Republic of the Philippines

Department of Health
FOOD AND DRUG ADMINISTRATION FDAIII

ug Administratio
PHILIPPING Il

19 APR 2022
FDA ADVISORY
Na_2(322033b
TO : ALL HEALTHCARE PROFESSIONALS AND THE GENERAL

PUBLIC

SUBJECT : Public Health Warning Against the Purchase and Use of the
Following Unregistered Drug Products:

1. Lidocaine Hydrochloride Injection 5 mL:0.1 g

2. Placentex® 5,625 mg/3 mL Soluzione Iniettabile
Polidesossiribonucleotide

3. Vitamin C Injection d'acide ascorbique, USP 25 000 mg/ 50 mL
(500mg/mL)

The Food and Drug Administration (FDA) advises the public against the purchase and use
of the following unregistered drug products:
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Lidocaine Hydrochloride Injection 5 mL: 0.1 g

Figure 1. Unregistered drug product
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COMPOSIZIONE
e Una hala do 3 ml contiene
4 Principie attive: Foiidesonirbonucieotide 5.625 mg

5,625 mg/3 ml soluzione inietiabile e e

Leggere il foglio illustrative prima dell’use.
5 figle da 3 ml Soluzione inieftabile

Tenere huor dallo vista » dolla portors der bambins
Do vendersi distro presentazions di ricetto medica.
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Cicatrizzante - Antidistrofico -
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Placentex® 5,625 mg/3 mL Soluzione Iniettabile Polidesossiribonucleotide
by: Mastelli S.r.] - Via Bussana Vecchia, 32 - Sanremo (IM)

Figure 2. Unregistered drug product

’ gggque mL cnr(ljlilam : D'acide ascorbique
mg, du sel disodique de I'acide
DIN 02245214 éthylénediaminetétracétique a 0,25 mg,
hydroxide de sodium 110 mg dans de
I'eau pour injection q.5., pH (de 5,5 4 7,0)

Vit am i n c ajusté avec du bicarbonate de soude et
hydroxide de sodium. Ne contient pas

Injection d’acide d’agent de conservation,
< Posologie : Pour la posologie,
ascorbique, USP I'administration, et des instructions

détaillées sur 'utilisation de ce produit,

25 000 rng/50 il consulter le feuillet d'information inclus.

Protéger de la luminére. Entreposer entre

500 mg/mL (2°C 4 8°C). NE PAS CONGELER. R ST
ntreposer dans la boite jusqu'au moment = . .

[Goatdioeat So0r de Putilisation. Vltamln C =
| pharmacies. Ne pas employer IUne pression pourait se développer durant Ascorbic Acid Injection, USP ~

pour perfusion directe. ‘entreposage. Prendre garde lors du =
s e retrait. 25 000 mg/50 mL 2
St Iatex Pour usage thérapeutique seulement. 500 mg/mL Z
Sa de ti T ]
i e Mylan Pharmaceuticals ULC e o ooy
intramusculaire, Etobicoke, ON MB8Z 256
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sous-cutanse 1i/Mylan 1-800-575-1379
liMylan e ST EER

Vitamin C Injection d'acide ascorbique, USP 25 000 mg/ 50 mL (500mg/mL)
Manufactured by: Mylan Pharmaceuticals ULC - Etobicoke, ON

Figure 3. Unregistered drug product
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FDA Post-Marketing Surveillance (PMS) activities have verified that the abovementioned
drug products have not gone through the registration process of the Agency and have not been
issued with proper authorization in the form of Certificate of Product Registration. Thus, the
Agency cannot guarantee their quality, safety and efficacy. Therefore, consumption of such
violative products may pose potential danger or injury to health.

Pursuant to Republic Act No. 9711, otherwise known as the “Food and Drug Administration
Act of 20097, the manufacture, importation, exportation, sale, offering for sale, distribution,
transfer, promotion, advertising or sponsorship of health products without proper
authorization from FDA is prohibited.

All concerned establishments and/or entities are warned not to distribute the above-identified
violative drug products until they have already been covered by the appropriate authorization,
otherwise, regulatory actions and sanctions shall be strictly pursued. Always check if the
products are registered with the FDA by using the FDA Verification Portal feature
accessible at https://verification.fda.gov.ph.

All Local Government Units (LGUs) and Law Enforcement Agencies (LEAs) are requested to
ensure that these products are not sold or made available in their localities or areas of
Jjurisdiction.

For more information and inquiries, please e-mail us at info@fda.gov.ph. To report
continuous sale or distribution of unregistered health products, kindly e-mail us via
ereport@fda.gov.ph. You may also call the Center for Drug Regulation and Research at
telephone number (02) 8809-5596. For any suspected adverse drug reaction (ADR), report
immediately  to FDA through  this  link:  https:/primaryreporting.who-
umc.org/Reporting/Reporter?OrganizationID=PH and fill out all the required fields.

Dissemination of the information to all concerned is requested.

DR. OSCAR G. GUTIERREZ, JR.
Officer-in-Charge Director
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