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MEGELIN LED Light Therapy Mask (JML1, JML1+3JML2); MEGELIN LED Light Therapy Mask (JML3,
JML3+IML4); MEGELIN LED Light Therapy Mask (JML5, JIML5+JML7); MEGELIN LED Light Therapy
Mask (IML6, JML6+IML8); MEGELIN LED Light Therapy Mask (JML9, JML9+JIML1@)
KEFER:

e product code: OHS

e device name: Light Based Over The Counter Wrinkle Reduction

e device class: Class I

e regulation: 878.4810

e received: 2025-07-21

e decision date: 2025-10-17

e decision: Substantially Equivalent

e clearance type: Traditional

RiE: FDA 510(k) K252264, openFDA K252264 API

2. FDA listing B =%H MEGELIN/Zhenxing Ruitong i25, {BAEEEIY “FAIE"

openFDA registrationlisting Xf MEGELIN RYEifR[E] 3 4HICR, iEAEAY/9 SHENZHEN ZHENXING
RUITONG TECHNOLOGY CO., LTD., registration/FEl 3033850489, owner operator number
10091736, ;EAREIHAL(D 2026,

#### 2.1 IML EZE listing: 5 K252264 33i7

e proprietary name: MEGELIN LED Light Therapy Mask JML1-JML10 &%!
k_number: K252264

product codes: OHS, OLP

OHS: Light Based Over The Counter Wrinkle Reduction

OLP: Over-The-Counter Powered Light Based Laser For Acne

created date: 2025-12-02

X4 listing 5 510(k) K252264 BEENIE, BEERS.
#H##H# 2.2 L6/ IRLT N BOEERTIRE listing: ILY
FDA listing i2R%IH#Y proprietary names &4F:
e Megelin GrowLux Laser + LED Cap (YD-186)
e MEGELIN RED LIGHT THERAPY BAG (JML4)
¢ Megelin JointLux Laser+LED Wrap (YD190)
e Megelin VitaLux Laser+Led Light Therapy Wear (YD182)
e Megelin MaxPower Light Therapy Mat (YD198-4)
e Megelin LASER&LED Light Therapy Bag (YD198-1)
e MEGELIN LED LIGHT THERAPY MACHINE (JM094-JM099, XYO-2308-2312)
e Megelin Movelux Laser+LED Wrap (YD183)
e Megelin FocusLux Laser Light Therapy Wrap (YD181)
e Megelin ContourLux Light Therapy Belt (YD180-2)
e Megelin MaxPower Light Therapy Bag (YD198-3)

file:///D:/ai_project/openclaw_project/test_page/research/2026-08-12_megelin%E8%AE%A4%E8%AF %81%E7%8A%B6%E6%80%81/report.html 4/8


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K252264
https://api.fda.gov/device/510k.json?search=k_number:K252264&limit=5
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e MEGELIN RED LIGHT THERAPY MAT (JML3)

¢ Megelin TheralLux Light Therapy Belt (YD180-1)

e Megelin WrapLux Laser+LED Wear (YD189)

e Megelin LASER&LED Light Therapy Mat (YD198-2)

o LIKEBS Swirise F=ERF0 MEGELIN iZ43
IR product code ILY, device name Lamp, Infrared, Therapeutic Heating, Class I, regulation
890.5500, created date 2024-10-29, 7t k number,
0 XEFRAJLARTE FDA device listing I, {EAREESHL FDA-cleared, BEABESHY FDA-approved,
#### 2.3 EMS/EBENIZEE listing: ISA
FDA listing i2R%! kY proprietary names &i%E:

e Megelin EMS Toning Leggins (CK-L1)

e EMS Wireless Muscle Stimulator (PM144)

e Multi-Function Belt (YD-L1)

e Neck Massager (ST03)

¢ Megelin EMS Toning Shorts (LD-L1, LD-L2)

e EMS Heated Neck Massage Pillow (7C-AM-10)

e Megelin EMS Activation T-Shirt (T1)

e Megelin EMS Boxer Brief (A5,164)

e Megelin EMS Soothing Vest (CK-L2)

o LUK EB7>3IE MEGELIN/YOEYOU/Swirise £2H

IR product code ISA, device name Massager, Therapeutic, Electric, Class |, regulation 890.5660,
created date 2025-07-16, 7 k_ number,
2510 XL E FDA device listing, <2 FDA 510(k) clearance,

