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DECLARATION

I, the representative director Song Hee, Kim of Kims Med Co., Ltd

do hereby solemnly and declare:

1. That the attached document(s):

EZ Fan, Instruction for use

2. is (are)true and correct.
O is (are) true translation for the text(s) originally written in
the Korean language conscientiously believing the same to be

true and correct.

13 . May. 2021

Kims Med Co., Ltd

Representative director Song Hee, Kim

431 . 87-01 0961
KIMSMED  Sirgreskim

ni2&2U, Bio-medical Material & Componer’t Service
Center, Gwangju TechnoPark, 249. Chuam-ro, 8uk-gu,

Gwangju, 61003, Republic of Korea
Tel +82-70-5208-5257 Fa* +82-70-8611-3022
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Description of EZ Fan Funnel

The EZ Fan is a sterile funnel for the delivery of silicone gel implants
during breast reconstruction surgeries.

It is a transparent, cone-shaped sleeve constructed of a flexible, polymeric
film with a hydrophilic coating on the inside surface.

Note; HA is not absorbed into the human body during the surgical
operation procedure.

Principle of operation

It delivers a sterile breast implant, minimizing the contact of the breast implant with surrounding
tissue and making insertion easier.

Advantages of using EZ Fan funnel in comparison to the traditional manual insertion technique,
without using any additional Instruments, include the following; contactless delivery technique,

g possibility to visualize implant position during delivery, shortening duration of the surgery,
reduction of surgeon fatigue, limitation of local pressure to the implant shell, less incision size
and tissue injury degree during implant delivery.

Risk class - class 2a
Dimensional characteristics of EZ Fan funnel

Dimension (Unit: mm)
Tolerances: +/-1mm
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EzFan funnel weight « 26,3 g £ 10%.

Technical characteristics of device raw materials

Raw materials
Polyvinyl Chloride
Film

Hydrophilic Coating
Solution Top Coat*

Hydrophilic Coating
Solution Base Coat’

Specification
Physical State
Colour

Odor

Density

Heat deflection

Solubility in Water

tensile strength
pH
Viscosity

pH
Viscosity

Solid

clear

none

1.30- 1.40 gr/cm3
(ASTM D792-2013)

62-65@C (ASTM D648-
2016)
<0.1g/1000ml at23“C

(ASTM El 148-2022)

>16 MPa (ASTM D882
Method A)
7.00 - 9.00

500 - 900 cps(25“C)
6.00 ~ 9.00
52 cps(25"C)

«pH and Viscosity will be changed after the coating solution, this characteristics are relevant

only for the solution.

Sterility of Product

Each EZ Fan funnel is sterilized by ethylene oxide in a sealed, double pouched
configuration. Residual amount of EO is less than 4mg/unit. Sterility of this product can

only be maintained if the package seals are intact.
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Intended Use of EZ Fan funnel

The sterile funnel EZ Fan for delivery of silicone gel implants during reconstruction surgeries
is intended to assist with the delivery of silicone gel Breast implants by providing a shell-
tissue Interface with less friction during insertion of the implant.

Intended user - Plastic surgeons qualified in breast augmentation

Indications
Installation of silicone gel breast implants during breast reconstruction.

Contraindication
Pregnant women

Side effects:
The risk of Cross infection when the instruction for use is violated.

1) Opening the package and extraction

Q Remove the EZ Fan funnel from its outer package in an aseptic environment using
talc-free gloved hands. Peel open outer package.

Q Invert package over sterile field, allowing inner pouch to gently fall into sterile
field, or by presenting the inner peel pouch to the scrubbed person using sterile

technique. N i
E Using sterile gloves, open inner pouch and remove EZ Fan funnel placing it
intO Stel’ile f|e|d 4k f1 aMlid*

Note; the manufacturer KimsMed recommends that the funnel be prepared
immediately prior to use, Hydration of the funnel should take place after the
surgical pockets have been fully prepared. Prolonged soaking of the funnel will
diminish the lubricity of the hydrophilic coating and affect the ease of placing the
implant.

