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ENSMAE 2 Max 140W

BRESEE 75 to 4000

Rk Face Cartridge: 20 x 20 mm (4 cm?2)
R (xR x5) 445 x 454 x 1150 mm

£ 25kg

BNINE 85 ~ 240 VAC, 50/60Hz
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1) B RS ER EEFSEMER

2) AR THRBSHRM (ERER)  HAHAABEENERT, 8VRERTAREE L RNRIRIEE)
3) XMSRENTRNDTIRNEER, AERREFLEBEHEE (£960~70°C)

%‘% @%Fé REREEAALENZMERES TN, FSRARER (HSP) 45, REHEMRLTEH
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#IKZEH (HSP)

IR EH (Heat Shock Protein, f&Ei#RHSP) B2—X(ZEMBEETSE. #E. E€ERESYRF LN BENAEMNERR, HSP
AHRFAEAEARNREMREESIMEARATEAEEEEER. HFTERAOT:

;ﬁgﬁ%?z@f% (Protein folding) : HSP{EAFHIFER (molecular chaperone) %##(EH, HIFHEMNER RN L MHERFRIER

2) ERRIEER (Protein repair) : HSPE5RERNAMZMMERR. HSPIUS5ZEMEBRE S, FSHEMTE BLEEE MREHHE
B RIS AR,

3) EHifE#% ( Protein degradation ) : HSPRIRAITDABEMN " EZNMHE R EEL N , HBZER-EHEBARS (ubiquitin-proteasome
system ) 5 T HE#E,

4) gfRfRIP (Cytoprotection) : HSPHENTIHIMAAEN A5 X MG IAIIAT (apoptosis) | FEN IR T @IS 44540 A & B FRAY
RS RERBEPER.

5) & IAY (Immune Regulation ) : HSPIEZ 5T RERN. DMEIMMEANHSPRAIBUERZANME , S ERR2HLE , AMiFER

BN E

HSPiRIEH 7> 781 9> AHSP60, HSP70, HSPIOFXE, SMEAREHBENMRE. ELEEBAT, HSPOEU—EKFRE, HFME
REBRNRS, MAENARSEST, HREAEXEZEM.

WARKD, BAEEA (HSP) S5SMmiEE X RBUIEX. Blin, MRS TNl HSPERE, T4 3 T4 50
WIESE, FRBHNRSYOR SN, AR, ERSEAERT, HPHENRETEHEEREEANES FMALMETAT.
Fb, HSPERM DS MERETRD:. BHRAT FIOBERS, BB ESHHSAIGERREANE.



PXET 42 B

RLET 2R (Fibroblast) EMMEBARNTRMINER, AMMSNER (extracellular matrix, ECM) BIEMSHFHEERMER. €I 20 HTHHERAR
i, THARKERETEEFE. ATRDEEME:

1) ARRSMEREESR: MTAARE IO ERARSNER (ECM) NEREAR, BERERES (collagen) . #tEA (elastin) . EHZHE (proteoglycan)
o XEEBAFRNALRIRMEMIE. BRI R

4

2) ALBESHABE | HALURERGN , RAAMBLTBREZHIXE , INRREANEX , JFERAFHIN ( granulation tissue ) . EHARELEP , &K
LA SRR |, RV AR R TUTR R AR BAE.

3) AREE: MAAMREAFARRSSEA/ERLIETLAEEREN. SNBLEDWEREAMEINER (ECM) MEs (MEREEEQR, matrix metalloprote
inases, MMPs) R &R #FTAECMAsy, SKHAREMNEMSEHN.

4) ppEKEFEHRE T MAERRT W EHEKEF (WRFEMEERKET, Fibroblast Growth Factor, FGF) RAME T (B4R, Interleukins)
SHIFRERNEERE. 2METH, ENNEEREEXARTEIERFEES MW,

5) SERELE HARARESHERNRESERPESSAM. BN, EARLTEY RILMRTIRTENREESTR EREEE S ERET,
% T VL5 B BT AR 5 3 14T

KTRIREN, BBEFRIEK, RITRMRNEETNNE2TRER . XSBREEAMEMEANGHIRLD, #HMSIRKKEERERESIE R, B, ZHEMLT
MBI TP REMAERRRBREFEERX.

ARMEEA N AR T ESBEEFIHENERMR. FIMEFNAAEMETRTHEALLR. U (tendon) | ¥ (ligament) FHAR. s, ALFLEH
FRTME N T RS R Sl B SR AT & H .
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B F5 (Monopolar RF) 57385 Uk IR L 18 X 3 K7 =

*  Monopolar RFQ| I|F &t 8l FZ JHM Zitof| Chst J2|E HE5t= =F 1 white paper:

-

1. =&: Fitzpatrick, R, Geronemus, R, Goldberg, D., Kaminer, M., Kilmer, S., & Ruiz- Esparza, J. (2003). Multicenter study of noninvasive radiofrequency for periorbital tissue tightening. Lasers in Sur
gery and Medicine, 33(4), 232-242.

