Republic of the Philippines _
Department of Health _ A
FOOD AND DRUG ADMINISTRATION & =00 A000

PHILIPFPINL 5

FDA ADVISORY 26 MAR 2018
No. 20(g= 113-A

PARA : SA LAHAT NG HEALTHCARE PROFESSIONALS AT
SA PUBLIKO S

PAKSA : Babala sa Publiko Tungkol sa Pagbili at Pageamit n
mga Hindi Rehistradong Gamot na:

Glutax” 8000GZ Mirco Pro S-Acetyl

Glutax " 23000GK DNA Glutokines

3. 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 Sml

(NT)

Sterile Water for Injection (LTN Sterile Water for

Injection) 5 mL

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

10. Reduced Glutathione for Injection

11. Vitamin BC 2ZmL Solution for Injection

12. Reduced Glutathione (Salutamax 600mg Reduced
Glutathione)

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

14. Laroscorbine Platinum” XL-10 10 mL Solution
Injectable LV,

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./LLM./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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27. Kosdaq L.M./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 S000 Plus S mL Solution for Injection

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

GLUTAX" 8000GZ MIRCO PRO S-ACETYL
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Maryx, 18, Noverasco di Opera, M1, 20090, Italy

Larawan 1. Hindi rehistradong gamot
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GLUTAX" 23000GK DNA Glutokines

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

Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.

Larawan 2. Hindi rehistradong gamot
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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

Larawan 3. Hindi rehistradong gamot
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e x Excellent

GLUTAX" 6GS PLATINA GOLD ADVANCE 2 x Excellent Resistance to
Sunburn

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

Larawan 4. Hindi rehistradong gamot
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/ GLUTAX'

GLUTAX 75GS
Nano Pro-Cell

GLUTAX" 75GS Nano Pro Cell

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

Larawan 5. Hindi rehistradong gamot
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GLUTAX" 5000GF MICRO 5000 Forte
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Italy

Larawan 6. Hindi rehistradong gamot
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50 ampoules x 5 m]

'[ STERILE WATER /

FOR INJECTION

STERILE WATER FOR INJECTION (LTN STERILE WATER FOR
INJECTION)

Larawan 8. Hindi rehistradong gamot
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DA VENDERSI DIETRO PRESENTAZIONE Df RICETTA MEDICA

ATTENZNIME. PER LUSO LEGGERE
ATTENTAMENTE LISTHUNONE INTERNA

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

Larawan 9. Hindi rehistradong gamot
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REDUCED GLUTATHIONE FOR INJECTION
Marketing Authorization Holder: LUYE PHARMA
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Larawan 10. Hindi rehistradong gamot

VITAMIN BC

2ml x 100amps

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

VITAMIN BC 2mL Solution for Injection

Larawan | 1. Hindi rehistradong gamot
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10 AMPOULES

Ly

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

Larawan 12. Hindi rehistradong gamot
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Cosoac 5mL x 10Amps.

' GINDELLA (nipv.

(Tnioctic acid 25mg/5mL)

1w
M=

R e

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

Larawan 13. Hindi rehistradong gamot

 Laroscorbine Platinum® XL

Ascorbic Acid 10,000mg od
v Collagen 1.25g A

Laroscorbine Platinum” X1L-10 10 mL Solution Injectable L.V.
Marketing Authorization Holder: Laboratoires ROCHE’s NICHOLAS S.A. -
Produits Roche’s 52, Bld du Parc, 92521 Neuilly-sur-Seine Cedex

Larawan 14. Hindi rehistradong gamot
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= Pro-Q10 RNA Complex

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

Larawan 15. Hindi rehistradong gamut
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GLUTAX" 5g Glutathione 5000mg Cellular Ultra Whitening

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

Larawan 16. Hindi rehistradong gamot
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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

. lmmu

A,

_'\’ij

Uﬂ

Larawan 17. Hindi rehistradong gamot
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10 Vials
OHNP S.C/ILM./LLV.

Vitamin Cw

Ascortic acid 10g9/20mL
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KOSDAQ DHNP S.C/LM./LV. Vitamin C Inj. Ascorbic acid 10g/20mL

Manufactured by: DAEHAN new Pharm
Larawan 18. Hindi rehistradong gamot
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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

Larawan 19. Hindi rehistradong gamot
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Lidocaine - Prilocaine Local anesthetics i ook |

J- PROcream P30

locaine 25mg
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- Prilocaine 25mg
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Lidocaine * Prilocaine Local anesthetics J-PRO cream Lidocaine 25mg +
Prilocaine 25mg
Larawan 20. Hindi rehistradong gamot

| Unlabeled capsules (size 0)
Larawan 2 1. Hindi rehistradong gamol
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Unlabeled capsules (size 00)
Larawan 22. Hindi rehistradong gamot
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GLUTAX 24K NUMERIC
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, M1, 20090, Italy