*2) Trimming the funnel:

it is recommended to use sterile straight blade scissors to trim the distal end of the
funnel for the implants with volumes greater than 315cc./4.5cm”, to accommodate the
size, texture, type and shape of the silicon gel implant being used to achieve your
desired outcome, following the marks on the proximal tip of the funnel.

The sizing guide on the funnel refers to use with smooth round implants.
Information to trim the EZ Fan funnel

Moderate & Moderate Plus; as Moderate & Moderate Plus;
shown +1.5 cm larger
High Profile: +0.5cm larger High Profile: +2cm larger
Ultra High Profile; +1cm larger Ultra High Profile: +2cm larger

Anatomical / Shaped Implant +2cm larger
Form Stable Implants - 1to 2 cm larger than indicated
Note: The length of the distal end of the funnel does not dictate the incision
length required. Follow the implant manufacturers’ guidelines for determining
and making the optimum incision based on the specific implant being used

3) HYDRATE:
Pour any sterile solution into EZ Fan funnel and close the upper open entrance of

EZ Fan funnel with a hand. Then move the funnel back & forth for the hydration
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with holding the bottom and the upper of EZ Fan funnel, Pour out the saline out of
EZ Fan funnel.

4) Confirm Sizing:

Insert the implant into the large proximal end of the hydrated funnel while
holding over the basin of sterile saline/ sterile field. Use one hand to support the
distal end of the funnel, and the other hand to manipulate behind the implant.
Use this hand movementto push the implant forward through the tapered funnel
and ejecting the implant into the basin of sterile saline/ on a sterile field.

If the Implant does not exit the small end of the funnel using gentle force, then
remove the Implant, re-trim, and repeat the test, gradually trimming larger
opening sizes until the desired result is achieved.

5) Ensure Funnel Remains Moist:

Ensure the inner surface of the funnel remains moist. Load implant back into

proximal end of funnel. Using one hand, apply slight pressure to the funnel to

remove any slack, verify positioning of the implant orientation within the funnel and

advance the implant to approximately 1cm from the distal end,
<l Note: The orientation of the implant relative to its resting position in the tissue

pocket can be visually confirmed through the translucent fabric and manipulated as

required prior to insertion into the surgical pocket.

When not In use, the Ez Fan should be kept moist to prevent the coating on the

inner surface from drying completely. m > j

_ ty il

6) Loading the funnel “m
The silicon gel implant is loaded into the trimmed and hydrated funnel. Round
implants are placed directly into the funnel from the packaging, for what is called a
“No-Bowl and No-Touch Technique". If you are receiving anatomical or shaved
implants, the surgeon will load them into the funnel by hand, to ensure proper
direction and orientation of the implant prior to placing it in the body. This is called
Minimal-Touch technique.

7) PROPEL THE FUNNEL DELIVERY:
With the incision opening retracted, continue applying slight pressure on the
implant within the funnel to keep the implant approximately 1 cm from the
distal end. Insert the distal end ofthe funnel approximately 1 cm through the
incision. Use one hand to support the funnel and use the opposite hand to
employ a moderately forceful pushing/squeezing technique behind the implant
to propel the implant forward into the center of the surgical pocket.
Note: Lubricity of the hydrophilic coating is diminished when allowed to dry and
rewetted.

Caution!

- Check the expiry date before use. Do not use the expired devices.

« Check the integrity of the package before use. Do not use the product if the package has
been opened or damaged.

- There are various manufacturers and types of implants, each with multiple variations of
geometries, volumes, sizes, shapes, surface textures, cohesiveness, etc., as well as routine
introductions of new models. The trim guidelines are only suggested trim locations. It is
the responsibility of the user to assure the length of the distal funnel opening is adequate
to Insure the implant can pass through without any damage,

Breast Implants: The following trim guidelines are printed on the funnel, to accommodate
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various shapes and styles of implants based on their volume (cc's).

