Republic of the Philippines
Department of Health FDA Y/ /4

FOOD AND DRUG ADMINISTRATION  Foedontfrn Sl

2 8 MAR 2022

FDA ADVISORY
No. _2022- 0677-A

PARA : SA LAHAT NG HEALTHCARE PROFESSIONALS AT SA
PUBLIKO
PAKSA : Babala sa Publiko tungkol sa Paggamit ng mga sumusunod na

Beripikadong Pekeng Gamot na:

1. Phenylephrine HC1/ Chlorphenamine Maleate / Paracetamol
(Bioflu®) 10 mg / 2 mg / 500 mg Tablet

2. Dextromethorphan HBr / Phenylpropanolamine HCI /
Paracetamol (Tuseran® Forte) 15 mg/ 25 mg/ 325 mg Capsule

3. Carbocisteine (Solmux®) 500 mg Capsule

4. Mefenamic Acid (Dolfenal®) 500 mg Film-Coated Tablet

5. Aluminum Hydroxide / Magnesium Hydroxide / Simethicone
(Kremil-S*) 178 mg / 233 mg / 30 mg Chewable Tablet

6. Loperamide (Diatabs®) 2 mg Capsule

Pinapayuhan ng Food and Drug Administration (FDA) ang publiko laban sa pagbili at paggamit
ng mga sumusunod na beripikadong pekeng gamot:

Trunk Line +63 2 857 1900 Fax +63 2 807 0751
Website: www.fda.gov.ph Email: info@fda.gov.ph
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Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines
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Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 1. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Phenylephrine HCl /
Chlorphenamine Maleate / Paracetamol (Bioflu®) 10 mg / 2 mg / 500 mg Tablet
(Lot No. U066300)
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TUNAY/AUTHENTIC

Peke/Counterfeit — Ang tablet, knurling, security mark at print appearance ng gamot ay hindi tugma sa
rehistradong gamot.

Larawan 2. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Phenylephrine HCl /
Chlorphenamine Maleate / Paracetamol (Bioflu®) 10 mg / 2 mg / 500 mg Tablet
(Lot No. U066300)
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Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 3. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Dextromethorphan HBr /
Phenylpropanolamine HCI / Paracetamol (Tuseran® Forte) 15 mg/ 25 mg/ 325 mg Capsule
(Lot No. U022359)
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Peke/Counterfeit — Ang knurling, at print appearance ng gamot ay hindi tugma sa rehistradong gamot.

Larawan 4. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Dextromethorphan HBr /
Phenylpropanolamine HC1 / Paracetamol (Tuseran®™ Forte) 15 mg/ 25 mg/ 325 mg Capsule

(Lot No. U022359)
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of stomach or intestinal ulcer and gastrointestinal bleeding.
+ Do not take more than the recommended dose.
+ Do not use after the expiry date on the label.
For suspected adverse drug reaction, seek medical attention immediately
and report 1o FDA at www.ida.gov.ph AND Unilab at (+632) 858-1000 or
productsafety @ unilab.com.ph. By reporting undesirable effects,
you can help provide more information on the safety of this medicine.

Piease see patient information leaflet for complete information.
Keep the product out of reach and sight of children. Trusted Quality Healtham.
STORE AT TEMPERATURES NOT EXCEEDING 30°C. DRHR-717 Reg. IPOPHIL

PEKE/COUNTERFEIT
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Sa I”’"X b WARNINGS AND PRECAUTIONS
= This medicine should be given with care in patients with a history

of stomach or intestinal ulcer and gastrointestinal bleeding.
500 m g caps ule « Do not take more than the recommended dose.
= Do not use after the expiry date on the label

For suspected adverse drug reaction seek medical attention immediately
and report to FDA at www.fda.gov.ph AND Unilab at (+632) 858-1000 or é

{ ca’!’o _ci s te’.n_e Solmux ®5l]ll mg Capsule

MUCOLYTIC

productsafety@unilab.com.ph. By reporting undesirable effects.
you can help provide more information on the safety of this medicine

Please see patient information leaflet for complete information.
Keep the product out of reach and sight of children. Trusted Quality Healthoae
STORE AT TEMPERATURES NOT EXCEEDING 30°C. DRHR-717 Reg. IPOPHIL

Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 5. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na (Solmux™) 500 mg
(Lot No. U221468)
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Peke/Counterfeit — Ang knurling, at print appearance ng gamot ay hindi tugma sa rehistradong gamot.