-0l =22 &7t FH O[F Bt 7140 tiet monopolar RFQ| 21t 7|2 ATE Soff B7IotAS. RF X[ 7F ZO] W 2t =50t A Y-S FTsto] o BE 7o =30| Ett= 2
S HMAIE.

2. == Zelickson, B. D, Kist, D., Bernstein, E., Brown, D. B., Ksenzenko, S., Burns, J., ... & Pope, K. (2004). Histological and ultrastructural evaluation of the effects of a radiofrequency-based nonablati
ve dermal remodeling device: a pilot study. Archives of Dermatology, 140(2), 204-209.

- O] =& monopolar RF 7|7|2| T|& M 25 =2t 3 R0/MFEH SF0|M B2t RF X7 Zlo) W S2td 472 #Hdn Muge feota, E2td 442 FTSCe JE

= HAL

3. White paper: Hsu, T. S., & Kaminer, M. S. (2003). The use of nonablative radiofrequency technology to tighten the lower face and neck. Seminars in Cutaneous Medicine and Surgery, 22(2), 115-1
23.

Of white paper= monopolar RF 7|2 0|8¢t €= 8 5 £ I|F & 7id 2itet 1 /21§ 29 RF OUHX[7F T L 22t 470 € 28 RESHE S24 Ajdat 228
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4. =&: Bassichis, B. A, Dayan, S., & Thomas, J. R. (2004). Use of a nonablative radiofrequency device to rejuvenate the upper one-third of the face. Otolaryngology—Head and Neck Surgery, 130(4),
397-406.

- O] =& monopolar RF 7|7|& 0[&% L= &7 1/3 £9lQ LR E& Jid 208 Eotet RF O|HX|7t D& ToEo| Z2td d&/0 &85t 54X == ket F7|H e 2t 1y
RiE FESCHE H2E HAL

5. Thermage White Paper: "Deep Dermal Heating: The Science Behind Thermage Radiofrequency Treatments" (Available at https://www.thermage.com/wp-content/uploads/2017/06/TH16185 Therm
age-White-Paper_R2.pdf)

- ThermageAtOf| A K| S3t= O white paper= monopolar RF 7|&2| 2tStH HiZ S AtMIS| 2F. RF Ol 4 X|2| T2 W HE, St By A +5 Y 2t 49 52 HFHLES L&,

X BB R PRM T BIRSIH (Monopolar RF) MERRIEMN R EX AR EBMBLENERORZMKE. XRERING, FHESEBERMERTEAREARENREEZR, BH#REEANKES. BEMNEE, NF
Bh T o AR AL


https://www.thermage.com/wp-content/uploads/2017/06/TH16185_Thermage-White-Paper_R2.pdf
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Pain Control for Monopolar RF

T BRI REIAT
£ T[4zt (Gate Control theory)n 2 E1 5 B AR H

TTEIER A, AR MR Y] UK B PR AR G AR T
MPRETEREE SRS, Bl AR~ 4,

575115 (Gate Control Theory of Pain) #iR 7 JEFRE MR
AN1ET T T F =% 55 R R 2 A9 AL

SHERH (MHEMRRE) EFRTIEN, SSBUARRENRETHE,
Bt ESHMEZTT (transmission cells) B ESEBEEAR, ESHE
STRSMAET, AMERAE AR R R,

AR, EEEMSIESWATHER, W BRI R,
FEITIEIRR

LA TR, ESRETHRAKE, N\TREASS
4RI RE, (SMETAYESEY, NhMEERBA.
AN, B EEMAS (M. B, AH%) BUEAERA
%, TTFRABESHRS, KT XLBEAT, REABE.

Closed gate: more activity
in large-diameter fibers

large-diameter
sensory fiber
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Open gate: more activity
in small-diameter fibers
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small-diameter
sensory fiber




Method of Thermage
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Method of Thermage
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Problems
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DCC™: Direct Contact Cooling
R

4) Level 4: 14°C + 2°C
5) Level 5: 5°C + 2°C

RETIETEFEN X
FRZ MR TEE X
RENSARTE i i8] X

Cooling

Cartridge

M PR HREE
: : 8 : 25C BT
micro-refrigerator 58 1 25 ~ 30°C
30 ~ 35°C
A [ 35C Bk

Skin
Cooling skin surface

XARWEFCEERAR, BERNEMIVSH, ESEERH THMIBMRIPRIR, EETXDEELR



Coolfase : Direct Contact Cooling

1 Shot = 5 RF Pulses
(150 ~ 190ms each) 1R B 5T 41AE B BB ST 1] 5750 ~ 950 ms
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M Cooling all the time
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Benefits
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CERTIFICATE OF PATENT