Before delivering the implant into the surgical pocket, it is essential to confirm the distal end
of the funnel is largo enough for the implant to pass through, if the distal end istoo small at
this confirmation step, the funnel is designed to tear rather than damage the implant.
However, when the end of the funnel is in the tissue pocket, the funnel may not tear prior to
causing damage to the implant.

Using excessive force may damage the implant. If the implant does not gently advance
through the EZ Fan into the surgical pocket, similarto the amount of force required
during the sizing confirmation step, STOP! Ensure the distal end is not folded, pinched,
wrinkled or overly constricted. Verify that both the incision and surgical pocket are
large enough to accommodate the implant. Verify the end ofthe funnelis not inserted
more than 1cm, is directed toward the centre of the surgical pocket, and the pathway is
not obstructed by muscle tissue, or surgical instruments.

Warnings:

- The device is single use and one patient only.

- The device is sterile, do not re-sterilize.

- Reuse or re-sterilization should not be performed under any conditions as

0 contamination or infection may occur. Attempts to re-use or re-sterilize may cause
diminished product performance, including loss of lubricity, potentially causing
implant damage, including rupture.

- DO NOT expose the EZ Fan to lint, talc, sponges, towels, o/; other surface contaminants.

Materials of EZ Fan |

40  Part Raw Materials Standards Composition
(CAS No.) (Wt%)
1 Body Polyvinyl Polyvinyl Chloride 93050-82-9 65%
Zhioride
Films (formula: Dioctyl 6422-86-2 35%
[CH3CH2CDO terephthalate
2 Coating Hydrophilic Ethanol 95% 64-17-5 £50%
Solution  Coating D.I. water 7732-18-5 £50%
Solution Hyaluronic Acid 9004-61-9 £10%
Top-coat
Hydrophilic Toluene 108-88-3 £80%
Coating PBtN(Binder) 68891-50-9 £10%
Solution 1-Methoxy-2- 108-65-6 £10%
Base-coat propanol acetate

PE (Polyethylene)

98%
PE/PET Film
(35754-E.
and 2™ PerfecFlex) PET (Polyester)
3 Tywek 2%
|:i073B)
Packages

IFU-01{Date.2019-12-19)
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Polyurethane adhesive

3002-88-4
Polyethylene

Tyvek film
3d Paper
package
4n Double wall
package corrugated

carton

No materials of animal and (or) human origin were used for production of this medical device.

Package of EZ Fan

Type Raw material Size, mm (+/-1mm) Q'ty Remark
(ea)

st PE/PET Film + 200*125 1 Double

%ckage Tyvek packaging

PE/PET Film + 275*200'

package Tyvek

3rd Paper 202 X277 X48 5

package

4h Double wall 515%420*300 100

package corrugated

strength of tie 1st and 2nd packages is not less than 3 M/15mm

Storage and transportation conditions: Store at 1®C to 25®C, in a dry place. Keep
away from sunlight.

Use at room temperature 15°C - 25°C

Shelf life: 2 Years

IFU-01 (Date.2019-12-19)
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Disposal
EZ Fan relates to class B (epidemiologically hazardous waste) based on hazard
classification, and is potentially infected waste. Used medical device should be disposed
according to the medical waste hazard class and in accordance with local regulations.
Medical devices with expired shelf life or in a damaged package should be disposed of as
medical waste of Class A and in accordance with local regulations.

TROUBLE SHOOTING GUIDELINES FOR THE EZ Fan

ISSUE: Funnel is sized properly, butthe implant does not move easily through the
funnel.

Question: Is the inner surface ofthe EZ Fan slippery or lubricious?

Considerations:

L Ensure the inner surface is hydrated.

Q Deliver the implants into the surgical pocket as soon as possible after hydration.

3. Prolonged soaking of the funnel will diminish the lubricity of the hydrophilic coating and
affect the ease of placing the implant.

ISSUE: The funnel tore during the sizing step or during implant delivery.

Question; Was the end trimmed appropriately for the implant volume?

Considerations:

B open and trim a new funnel according to instructions.