3KilR: openFDA registration/listing MEGELIN Zif&Ilimit=20). FDA Establishment Registration & Device
Listing EIAIAO

3. Duo-Lux i#5%+LED HE: EMERE, (BRESKFARNPERO

B MY Duo-Lux LASER&LED Light Therapy Mask TRiE# FDA-cleared/clinically proven &E$4EFR, BAFF
FDA 510(k) K252264 iIcRENZ IML RFIEZE, FHgBEEES Duo-Lux SXER SKU, BRIF MEGELIN ezt
Duo-Lux 5 JML1-JML10 B9%5%5. IFU. 510(k) summary B ARSI mES, BNAREEE Duo-Lux BISFEHALN
510(k)-cleared LS,

2518 Duo-Lux 5 K252264 X RFRmERHESIRGNIHE, SRIREREITEREEXER.
KiB: Duo-Lux ERMIE. FDA 510(k) K252264

4. IPL BiZEi8 K231800: 7=7£ FDA 510(k), {BA&LEB%3/E MEGELIN

FDA 510(k) £z~ K231800:

e device name: IPL Hair Removal Device, Model(s): JP1, JR3, JR8, JR9
e applicant: Shenzhen Qianyu Technology Co., Ltd.
e product code: OHT

file:///D:/ai_project/openclaw_project/test_page/research/2026-08-12_megelin%E8%AE%A4%E8%AF %81%E7%8A%B6%E6%80%81/report.html 5/8


https://api.fda.gov/device/registrationlisting.json?search=(proprietary_name:MEGELIN%20OR%20device_name:MEGELIN%20OR%20registration.name:MEGELIN
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://megelin.com/products/megelin-duo-lux-laser-led-light-therapy-mask
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K252264
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e decision date: 2023-09-07

e decision: Substantially Equivalent

XFICRARE MEGELIN/Zhenxing Ruitong ERiE, t;XE7E FDA ieR+HEES MEGELIN, HEEMNEEHIS|
FBiZ 510(k), AEZEIEE MEGELIN $5€/Y IPL 2255 JP1/JR3/JR8/JRI BE—F=H. BE—rSiEtitsm—4&
i% private label X%,

510 K231800 ABE(E MEGELIN 4= SRS HIIERE.

SkiE: FDA 510(k) K231800, openFDA K231800 API, MEGELIN FDA T3

5. BRER/HEE: FKIKLFIRIHZIE CE/UKCA Efr=RiEE

RUMETUZIGARTEE -
e EU MDR CE EfTssiiE+
e EU Declaration of Conformity
o NENWTIEBRLwSE NANDO TIiZIRIcR
o BRERNAERER
o UKCA Efr=stiiEs
e MHRA F@iE=S
e UK Responsible Person {58

Z51e: ABEE FDA 510(k) 8k FDA listing SMtE/IRRER CE Bk UKCA; thAEEEEE CE/ROHS/EMC BB X&)
iZztt73 MDR EfT7est CE.

3KiE: EU NANDO/Notified Bodies, EU Safety Gate, UK medical device registration guidance, UK
medical devices compliance guidance

6. =X, BM/FE=. BF. FHE. FEXH: KEILFTAEEH

APAC/global EIZInER :
e JNEX: Health Canada MDALL active/archived % MEGELIN, Qianyu, Shenzhen Qianyu, JOVS &
- NL
o JEAFII: TGA ARTG Zif] MEGELIN >k matching results,
o FPE=: A MEGELIN + Medsafe/WAND AFHER.
o HA: XK&EI PMDA/MHLW BZ5|#9 MEGELIN 12%.
o TE: KA MFDS B1Z5|#Y MEGELIN ¥l ANIE/BRES.,
o chEIKKE: AT NMPA B TZEIH MEGELIN EFERMEAME; "S5m SHhBE—FHak, Fa
B,
£ XEHHERNRES "RHQERARAIAIEREMANE |, TENSENATE, EFEASMHE, §
REAMENE, HEOR/ERUCER. FEMRES.
KiE: Health Canada MDALL, TGA ARTG, PMDA, MFDS, NMPA

| ies5min
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K231800
https://api.fda.gov/device/510k.json?search=k_number:K231800&limit=5
https://megelin.com/pages/is-megelin-fda-approved
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies
https://ec.europa.eu/safety-gate-alerts/screen/search?resetSearch=true&search=MEGELIN
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market
https://www.gov.uk/guidance/medical-devices-how-to-comply-with-the-legal-requirements
https://www.gov.uk/guidance/medical-devices-how-to-comply-with-the-legal-requirements
https://health-products.canada.ca/mdall-limh/?lang=eng
https://www.tga.gov.au/resources/artg
https://www.pmda.go.jp/
https://www.mfds.go.kr/
https://www.nmpa.gov.cn/
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1. gEBBIRESRL FDA-cleared B9, BEIRE JML F5 LED Light Therapy Mask: K252264, XZ2AKExEAY
FEERBIAIEIHE,

