING OF PHARMACEUTICAL PRODUCTS IN SARI-
SARI STORES AND OTHER SIMILAR RETAIL OUTLETS IN THE
MUNICIPALITY OF TOLOSA, LEYTE, Attendance of Public Hearing and
Certification of Posting.

For review and approval.
Issued this 19t day of June 2024 at Tolosa, Leyte, Philippines.

Please acknowledge receipt hereof.

CONS&LC LUMBRE
Sangguniang Bayan Secretary



Republic of the Philippines
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Muwnictpality of Tolosa

Ofice of the Qdanguguriang SBayan

CERTIFICATION

TO WHOM THIS MAY CONCERN:

This is to CERTIFY that pursuant to paragraph (a) of Article
114 of RA 7160 Posting of Ordinance 04, Series of 2024, Re: AN
ORDINANCE REGULATING THE DISPENSING, SELLING, AND
RESELLING OF PHARMACEUTICAL PRODUCTS IN SARI-SARI STORES
AND OTHER SIMILAR RETAIL OUTLETS IN THE MUNICIPALITY OF
TOLOSA, LEYTE, was posted in three (3) conspicuous places,
with Penal Sanctions, the undersigned has complied the said
provision last April 26, 2023.

This Certification is issued in compliance of Article 114 of
RA 7160.

Given this 19t day of June 2024.

i
CONSUELO R. LUMBRE

Sangguniang Bayan Secretary
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EXCERPT FROM THE MINUTES OF THE 87™ REGULAR, “oF LEYTE g g
OF THE SANGGUNIANG BAYAN OF TOLOSA, HELD A o n o
SESSION HALL ON APRIL 1, 2024 AT 1:00 P.M. w §
5 &
5 &’
|
. Menardo M. Mate - - Municipal Vice-Mayor (Presiding Officer) -
. Felicito D. Beltran III - - Sangguniang Bayan Member 5
. Manny R. Martinez, RN., MPRM.,DPA.- Sangguniang Bayan Member z
. Edilberto R. Zabala, Jr. - - Sangguniang Bayan Member
. Manuel B. Balledo - - Sangguniang Bayan Member
. Felipe V. Canonigo III - - Sangguniang Bayan Member g
. Virman Jessie O. Pundavela- - Sangguniang Bayan Member § N
=2 . Ireneo Rolando A. Lumbre - - Sangguniang Bayan Member = é
z Hon. Rolly A. Cinco - - Sangguniang Bayan Member <3
‘% Hon. Melanie Felisa M. Vivero - - Ex-Officio Member/ABC President 8 =
s Hon. Catherine R. Benjamin - - Ex-Officic Member/SK Fed. President _;E_é*
= d
o2
2 ORDINANCE NO. 04 & 5
g < Series of 2024 Q3
B -% z 2
wa
E AN ORDINANCE REGULATING THE DISPENSING, SELLING, AND RESELLING OF &
2 PHARMACEUTICAL PRODUCTS IN SARI-SARI STORES AND OTHER SIMILAR z
> RETAIL OUTLETS IN THE MUNICIPALITY OF TOLOSA, LEYTE Q
\-\ Authored by: Hon. Catherine Robis Benjamin o=
) 03
WHEREAS, Article II, Section 15 of the 1987 Constitution mandates the State to protect E §
and promote the right to health of the people and instil health consciousness among them; . o
WHEREAS, Section 30 of Republic Act. No 10918, otherwise known as the Philippine %
3 harmacy Act prohibits the compounding, dispensing, selling, or reselling of pharmaceutical xS
8 roducts through retail drug outlets not licensed by the Food and Drugs Administration (FDA); = §
= e £
®
% > WHEREAS, Republic Act. No 8203, otherwise known as the Special Law on Counterfeit ~ .
- 5 ugs, prohibits by person from manufacturing, selling, offering for sale, donating, distributing,
S fficking, brokering, exporting, importing, or processing counterfeit drugs; )