£ 9 A 10-2533358 =

Patent Number

Btz X 10-2023-0000915 =

Application Number
sy 20234 01¥ 03¢
Filing Date
l M s=q 202349 058 12¢
Registration Date
HO| HA Title of the Invention
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This is to certify that, in accordance with the Patent Act, a patent for the
invention has been registered at the Korean Intellectual Property Office.
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EN IS0 13485:2016

Design & Development, Manufacture, Sales and Service for
Medical Device Equipment {Body Composition Analyser, High
Intensity Focused Ultrasound Surgical Unit, Suction and
Feeding Unit, Suction and Feeding Unit with Ultrasound
Stimulator, Electro Surgical Unit with sterile Non-invasive
Electrode, Electro Surgical Unit with Non-invasive Electrode}
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Gobierno de | | COFEPRIS
Mexico | Salud | ‘&

SFCRETARIA DE SALUD
COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARI
GOMISION DE AUTORIZAGIGN SAN| ITARIA
CION EJECUTIVA DE AUTORIZACION DE PRODUCTOS Y ESTABLECIMENTOS
ON EJECUTIVA DE SERVICIOS DE SALUD Y DISPOSTTIVOS EDICOS

REGISTRO SANITARIO No.

243300401B2880

Con fundamenlo enfos Aticus 4 paralo cuaro, B, 14y 16 de a Consitucin Poliica ds os Estados Unidos Mezicancs; 39 ce la

yéica de la Administracién Piblca Federal, 1, 3 y 16 fraccibn X de la Ley Federal de Procedimiento Administrativo; 3

, 4 fraccién I, 17 bis fracoin IV, 194 fraccidn 11, 194 bis, 187, 204, 262, 368, 376, 376 Bis, 378, 380 y 393 de la Ley

Ganeral ds Salud: 1y 2 incio C fraceion X dl Reglamento Ineror e la Secretaria da Salu 1. 3 raccién | nciso b,y fraceion VI,
4 fraccion Il inciso ¢ y 14 raccion | del Reglamento de la Comision Federal para la Proteccion conra Riesgos Sanitarios; 1,

179, 180, 181 del Reglamenta ce Insumos para la Salud; con fundamento en o cispuesto por el aticulo Decimo Octavo

del Acuerdo por e que se delegan las facultades que se sefialan, en los Grganos Adrinistativos que en el misma se indican de la

Proteccion contra Riesgos Sanitaios, publicados en el Diaro Oficial de la Federacién el 7 de abri de

2010; asi como los relatives y apiicables del Acuerdo por el que se dan a conocer ls tramites y senvicios, asi como los formatos

que apica |a Secrelaria de Salud. a través de la Gomision Federal para la Proteocion conlra Riesgos Saniarios, nscrios en el

Rl Fetera de Trnies y Seucs de i ComitnFederal de oo et pulkaco o 20 e eero de 2011 en e

e la Federacién, se olorga el presente R nilario bajo las siguienies condiciones:

Tiular del registro:  Zaneo, SAP..de CV.
Domicili Avenida Medelin No. 174, Interior B, Colonia Roma Norte, C.P. 06700, Cuauhtémoc, Ciudad de México,
México.
RFC. ZANTB0412VC2
CARACTERISTICAS DEL PRODUCTO!
Denominzcion Distintiva: Goolfase Direct
Denominacion Genérica: Sistema Electroquirirgico

Tipo de insumo para | 5 1. Equipo Médico.

Clasificacion del Insumo para la Salud Art 83 R Ciase ll

Fabricado por ASTERASYS Co,, Lid

Domicilo: #1005, #506, #4313, 25, Seongsuiko 4-gil, Seongdong-gu, Seou
Repdblica de Corea.

Importado y Distrbuido por Zzneo, SAPL.de CV

Dol Avenida Medellin No. 174, Iterior B, Colonia Roma Norte, C.P. 06700,
Cuauhtémoc, Ciudad de M&xico, Meéxico.

CAS-DEAPE

PEMERINTAH REPUBLIK INDONESIA

PERIZINAN BERUSAHA UNTUK MENUNJANG KEGIATAN USAHA
IZIN EDAR ALAT KESEHATAN IMPOR
PB-UMKU: 812020088331400020076

i i ksl v G s My Ko L P LA
menupakan 1z edar alat kesshatan impor kepada

Kelurahan
yoran Lama, Kota Adm. Jakart

an. Menteri Kesehatan
Menteri Investasi dan Hilinsasil
Kepala Badan Koordinasi Penanaman

Dt aangani seoara leidronik
Dicstak tanggal: 14 Mei
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