Republic of the Philippines .
Department of Health FBA ”r
FOOD AND DRUG ADMINISTRATION  Foos saf0r admimiate wian

HILIPPINES

FDA élb\« isgnv 113 | 23 MAR 2018

TO : ALL HEALTHCARE PROFESSIONALS AND THE
GENERAL PUBLIC

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

Glutax” 8000GZ Mirco Pro S-Acetyl

Glutat '23000GK DNA Glutokines

Glutax” 5GS Plus Micro EGF Advance Cellular Ultra

Whitening Plus Firming New Formulation

Glutax” 6GS Platina Gold Advance 2 x Excellent

Resistance to Sunburn

Glutax” 75GS Nano Pro Cell

Glutax” 5000GF Micro 5000 Forte

L-Carn” 5g Wirkstoff: L-Carnitin 50 Ampullen zu 5ml

(N1)

8. Sterile Water for Injection (LTN Sterile Water for
Injection) S mL

9. Piam Rition 5000mg polvere per soluzione per infusione
glutatione Medicinale equivalente

10. Reduced Glutathione for Injection

11. Vitamin BC 2mL Solution for Injection

12. Reduced Glutathione (Salutamax 600mg Reduced
Glutathione)

13. Kosdaq Cindella Inj. LV. (Thioctic acid 25mg/5mL)
Solution for Injection

14. Laroscorbine Platinum™ XL-10 10 mL Solution
Injectable l V

15. Aqua Skin"™ EGF Whitening Pro-Q10 RNA Complex
Micromolecule Pro-Coenzyme Q10 with Ribonucleic
Acid Pure Gold

16. Glutax" 5g Glutathione 5000mg Cellular Ultra
Whitening

17. Nano Refine Kojic Acid Whitening and Hydrating
40000 Japan

18. Kosdaq DHNP S.C./LM./LV. Vitamin C Inj. Ascorbic
acid 10g/20mL

19. Estrediol Valerate Injection USP Progynon™ Depot
10 mg/ml Solution for Injection

20. Lidocaine * Prilocaine Local anesthetics J-Pro Cream
Lidocaine 25mg + Prilocaine 25mg

21. unlabeled capsules (size 0)

22. unlabeled capsules (size 00)

23. Glutax 24K Numeric

24, Neutro Skin Pomegranate Whitening + Antioxidant

25. MW Miracle White

26. Liposolves PPS — Phosphatidycholine 500mg Levo

Carnitine 2500mg Solution for Injection
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Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines
Trunk Line +63 2 857 1900 Fax +63 2 807 0751
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27. Kosdaq LML./LV. Infusion Luthione Inj. 1200 mg
Powder for Injection

28. Glutax” 5GS Micro Advance Cellular Ultra Skin
Whitening + Anti Aging

29. Glutax” 70000GM Marine White Optimum

30. Biocell 5000 Plus S mL Solution for Injection

The Food and Drug Admimistration (FDA ) advises the public against the purchase and
use of the following unregistered drug products:

GLUTAX" 8000GZ MIRCO PRO S-ACETYL

Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 1. Unregistered drug product
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GLUTAX" 23000GK DNA Glutokines
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 2. Unregistered drug product
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GLUTAX" 5GS Plus Micro EGF Advance Cellular Ultra Whitening Plus
Firming NEW Formulation

Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Maryx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 3. Unregistered drug product
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GLUTAX" 6GS PLATINA GOLD ADVANCE 2 x Excellent Resistance to

Sunburn
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.

Marx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 4. Unregistered drug product
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GLUTAX" 75GS Nano Pro Cell
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Ttaly

Figure 5. Unregistered drug product
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GLUTAX" 5000GF MICRO 5000 Forte
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.

Maryx, 18, Noverasco di Opera, M1, 20090, Italy
Figure 6. Unregistered drug product
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L-Carn” 5g Wirkstoff: L-Carnitin 50 Ampullen zu 5ml (N1)
Marketing Authorization Holder: sigma-tau — Arzneimittel GmbH 40211

Diisseldort

Figure 7. Unregistered drug product
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50 ampoules x 5 m]

{ STERILE WATER /

FOR INJECTION

STERILE WATER FOR INJECTION (LTN STERILE WATER FOR
INJECTION)

Figure 8. Unregistered drug product
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PIAM RITION 5000 mg polvere per soluzione per infusione glutatione
Medicinale equivalente

Marketing Authorization Holder: AIC 02700060 Titolare AIC PIAM
FARMACEUTICI S.P.A. Via Fieschi, 8, 16131 Genova GE, Italy

Figure 9. Unregistered drug product
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REDUCED GLUTATHIONE FOR INJECTION
Marketing Authorization Holder: LUYE PHARMA

Figure 10. Unregistered drug product

VITAMIN BC

2ml x 100amps

BATCH NO.:170728
MFG.DATE.:07/2017
EXP.DATE.:07/2020

VITAMIN BC 2mL Solution for Injection

Figure 11. Unregistered drug product
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5 YIALS

+

10 AMPQULES

REDUCED GLUTATHIONE (SALUTAMAX 600MG REDUCED
GLUTATHIONE)

Manufacturer: NOVA WHITE CORP - 559-0034 2-1-10 Nankokita, Suminoe-
ku, Osaka City, Japan

Distributed exclusively by: SNOW CAP DERMA - 31-2 Rodriguez street flex
avenue cainta rizal, Manila, Philippines

Figure 12. Unregistered drug product
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' CINDELLA (nipv.