| WHEREAS, the FDA, through its Advisory No. 2020-1348! has issued a public health 2
B warning against the purchase and use of several counterfeit drug products that proliferated in the £
é? = market, including commonly known medicines such as Phenylephrine HCI/ Chlorphenamine E £
\g\g\ Maleate/ Paracetamol (Neozep® Forte), Loperamide {Diatabs®), Ibuprofen/ Paracetamol ] §~E
& = (Alaxan® FR), Carbocisteine (Solmux®), and others; ] g
S m HES
.g ; WHEREAS, The proliferation of counterfeit pharmaceutical products and the sale of =
zm medicines by sari-sari stores, without authorization from the FDA, are a potential cause of serious
2 E harm to the health and safety of the general public; : 3
g S
8 y NOW THEREFORE, BE IT ENACTED by the Sangguniang Bayan of Tolosa, Leyte session =
duly assembled that:
g 2
© £ Section 1. Title - This Ordinance shall be known “An Ordinance Reguiating the Dispensing, Selling 5
o and Reselling of Pharmaceutical Products in Sari-Sari Stores and Other Similar Retail Outlets in the =)
g Municipality of Tolosa, Leyte”. :
2
§ 'g ————
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Section 2. Objectives — This Ordinance aims to:

Regulate the dispensing, selling and reselling of pharmaceutical products in sari-sari
stores and other similar retail outlets in the municipality of Tolosa, Leyte, as it poses
health risk to the public;

NDAVELA

. To safeguard the health of the people and to protect them from counterfeit drugs;

Avoid potentially fatal side effects resulting from irresponsible use of counterfeit drugs
and other similar products not registered or licensed by the Food and Drugs
Administration.

Sangguniang Bayan Member

- Definition of Terms — As used in this Ordinance the following terms shall mean:

Botika ng Barangay - refers to a drug outlet managed by a legitimate community
organization (CO)/non-government organization (NGO) and/or the Local Government
Unit (LGU), with a trained operator and a supervising pharmacist.

o o

HON. VIRMAN J

b. Counterfeit pharmaceutical products - refer to pharmaceutical products which do
not contain the amount as claimed; with wrong ingredients; without active
ingredients; or with insufficient quantity of active ingredients, which result in the
reduction of the products that are deliberately and fraudulently mislabeled with respect
to identify and/or source or with fake packaging, and can apply to both branded and
generic products.

A. LUMBRE

yan Member

o

HON. IRENEO ROL

c. Household remedies - refer to any preparation containing pharmaceutical
substances of common or ordinary use to relieve common physical ailments and which
may be dispensed without medical prescription in original packages, bottles or
containers, of which the nomenclature has been approved by the FDA.

Sangguniang

d. Over-the-counter (OTC) medicines - refer to medicines used for symptomatic
relief of minor ailments and which may be dispensed without a prescription.

e. Pharmaceutical products - refer to drugs, medicines, biologicals, pharmaceutical
and biopharmaceutical products/specialties, veterinary products, veterinary biologics,
and veterinary medicinal products.

INCO
n Member

f.  Pharmacist - refers to a health professional who has been registered and issued a
valid Certificate of Registration (COR) and Professional Identification Card (PIC) by the
PRC and the Professional Regulatory Board of Pharmacy.

HON. RO
Sanggunij

g. Pharmacist-only OTC medicines - refer to over-the-counter medicines classified
by appropriate government agencies to be obtained only from a licensed pharmacist,
with mandatory pharmacist’s advice on their selection and proper use.

-+

—

h. Prescription medicines - refer to medicines which can only be dispensed by a
pharmacist to a patient, upon the presentation of valid prescription from a physician,
dentist, or veterinarian and for which a pharmacist’s advice is necessary.

FELI5A M. VIVERO

i. Sari-sari stores - refer to retailing stores selling a general line of merchandise,
classified as micro-enterprises.

guniang Bayan Member
AB{ Presiddnt

ANI

Section 4. Prohibited Acts

i

1. Pursuant to Section 30 of RA 10918, no pharmaceutical product of whatever nature
and kind, shall be compounded, dispensed, sold or resold, or otherwise be made
available to the consuming public, except through a retail drug outlet duly licensed by
the FDA;

laquiaiy uedeg Buelynb6yes
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2. The manufacture, sale, or offering for sale, donation, distribution, trafficking,
brokering, exportation, or importation or possession of counterfeit drugs as defined in

g
-
g m Section 3 hereof not otherwise covered by Republic Act No. 3720, as amended. The
@ E presence of availability of such counterfeit drugs within the premises of any entity,
2
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engaged in the sale, manufacture or distribution of drugs and/or pharmaceutical
products or in a private residence, or in public or private vehicle, or in the premises
not covered by a valid license to operate from the Bureau are likewise prohibited
pursuant to Section 4 of RA 8203;

NDAVELA

3. Sari-sari stores and other similar retail outlets and micro-enterprises are prohibited
from dispensing, selling, or reselling prescription and pharmacist-only OTC medicines,
as defined and classified by the FDA, as these medicines may only be dispensed by or
obtained from a licensed pharmacist and with said licensed pharmacist’s advice,
pursuant to RA 10918;

4. The possession, dispensing, selling, or reselling of counterfeit pharmaceutical products
are prohibited and shall be governed by the provisions of RA 8203.