Larawan 23. Hindi rehistradong gamot

Page 18 of 25



NEUTRO SKIN |

POMEGRAN " 7 WHITENING +
ANTIOXID/

Brightens, Frems ¢ Evens
Skin Tone & Texture
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NEUTRO SKIN POMEGRANATE WHITENING + ANTIOXIDANT

Manufactured by: Pierre Mulot Laboratories — 85, rue Moreau, France 75012 Paris

Larawan 24, Hindi rehistradong gamot
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MW Miracle White

Marketing Authorization Holder: Hess & Co. Laboratories — Hochstrasse 65,
Zurich CH8044, Switzerland

Larawan 25, Hindi rehistradong gamot
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Liposolves PPS — Phosphatidycholine S00mg Levo Carnitine 2500mg Solution
for Injection
Marketing Authorization Holder: Huons

Larawan 26. Hindi rehistradong gamot

Cost [Ethical Drug|
LM./LV. Infusion
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KOSDAQ LMLV, Infusion LUTHIONE Inj. 1200 mg Powder for Injection
Manufactured by: DAEHAN new Pharm - 66, Jeyakgongdan 1-gil ,
Hyangnam—eup, Hwaseong—si, Gyeonggi-do, Korea

Larawan 27. Hindi rehistradong gamot
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GLUTAX" 5GS Micro Advance Cellular Ultra Skin Whitening + Anti Aging
Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.
Marx, 18, Noverasco di Opera, MI, 20090, Italy

Larawan 28. Hindi rehistradong gamot
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GLUTAX 70000G M
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GLUTAX" 70000GM Marine White Optimum

Marketing Authorization Holder: DERMEDICAL SKIN SCIENCES - Via K.

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

Larawan 29. Hindi rehistradong gamot
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Biocell 5000 Plus 5 mL Solution for Injection
Marketing Authorization Holder: Biocell Laboratoire de GmbH SUISSE -
Switzerland

Larawan 30. Hindi rehistradong gamot

Napatunayan sa pamamagitan ng isinagawang Post-Marketing Surveillance (PMS) ng
FDA na ang nasabing mga gamot ay hindi dumaan sa proseso ng rehistrasyon ng
ahensya at hindi nabigyan ng kaukulang awtorisasyon tulad ng Certificates of Product
Registration (CPR).

Alinsunod sa Republic Act No. 9711, o ang Food and Drug Administration Act of
2009, ang paggawa, pag-angkat, pagbenta, pamamahagi, paglipat, promosyon,
pagpapatalastas o sponsorship ng produktong pangkalusugan nang walang kaukulang
awtorisasyon mula sa FDA ay ipinagbabawal.

Gayundin, dahil ang mga hindi rehistradong produktong ito ay hindi dumaan sa
proseso ng pagsusuri at pageeksamin ng FDA, hindi masisiguro ng ahensya ang
kalidad at kaligtasan ng mga nito. Ang nasabing mga iligal na produkto ay maaaring
magdulot ng panganib sa kalusugan ng mga gagamit nito.
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Ang publiko ay pinapaalalahanang huwag bumili ng nasabing mga iligal na produkto
at maging maingat laban sa mga gamot na maaaring hindi rehistrado sa FDA.
Ugaliing tingnan kung ang gamot ay rehistrado sa FDA bago bilhin, sa pamamagitan
ng paggamit ng Search feature ng FDA website sa www.fda gov.ph. Maaari ring
tingnan ang FDA Registration number sa label ng produkto.

Ang lahat ng establisyamento at/o entidad ay binabalaang huwag mamahagi ng
nasabing mga iligal na produkto hanggang sa ito ay mabigyan ng kaukulang
awtorisasyon, sapagkat kaukulang parusa ay mahigpit na ipatutupad.

Hinihiling sa lahat ng Local Government Units (LGUS) at Law Enforcement Agencies
(LEAs) na tiyaking ang mga produktong ito ay hindi maibebenta 0 magagamit sa
kanilang mga nasasakupan.

Para sa karagdagang impormasyon at Kkatanungan, maaaring mag-email sa
info@fda.gov.ph. Upang mag-report ng patuloy na pagtilinda o pangangalakal ng
mga hindi rehistradong gamot, mag-email sa report@fda.gov.ph, o mag-report gamit
ang aming online reporting facility, eReport, sa www.fda.gov.ph/ereport. Maaari
ring tumawag sa Center for Drug Regulation and Research (CDRR) sa numerong
(02) 809-5596. Para sa mga hinihinalang hindi kanais-nais na reaksyon sa gamot, i-
report agad sa FDA gamit ang /ink na ito: www.fda.gov.ph/adr-report-new_at
kumpletuhin ang mga kinakailangang impormasyon.

Ang lahat ay hinihikayat na palaganapin ang mga nakasaad na im
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