[Thioctic acid 25mg/5mL)

KOSDAQ CINDELLA Inj. LV. (Thioctic acid 25mg/5mL.) Solution for
Injection
Manufactured by: DAEHAN new Pharm

Figure 13. Unregistered drug product

Laroscorbine Platinum® XL-10
Ascorbic Acid 10,000mg .
Collagen 1,259

Laroscorbine Platinum” X1-10 10 mL Solution Injectable LV.
Marketing Authorization Holder: Laboratoires ROCHE’s NICHOLAS S.A. -
Produits Roche’s 52, Bld du Parc, 92521 Neuilly-sur-Seine Cedex

Figure 14, Unregistered drug product
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Pro-Q10 RNA Co

Aqua Skin™ EGF Whitening Pro-Q10 RNA Complex Micromolecule Pro-
Coenzyme Q10 with Ribonucleic acid PURE GOLD

Manufactured by: SKINNICe Laboratories Expanscience Suisse (company reg.
no. CH-130.5.014.148-2) — Rue Jacques Grosselin 8 1121 Geneva 26

Figure 15. Unregistered drug product
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GLUTAX" 5¢g Glutathione 5000mg Cellular Ultra Whitening
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, MI, 20090, Italy

Figure 16. Unregistered drug product
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NANO REFINE KOJIC ACID WHITENING & HYDRATING 40000 JAPAN
Marketing Authorization Holder: Shimadzu Bio Yakuhin CO., LTD - 177
Tachiuri Nakanocho Shimogyo, Kyoto, Kyoto Prefecture Japan

Figure 17. Unregistered drug product
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Vitamin C@
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KOSDAQ DHNP S.C./LM./LV. Vitamin C Inj. Ascorbic acid 10g/20mL
Manufactured by: DAEHAN new Pharm

Figure 18, Unregistered drug product
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Estrediol Valerate Injection USP Progynon” Depot 10 mg/ml Solution for
Injection

Marketed By: German Remedies (A Division of Cadila Healthcare Limited)
Manufactured by: Cadila Healthcare Ltd. — C/O J.k. Enterprise, 4, Luthra Indi.
Premises, Andheri-Kurla Road, Mumbai 400 072, Maharashtra

Mfg. At: C-301/2, TTC Industrial Area, MIDC, Pawane Village, Navi Mumbai
400705

Figure 19. Unregistered drug product
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Lidocaine - Prilocaine Local anesthetics Hpoerg |

'P RO cream .. 30g)

ocaine 25mg

Lidocaine * Prilocaine Local anesthetics J-PRO cream Lidocaine 25mg +
Prilocaine 25mg

Figure 20. Unregistered drug product

Unlabeled capsules (size 0)

Figure 21. Unregistered drug product

Unlabeled capsules (size 00)
Figure 22. Unregistered drug product
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GLUTAX 24K NUMERIC
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 23. Unregistered drug product
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NEUTRO SKIN POMEGRANATE WHITENING + ANTIOXIDANT
Manufactured by: Pierre Mulot Laboratories — 85, rue Moreau, France 75012 Paris

Figure 24. Unregistered drug product
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MW Miracle White
Marketing Authorization Holder: Hess & Co. Laboratories — Hochstrasse 65,
Zurich CH8044, Switzerland

Figure 25. Unregistered drug product
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Liposolves PPS — Phosphatidycholine 500mg Levo Carnitine 2500mg Solution
for Injection
Marketing Authorization Holder: Huons

Figure 26. Unregistered drug product
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KOSDAQ LM./LYV. Infusion LUTHIONE Inj. 1200 mg Powder for Injection
Manufactured by: DAEHAN new Pharm - 66, Jeyakgongdan 1-gil ,
Hyangnam—eup, Hwaseong—si, Gyeonggi-do, Korea

Figure 27. Unregistered drug product
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GLUTAX" 5GS Micro Advance Cellular Ultra Skin Whitening + Anti Aging
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Maryx, 18, Noverasco di Opera, M1, 20090, Italy

Figure 28. Unregistered drug product
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GLUTAX 70000GM

Monne Wl*n’rr Optim

GLUTAX" 70000GM Marine White Optimum

Marketing Authonization Holder: DERMEDICAL SKIN SCIENCES - Via K.

Marx, 18, Noverasco di Opera, MI, 20090, Italy

Figure 29. Unregistered drug product
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Biocell 5000 Plus 5 mL Solution for Injection
Marketing Authorization Holder: Biocell Laboratoire de GmbH SUISSE —
Switzerland

Figure 30. Unregistered drug product

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 Certificates
of Product Registration.

Pursuant to Republic Act No. 9711, otherwise known as the “Food and Drug
Administration Act of 2009, the manufacture, importation, exportation, sale, offering
for sale, distribution, transfer, promotion, advertising or sponsorship of health
products without proper authorization from FDA is prohibited.

Accordingly, since these unregistered drug products have not gone through evaluation
and testing process of the FDA, the agency cannot guarantee their quality and safety.
The consumption of such violative products may pose potential danger or injury if
administered.
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In light of the above, the public is advised not to purchase the aforementioned
violative products and to be vigilant against drug products that might not be duly
registered with the FDA. Always check if a drug product has been registered with the
FDA before purchasing it by making use of the embedded Search feature of the FDA
website accessible at www.fda.gov.ph. You may also look for the FDA Registration
number on the product label.

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.

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 jurisdiction.

For more information and inquines, please e-mail us at info@fda.gov.ph. To report
continuous sale or distribution of unregistered health products, kindly e-mail us via
report@fda.gov.ph, or through the online reporting facility, eReport, at
www.fda.gov.ph/ereport. You may also call the Center for Drug Regulation and
Research at telephone number (02)809-5596. For any suspected adverse drug reaction
(ADR), report immediately to FDA through this link: www.fda.gov.ph/adr-report-
new and fill out all the required fields.

Dissemination of the information to all concerned 1s requested.

NELA CHARAPE G. PUNO, RPh
Director General
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