Sangguniang Bayan Member

Section 5. Requirements for the Opening and Operation of a Retail Pharmaceutical
Outlet or Establishment - Stores such as convenience stores, cooperative-run stores, and other
small and medium enterprises which intend to sell household remedies and OTC drugs (which are
ot pharmacist-only) are first required to apply as a retail outlet for non-prescription drugs
RONPD), pursuant to FDA Circular No. 2014-028, and secure the following:

a. Alicense to operate (LTO) from the FDA;

b. The employment of the supervision and oversight of a duly registered and licensed
pharmacist, pursuant to Section 31 (b) of RA 10918; and

Other requirements imposed by the FDA on its LTO applicants.

Section 6. Responsibility of the LGU — The LGU shall have the following responsibilities
pertinent to this ordinance:
a. The LGU shall ensure the integration of guidelines in the existing business permit and
licensing system and requirement;
b. The Municipal Health Office and Barangay Health Stations in coordination with the
LGU shall ensure the operation of their respective pharmacies wherein non-
prescription drugs are made available.
¢. The LGU shall also establish an enabling mechanism designed to assist owners of sari-
sari stores and other retail stores in securing proper authorization from FDA to
dispense sell, and resell pharmaceutical products.

.CINCO  HON. IRENEO &Nm A.LUMBRE  HON.VIRMAN JE
Sangguniang Bayan Member

van Member

Section 7. Penalties — Any person found to have committed violation any of the following a
shall be penalized as follows:

OUETINDDURS

First offense — a fine of P1,000.00 or waming

Sangaunj

HON. R

Second offense ~ a fine of $1,500.00 or imprisonment of not more than three (3) months
or both fine and imprisonment at the discretion of the Court.

]

Third offense — a fine of $2,500.00 or imprisonment of not more than six (6) months or
both fine and imprisonment at the discretion of the Court.

If the Violation is committed by a group, organization or entity, may it be a corporation,
partnership or single proprietorship, the Head, President or General Manager or Owner, or person
acting on behalf of such responsible officers shall be held liable for the violation.

AMIN  HON. WHLANKE FE ‘S’A‘I\:I?JVERO
F¥aggguryang Bayan Member
BC Prefident

In addition to the foregoing penalties, revocation of the business permit or license of stores
determined by the LGU, the FDA, or the PNP to be dispensing, selling, or reselling of pharmaceutical
products without proper authorization upon the commission of the third offense.

Jequiaty ueAeg bueunfibues
Qa3TIVE "8 TANNYN "N

Section 8. Enforcement - The Local Chief Executive or his duly authorized representative in
coordination with the Punong Barangays, the Philippine National Police (PNP) and the Food and
Drugs Administration (FDA) shall be primarily responsible for the enforcement of this Ordinance

x
g which shall include the crackdown of counterfeit drugs and the illegal distribution of pharmaceutical
g: products. 5
8 1 2
(=]
S - Section 9. Information, Education and Campaign — It shall be the obligation of the Local 0 ‘35 =
@ < Government Unit of Tolosa to conduct massive information, education, and communication efforts 5%
f‘?g — 8 £
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on the regulations for the benefit of sari-sari store owners within the municipality through the
Office of the Municipal Health Officer in partnership with the Punong Barangays.

Section 10. Repealing Clause — All ordinances, rules and regulations, other issuances ore parts
thereof which are inconsistent with this Ordinance is hereby repealed.

Section 11. Separability Clause — If any part of this Ordinance is determined to be invalid,
illegal or unenforceable, its remaining provisions shall remain in full force as though this Ordinance
did not originally include such invalid, illegal or unenforceable provision.

Section 12. Effectivity — This Ordinance shall take effect in accordance with the law.