2. TSR/ 8/ MBS /EMR, H&ME. EMS &= fm, R§ES A FDA device listing 5 establishment
registration/listing, 825 FDA approved, thAEES 510(k) cleared,

3. Duo-Lux, IPL, Laser+LED, EMS F=ERANAIEGAEZBIS#ZIE. /UH Duo-Lux EE JML BIEMm
&9, IPL K231800 EHiEAFRE MEGELIN/Zhenxing Ruitong,

4. K#%Z CE/UKCA/MHRA/MDALL/ARTG/PMDA/MFDS/NMPA/FCC ID BEIJABAFHIER. BIME1ER
NERRRFAGRERBUERRMA. DoC. MRS, R&. IFU. RANGEIAIE R/ BRIS.

5. WIpRIRIBIN:  “ZB9 MEGELIN JML LED EZ%£18 FDA 510(k) clearance; ZBS4LI5%¢/EMS FEERRII FDA
device listing, BEftAAmAIERATHZEG., " AEINE "MEGELIN £ FDA/CE TAIE" .

| E=skiE

. FDA 510(k) K252264 - BI{SEE: vERIE
. openFDA K252264 AP - Bl{SE: vEIRIE

-_—

. openFDA registration/listing MEGELIN &Eig&limit=20) - FJ{EE: vEiRiE

. FDA 510(k) K231800 - B[{SfE: vERIE

. openFDA K231800 API - AI{SfE: vEBIRIE

. MEGELIN EN - B]{5E: vE/KIR

. MEGELIN LED Light Therapy Face Mask - AI{§E: vEAXRE, EHEEFRRRESICRZSE
. MEGELIN Duo-Lux LASER&LED Mask - BI{5E: vEARIR, BISHRETRIGIE
. MEGELIN FDA 1%BATA - AI{EE: ORkEER

10. Health Canada MDALL - 5J{EE: VEERRER, AFEZEFKGD

11. TGA ARTG - Bl{EE: VEARIER, AFHaEREK

12. EU Safety Gate - AIfEE: vE/RKIR, RKI MEGELIN Z£Z/RamH

13. UK medical devices registration guidance - B1{SE: vEA NS S
14.NMPA - BI{EE: VEARIER, AFaZREKisH
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K252264
https://api.fda.gov/device/510k.json?search=k_number:K252264&limit=5
https://api.fda.gov/device/registrationlisting.json?search=(proprietary_name:MEGELIN%20OR%20device_name:MEGELIN%20OR%20registration.name:MEGELIN
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K231800
https://api.fda.gov/device/510k.json?search=k_number:K231800&limit=5
https://megelin.com/
https://megelin.com/products/megelin-led-light-therapy-face-mask
https://megelin.com/products/megelin-duo-lux-laser-led-light-therapy-mask
https://megelin.com/pages/is-megelin-fda-approved
https://health-products.canada.ca/mdall-limh/?lang=eng
https://www.tga.gov.au/resources/artg
https://ec.europa.eu/safety-gate-alerts/screen/search?resetSearch=true&search=MEGELIN
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market
https://www.nmpa.gov.cn/
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o RFES: BAKEV, HE/E=mER ORY, BMESRONETNER, HFE/AXFERAIA

WBIHE,; BEAM BT RIRE,; U/mlEdEs FDA JEMENR,; Tl /iE0kER v,
o MHERE: EE v, RUNZEE Vv, FE v; HA/EE v, BM/IEX/FHE= V.,

o FEFRM: CE/UKCA/DoC [&f4. iBB$/t5%s. FCCID, IEC/EMC/RoHS/PSE/RCM JUiHIE+. Duo-

Lux 5 JML BUE883. K231800 5 MEGELIN $4ERI2451%04%,
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