Larawan 6. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na (Solmux®) 500 mg
(Lot No. U221468)
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Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 7. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Mefenamic Acid (Dolfenal®)
500 mg Film-Coated Tablet (Lot No. M037523)
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Peke/Counterfeit — Ang kmtrﬁng. security mark at print appearance ng gamot ay hindi tugma sa

rehistradong gamot.

Larawan 8. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Mefenamic Acid (Dolfenal®)
500 mg Film-Coated Tablet (Lot No. M037523)
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PEKE/COUNTERFEIT

Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 9. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Aluminum Hydroxide /
Magnesium Hydroxide / Simethicone (Kremil-S*) 178 mg / 233 mg / 30 mg Chewable
Tablet (Lot No. U021860)
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Peke/Counterfeit — Ang knurling, security mark at print appearance ng gamot ay hindi tugma sa

rehistradong gamot.

Larawan 10. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Aluminum Hydroxide /
Magnesium Hydroxide / Simethicone (Kremil-S*) 178 mg /233 mg / 30 mg Chewable

Tablet (Lot No. U021860)
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Peke/Counterfeit — Ang print at hitsura ng karton ay hindi tugma sa pamantayan ng rehistradong gamot.

Larawan 11. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Loperamide (Diatabs™) 2 mg
Capsule (Lot No. U022608)
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Peke/Counterfeit — Ang knurling, security mark at print appearance ng gamot ay hindi tugma sa
rehistradong gamot.

Larawan 12. Paghahambing sa Tunay/Authentic at Peke/Counterfeit na Loperamide (Diatabs®) 2 mg
Capsule (Lot No. U022608)
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Ang lahat ng healthcare professionals at publiko ay binabalaan tungkol sa paglipana ng mga
nasabing pekeng gamot sa merkado na maaaring magdulot ng panganib sa kalusugan ng mga
gagamit nito. Ang publiko ay pinapaalalahanan ring bumili lamang sa mga establisyementong
lisensyado ng FDA.

Gayundin, ang lahat ng establisyemento ay binabalaang huwag magbenta ng mga pekeng
gamot na nagtataglay ng mga nasabing katangian. Ang pagaangkat, pagbebenta at pamamahagi
nito ay paglabag sa Republic Act No. 9711 or the Food and Drug Administration Act of 2009,
and Republic Act No. 8203 or the Special Law on Counterfeit Drugs. Ang sino mang
mapatunayang nagbebenta ng nasabing pekeng produkto ay mapaparusahan.

Hinihiling sa lahat ng Local Government Units (LGUs) and Law Enforcement Agencies (LEAs)
na tiyaking ang pekeng produktong ito ay hindi maibebenta o magagamit sa kanilang mga
nasasakupan.

Para sa karagdagang impormasyon at katanungan, maaring mag-email sa info@fda.gov.ph.
Upang mag-report ng patuloy na pagtitinda o pangangalakal ng mga pekeng gamut, mag-email
sa ereport@fda.gov.ph. Maaari ring tumawag sa Center for Drug Regulation and Research
sa numerong (02) 8809-5596. Para sa mga hinihinalang hindi kanais-nais na reaksyon sa gamot,
i-report agad sa FDA gamit ang [ink na ito: https:/primaryreporting.who-
umc.org/Reporting/Reporter?Organization]D=PH at kumpletuhin ang mga kinakailangang
impormasyon.

Ang lahat ay hinihikayat na palaganapin ang mga nakasaad na impormasyon.

DR. O G. GUTIERREZ, JR.
Officer-in-Charge Director General
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