CONSUELO R.{ LUMBRE

B Secretary
ATTESTED:

22w

(/ - 5

ON. MEN O M. MATE

\ Municipal \ice-Mayor
| Presidipg Officer

e uy DPA-

" HON. MANUEL B. BALLEDD
Sanggyniang Bayan ber

HON. FEMPE V. CANONIGO III HON. VIRMAN JESSIE @.
Sanggurfiang Bayan Member Sangguniang Baydan Member

HON. IRENEO ROLANDO A. LUMBRE HON. R . CINCO
Sangguniang Bayan Member Sanggui Bayan Member

HON. MELANIE FELISA M. VIVERO HON. CA R AMIN
Ex-Offiio Member/ABC President Ex-Officio Ylember/SK Fed. President

APPROVED:

Page 4 of 4
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Republic of the Philippines
JPIvovince of /eyte
Municipality of Tolosa

Office of the Qanggumiang SBayan

EXCERPT FROM THE MINUTES OF THE 87™ REGULAR SESSION
OF THE SANGGUNIANG BAYAN OF TOLOSA, HELD AT THE
SESSION HALL ON APRIL 1, 2024 AT 1:00 P.M.

PRESENT:
Hon. Menardo M. Mate - - Municipal Vice-Mayor (Presiding Officer)
Hon. Felicito D. Beltran III - - Sangguniang Bayan Member
Hon. Manny R. Martinez, RN., MPRM.,DPA.-  Sangguniang Bayan Member
Hon. Edilberto R. Zabala, Jr. - - Sangguniang Bayan Member
Hon. Manuel B. Balledo - - Sangguniang Bayan Member
Hon. Felipe V. Canonigo III - - Sangguniang Bayan Member
Hon. Virman Jessie O. Pundavela- - Sangguniang Bayan Member
Hon. Ireneo Rolando A. Lumbre- - Sangguniang Bayan Member
Hon. Rolly A. Cinco - - Sangguniang Bayan Member
Hon. Melanie Felisa M. Vivero - - Ex-Officio Member/ABC President
Hon. Catherine R. Benjamin - - Ex-Officio Member/SK Fed. President

RESOLUTION NO. 04-71-2024

RESOLUTION APPROVING ORDINANCE NO. 04, SERIES OF 2024. RE: AN
ORDINANCE REGULATING THE DISPENSING, SELLING, AND RESELLING OF
PHARMACEUTICAL PRODUCTS IN SARI-SARI STORES AND OTHER SIMILAR
RETAIL OUTLETS IN THE MUNICIPALITY OF TOLOSA, LEYTE

WHEREAS, Article II, Section 15 of the 1987 Constitution mandates the State to protect and
promote the right to health of the people and instill health consciousness among them;

WHEREAS, Section 30 of Republic Act. No 10918, otherwise known as the Philippine
Pharmacy Act prohibits the compounding, dispensing, selling, or reselling of pharmaceutical products
through retail drug outlets not licensed by the Food and Drugs Administration (FDA);

WHEREAS, Republic Act. No 8203, otherwise known as the Special Law on Counterfeit Drugs,
prohibits by person from manufacturing, selling, offering for sale, donating, distributing, trafficking,
brokering, exporting, importing, or processing counterfeit drugs;

WHEREAS, the FDA, through its Advisory No. 2020-1348" has issued a public health warning
against the purchase and use of several counterfeit drug products that proliferated in the market,
including commonly known medicines such as Phenylephrine HCI/ Chlorphenamine Maleate/

Paracetamol (Neozep® Forte), Loperamide (Diatabs®), Ibuprofen/ Paracetamol (Alaxan® FR),
Carbocisteine {Solmux®), and others;

WHEREAS, The proliferation of counterfeit pharmaceutical products and the sale of medicines
by sari-sari stores, without authorization from the FDA, are a potential cause of serious harm to the
health and safety of the general public;

WHEREFORE, on motion of Hon. Catherine R. Benjamin, and seconded unanimously, be it;

RESOLVED, as it is hereby resolved, approve Ordinance No. 04, Series of 2024. Re: An

Ordinance Regulating the Dispensing, Selling, and Reselling of Pharmaceutical Products in Sari-Sari
Stores and Other Similar Retail Outlets in the Municipality of Tolosa, Leyte;

Page | 1
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RESOLVED FINALLY, that copy of this resolution be fumished to Hon. Erwin C. Ocafia,
Municipal Mayor, and other offices concemned for their information and appropriate action;

APPROVED.

I HEREBY CERTIFY to the correctness of the foregoing resolution.

cons&?é’ﬁ'\ LUMBRE
Sangguniang Bayan Secretary
MOVANT:

MIN

\
HOF.'QENAR M. MATE
(Municipal }/ e-Mayor
\ A APPROVED:

Page | 2



Republic of the Philippines
JPIrovince of [ eyte
Municipality of Tolosa

Offiee of the angguniony Seeyeor

MINUTES OF THE 87™ REGLULAR SESSION OF THE SANGGUNIANG
BAYAN OF TOLOSA, HELD AT SESSION HALL
ON APRIL 1, 2024 AT 1:00 P.M.

PRESENT:

Hon. Menardo M, Mate - - Municipal Vice-Mayor (Presiding Officer)
Hon. Felicito D, Beltran I - - Sangguniang Bayan Member

Hon. Edilberto R. Zabala, Jr. - - Sangguniang Bayan Member

Hon. Manny R. Martinez, RN., MPRM.,DPA,- Sangguniang Bayan Member

Hon. Manuel B, Balledo - ~ Sangguniang Bayan Member

Hon. Felipe V. Canonigo III - - Sanggiiniang Bayan Momber

Hon. Virman Jessie 0. Pundavela- Sangguniang Bayan Member

Hon. Ireneo Rolando A. Lumbre - Sangguniang Bayan Member

Sargguniang Bayan Membsr

HON. VIRMAN JESSIE O, PUNDAVELA

i

Hon. Rolly A. Cinco - - Sangguniang Bayan Member
Han. Melanie Felisa M. Vivero - - Ex-Officio Member/ABC President
Hon. Catherine R, Benjamin - - Ex-Officio Member/SK Fed. President

CALL TO ORDER. - The session was calied to order by the Presiding Officer al 1:00 P.M.
INVOCATION. — Computer Generated.

rh'oﬁ. LUMBRE
Sangguniang Bayaa Member

NATIONAL ANTHEM AND TOLOSA HYMN - Computer generated,

\ ROLL CALL. Roll call was done by the SB Secretary and ali members were present.

\ APPROVAL OF THE MINUTES OF THE PREVIOUS SESSION. — Minutes of the
| previous session were read. Having no conmments and correclions, Hon, Manuel B, Balledo moved
\for the approval of the same and seconded unanimously.

:
g
g
g

awan Mamber

J REFERENCE OF BUSINESS: -
1. Letter request of the Local Chief Executive. Re: 4
- &
a. resolution authorizing Hon. Erwin C. Ocafia, Municipal Mayor, and Mr. Amal A. § 5
Abad, Acting Municipal Treasurer, to Enroll in the Landbank Institutional Internet
Banking “weAgcess”, o
X
Hon. Manny R. Marlinez, RN., MPRM., DPA., moved to suspend the rule. g
i}
Hon. Felicito D, Beltran III said that it & cansidered as urgent he asked the council for any 55
COMMEnts. & t 5
o 2
There being no comments and ¢omections he moved to pass the resolution and seconded o a8 §
animously. ﬁ _%*
RESOLUTION NQ. 04-67-2024 g g
A RESOLUTION AUTHORIZING HON. ERWIN C. OCANA, MUNICIPAL 5
MAYOR, AND MR. ARNEL A. ABAD, ACTING MUNICIPAL TREASURER, TO ==
ENROLL IN THE LANDBANK INSTITUTIONAL INTERNET BANKING
*weAcacs™ z
x
WHEREAS, on April 1, 2024, the Sangguniang Bayan of Tolosa has approved Resolution 5 §
No. 04-67-2024, Series of 2024, authorizing Hon. Erwin C. Ocafia, Municipal Mayor, and Mr. Amel o

A. Abad, Acting Msii)jgipai Treasurer to:
“"_/

Pagej 1
Mintstes of the 587 Regular Sexsion
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3

HON. MENARDO M. MATE CONSUELO R. LUMBRE 2
Mun ‘ga! yi ~Mayor Secretary :O:



THIRD READING:
F3 1) Proposed: To enact a Municipal Ordinance regulating the dispensing, selling, and
2 reselling of pharmaceutical products in Sari-Sari Stores and other Similar Retail Outlets
in the Municipality of Tolosa, Leyte and providing penalties for violations thereof
Hon. Catherine R. Benjamin moved to pass the resolution.

The Presiding Officer asked who are infavor of the resolution. All members voted on the

Jawew uedeq Buepnbbueg

Hon. Catherine R. Benjamin moved to enact the resolution and seconded unanimously.

Sangguniang Bayan Member

The Presiding Officer who are infavor of the ordinance. All members present voted infavor
‘ ordinance.

RESOLUTION NO. 04-71-2024

RESOLUTION APPROVING ORDINANCE NO. 04, SERIES OF 2024. RE: AN
ORDINANCE REGULATING THE DISPENSING, SELLING, AND RESELLING
OF PHARMACEUTICAL PRODUCTS IN SARI-SARI STORES AND OTHER
SIMILAR RETAIL OUTLETS IN THE MUNICIPALITY OF TOLOSA, LEYTE
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WHEREAS, Article II, Section 15 of the 1987 Constitution mandates the State to protect
and promote the right to health of the people and instill health consciousness among them;

e
LENYIN "t ANNVIN ‘NOH

ds

HON. IRENEO ROLAN

WHEREAS, Section 30 of Republic Act. No 10918, otherwise known as the Philippine
Pharmacy Act prohibits the compounding, dispensing, selling, or reselling of pharmaceutical
products through retail drug outlets not licensed by the Food and Drugs Administration (FDA);

WHEREAS, Republic Act. No 8203, otherwise known as the Special Law on Counterfeit
Drugs, prohibits by person from manufacturing, selling, offering for sale, donating, distributing,
trafficking, brokering, exporting, importing, or processing counterfeit drugs;

=z

e\ WHEREAS, the FDA, through its Advisory No. 2020-1348 has issued a public heaith 8
m \ warning a_lgainst the purchase and use of several counterfeit drug products that proliferated in the =
&~ market, including commonly known medicines such as Phenylephrine HCI/ Chlorphenamineg, d

Maleate/ Paracetamol (Neozep® Forte), Loperamide (Diatabs®), Ibuprofen/ Paracetamol
(Alaxan® FR), Carbocisteine {Solmux®), and others;

. . . ) =
B WHEREAS, The proliferation of counterfeit pharmaceutical products and the sale of .
icines by sari-sari stores, without authorization from the FDA, are a potential cause of serious 5
to the health and safety of the general public; x

Jaqual uedeg Gueunbiiy

ol ‘vivavz u

WHEREFORE, on motion of Hon. Catherine R. Benjamin, and seconded unanimously, be

e}
&
7]
z( RESOLVED, as it is hereby resolved, a Ordi i : 3
3 ] D, ; _ ved, approve Ordinance No. 04, Series of 2024. Re: An s E
g - Ordinance Regulating the Dispensing, Selling, and Reselling of Pharmaceutical Products in Sari-Sari g E o
\«‘gi:% X’ Stores and Other Similar Retail Outlets in the Municipality of Tolosa, Leyte; 5 g %
i
S . : [TH
&S RESOLVED FINALLY, that copy of this resolution be furnished to Hon. Erwin C. Ocafia, w g%
g ; Municipal Mayor, and other offices concerned for their information and appropriate action; § 'g
= ¥ =]
i1 APPROVED. 3
Bl 3
8 ) ORDINANCE NQ. 04 I
- Series of 2024
=
@ _g AN ORDINANCE REGULATING THE DISPENSING, SELLING, AND RESELLING OF b _
m PHARMACEUTICAL PRODUCTS IN SARI-SARI STORES AND OTHER SIMILAR §
€ RETAIL OUTLETS IN THE MUNICIPALITY OF TOLOSA, LEVTE §
zm §
25 uthored by: Hon. Catherine Robis Benjamin g
k] 9 -~ -~ =
=2z < 1 5
§ g Page | 5 ]
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WHEREAS, Article II, Section 15 of the 1987 Constitution mandates the State to protect
% and promote the right to health of the people and instil health consciousness among them;
@ = WHEREAS, Section 30 of Republic Act. No 10918, otherwise known as the Philippine
harmacy Act prohibits the compounding, dispensing, selling, or reselling of pharmaceutical
o\

ELA

pjoducts through retail drug outlets not licensed by the Food and Drugs Administration (FDA);

WHEREAS, Republic Act. No 8203, otherwise known as the Special Law on Counterfeit
Drugs, prohibits by person from manufacturing, selling, offering for sale, donating, distributing,
afficking, brokering, exporting, importing, or processing counterfeit drugs;

WHEREAS, the FDA, through its Advisory No. 2020-1348! has issued a public health
aming against the purchase and use of several counterfeit drug products that proliferated in th
Varket, including commonly known medicines such as Phenylephrine HCI/ Chlorphenamine
dleate/ Paracetamol (Neozep® Forte), Loperamide (Diatabs®), lbuprofen/ Paracetamol
Alaxan® FR}, Carbocisteine (Solmux®), and cthers;

Sangguniang Bayan Member

HON, VIRMAN

WHEREAS, The proliferation of counterfeit pharmaceutical products and the sale of
eqlicines by  sari-sari stores, without authorization from the FDA, are a potential cause of serious
ym to the health and safety of the general public;

NOW THEREFORE, BE IT ENACTED by the Sangguniang Bayan of Tolosa, Leyte session
assembled that:

NDO A. LUMBRE
Bayan Member

Section 1. Title — This Ordinance shall be known “An Ordinance Regulating the Dispensing,
Selling and Reselling of Pharmaceutical Products in Sari-Sari Stores and Other Similar Retail Outlets
in the Municipality of Tolosa, Leyte”.

b

iaquinly uedeg A

Section 2. Objectives — This Ordinance aims to:

Sanggunlang

a. Regulate the dispensing, selling and reselling of pharmaceutical products in sari-sari
stores and other similar retail outlets in the municipality of Tolosa, Leyte, as it poses
health risk to the public;

b. To safeguard the health of the people and to protect them from counterfeit drugs;

. CINCO  HON. IRENEO

n Member

¢. Avoid potentially fatal side effects resulting from irresponsible use of counterfeit drug

and other similar products not registered or licensed by the Food and Drug
Administration.

on 3. Definition of Terms — As used in this Ordinance the following terms shall mean:

Isqusly ugAeg Bugiunbbues
HON.
Sangqgu

e vivavz o

a. Botika ng Barangay - refers to a drug outlet managed by a legitimate community

organization (CO)/non-government organization (NGO) and/or the Local Government
Unit (LGU), with a trained operator and a supervising pharmacist.

/
&

Counterfeit pharmaceutical products - refer to pharmaceutical products which
do not contain the amount as claimed; with wrong ingredients; without active
ingredients; or with insufficient quantity of active ingredients, which result in the
reduction of the products that are deliberately and fraudulently misiabeled with

respect to identify andfor source or with fake packaging, and can apply to both
branded and generic products.

Bqual uekeg t‘sue;%iues

4 'NOH Od3TIve '8 TINNYKW "NOH
o

Household remedies - refer to any preparation containing pharmaceutical
substances of common or ordinary use to relieve common physical ailments and which
may be dispensed without medical prescription in original packages, bottles or
containers, of which the nomenclature has been approved by the FDA.

Sangguniang Bayan Member
ABC Presicent
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d. Over-the-counter (OTC) medicines - refer to medicines used for symptomatic
relief of minor ailments and which may be dispensed without a prescription.

€. Pharmaceutical products - refer to drugs, medicines, biologicals, pharmaceutical
and biopharmaceutical products/spedialties, veterinary products, veterinary biologics,
and veterinary medicinal products.
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f. Phamadst - refers to a health professional who has been registered and issued a
valid Certificate of Registration (COR) and Professional Identification Card (PIC) by
the PRC and the Professional Regulatory Board of Pharmacy.

g. Phammacist-only OTC medicines - refer to over-the-counter medicines clacsified
by appropriate government agendies to be obtained only from a licensed pharmacist,
with mandatory pharmacist’s advice on thelr selection and proper use,

h, Premipﬁbnnmdidnes-refamnammeswmchcanonlvbedispeMBya
pharmacist to a patient, upon the presentation of valid prescription from a physician,
dentist, or veterinarian and for which a pharmadist’s advice is NEecessary.

Sangouniag Bayan “Member

i. Sari-sarl stores - refer to retailing stores selling a general line of merchandise,
classified as micro-enterprises.

T
= ion 4. Prohibited Acts

1. Pursuant to Section 30 of RA 10918, no pharmaceutical product of whatever nature
and kind, shall be compounded, dispensed, sold or resold, or otherwise be made
available to the consuming public, except through a retail drug outlet, duly licensed by
the FDA;

A. LUMBRE HON. YIRMAN JESSTE

2. The manulaclure, sale, or offering for sale, donation, distribution, trafficking,
brokering, exportation, or importation o possession of counterfeit drugs as defined in
Section 3 hereof not otherwise covered by Republic Act No. 3720, as amended. The
presence of avallability of such counterfeit drugs within the premises of any entity,
engaged in the sale, manufacture or distribution of druas and/or pharmaceutical
products or in a private residence, or in public or private vehicle, or in the premises
not covered by a vaiid license to operate from the Bureau are likewise prohibited
pursuant to Section 4 of RA §203;

u['n?w
ounieng Bavar Member

Sang

HON. IRENEC R

3. Sar-sari stores and other similar retail outlets and micro-enterprises are prohibited
from dispensing, selfing, or reselfing prescription and phammacist-only OTC medicines,
\\ as defined and classified by the FDA, as these medicines may only be dispensed by or
\\\ cbtained from a licensed pharmacist and with said licensed pharmadst's advice,
pursuant to RA 10918;

CINCO
n Membar

4. The possession, dispensing, salling, or resalling of counterfeit pharmaceutical produicts
are prohibiled and shalt be governed by the provisions of RA 8203,

ion 5. Requirements for the Opening amd Operation of a Retall Pharmaceutical
et or Establishment — Stores such as convernience stores, cooperative-run stores, and othar
. It and medium enterprises which intend to sell household remedies and OTC drugs (which are

~~, not pharmacist-only) are first required to apply as a retail outlet for non-prescription drugs
"7 {RONPD), pursuant to FDA Circular No. 2014-028, and sacure the following:

l

Sangaunke

HON.

RO urAcg ﬁuelunﬁﬁ__ues_ L

e ‘vvave

a. A licens to operate (LTO) from the FDA;

b. The employment of the supervision and oversight of a duly registered and licensed
pharmacist, pursuant to Section 31 (b) of RA 10918: and

Cther requirements imposed by the FDA on its LTD applicanis.

Section 6. Responsibility of the LGU — The LGU shall have the following responsibilities
pertinent to this ordinance:
a. The LGU shall ensure the integration of guidelines in the existing business permit and
licensing system and requirement;
b. The Municipal Health Office ang Barangay Health Stations in coordination with the
LGU shall ensure the operation of their respective pharmacies wherein non-
prescription drugs are made available.
¢. The LGU shall also establish an enabling mechanism designed to assist owners of sari-
sari stores and other retail stores in securing proper authorization from FDA to
dispense sell, and resell phanmaceutical products.

Sangguniang Bayar Mebar
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2. Hon. Felicito D. Beltran I1I asked the status of Lhe remillances at GSIS and suggested
o pass the resolution requesting to conduct audit at the LGU and if it prohibited to
realign.

The Presiding Officer suggested to conduct a report and talk personally the persons
involved.

Adjournment. - There being no further business. The Presiding Officer moved for the
adjournment of the session. The session was adjournad at 4:00 P.M.

CONSU . LUMBRE
Sectetary
ATTESTED: -
HON. MENARDO M. MATE
Munidipal Vice-Magyor
Pre%;hiding Officer
\ y ’fl }
HON.Y /70 D. BELTRAN I HON. MANNY R. MARTINEZ, RN., MPRM., DPA.
Sangguniarg D! [ Sangguniang Bayan Member
—_—— .-"-/-f.- /.-"ffy
R T P
- ( .;.:;_—’_:- G TRy —

r"’af’,’ // — ——
HON. EDI-BERTO R. ZABALA, JR. HON. MANUEL B. BALLEDO
___—~Satgguiliang Bayan Mémber Sanggunidng Bavan Mamber

o~
HON. FELIPE V. CANONIGO 111 HON. VIRMAN JE . PUNDAVEI._A
Sanggyfiang Bayan Member Sangguniadg Bayan Member

R ..‘g:;m N |

Sangguniang BayanMember Sanggunjabd Bayan Member
J”/‘-‘\

HON. MELANIE FELISA M. VIVERO HON. CA R BENJAMIN

Ex-Officio Member/ABC President BEx-Officio (4 Feﬂﬁresident
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Republic of the Philippines
Poeovinee of L Legte
Municipality of Tolesa
Office of the Obanggumiang SBaypan
ATTENDANCE SHEET
Public Hearing

March 8, 2024 (Friday)/ 10:00 A.M.

@ Tolosa Public Transport Terminal
Barangay Quilao, Tolosa, Leyte

- T —

SUBJECT:

» Proposed: To enact a Municipal Ordinance regulating
the dispensing, selling, and reselling of pharmaceutical
products in Sari-Sari Stores and other Similar Retail Outlets
in the Municipality of Tolosa, Leyte and providing
penalties for violations thereof
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