2 The sizing template provides recommendations for trimming the funnel when delivering
most smooth round implants.

3 Sizing the funnel for textured, shaped or high-profile implanti may require larger trim

Q Confinn funnel is trimmed correctly and the implant moves easily through the funnel before
inserting the funnel into the incision

* S > !
Issue: Implant does not move through the funnel into the surgical pocket with minimal
to moderate force similar to the amount of force used during the sizing confirmation
step.
Questions: Is the end of the funnel open so the implant can move through funnel into the
surgical pocket? Is the funnel oriented to allow the implant to pass into the center ofthe
surgical pocket?
Considerations:
1. Ensure that the distal end of the funnel is not folded, pinched, wrinkled, or overly
constricted in any way.
2. Verify that both the Incision and surgical pocket are large enough to accommodate the
implant.
3. Be sure the end of the funnel is not inserted too deep through the Incision and into the
pocket.
4. The funnel should be aligned to allow the Implant to be directed to the center of the
surgical pocket.
5. Be sure the pathway is not obstructed by muscle, tissue, or surgical instruments.

ISSUE: Surgeon delivers the implant on one side of the patient easier than the other.
Question: Is the surgeon right or left hand dominant?
Considerations:
B For a Transaxillary Approach
« Right Hand Dominant surgeons can stand above the arm-board when delivering the right
implant and below the arm-board when delivering the left implant.
tLeft Hand Dominant surgeons can stand below the arm-board when delivering the right
Implant and above the arm-board when delivering the left implant.

IFU-OI (Date.2019-12-19)
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E For Perareolar, Inframammary
aRight Hand Dominant surgeons can stand on patient’s right side when delivering both left
and right implants.
tLeft Hand Dominant surgeons can stand on patient’s left side when delivering both left and right
implants.
Labeling

On the funnel there is the following marking:

EZR"N

On the 2nd package (Back side), paper box and corrugated box there is the
following label:

IFU-01{Date.2019-12-19)
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0 M3u* Label

Pfopriely name ’EZ Fan

<Sferste Single use »nstiumenl tot ttie deitvef, ul IHdfK

of s>ltconp get impian!; - %1(9:5
f.loJel Name »[BEFj REF_01KR
Lot nuo”ber i

—I» XXXXXXXXX

Dale of Use By
Manufacture YYYY-MM YTVYMM
Method of I_'l_ Consult
SeniifatiQn___ __

. . instructions lor use
Insi >
i\ KEEP AWAY FROM SUNLIGHT
Kims Med Co., Ltd.

Manufacturer 11?7 #214 Be MtenAl and Conporert Sewe
d Garter, GR>tyU T«<hoo Pak J49

Ctmam-ra Bjk-gj Owangju Koiea

EU Td «82-70 $2x5257 0, .82 208&I1 02
rt'prtrsentalive Certification Experts B.V.
H Amerlandse-neg 7, 3621 ZC Brcicelen, T>e
rietNerlAncs

I |, Cautions Sterile unless package is open or damaged

$

Marking ofthe third package also includes the number ofthe funnels inside - 5ea/package.

Labels on the 2nd package (Back side), paper box and corrugated box contain the following
symbols

Snds

Oateufmariufactufe m | Muniitncturef /]'\ Keep Away From Sunlight
l.ot number EU representaove Temperatufe Limitation
L J EB P | p
CI/I Consult intitruclionfor use q) Do not reuse A Cautions
REF ArticleMame O DonotR*si$fiit::« Use By
- 1Bhyiene !)>.ie aaife CEMarKing 00 noluse ifpackage 15damaged

The list of applicable standards
No Standard Application

Medical devices - Quality management systems - Requirements
1 .
EN IS0 13485:2016 regulatory purposes(1S013485:2016)

IFU-01(Date.2019-12-19)
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EN ISO 14971:2012

EN 1SO 11135:2014

EN I1SO 11607-1:2009

EN I1SO 14644-1:2015

EN 62366:2008

ASTMF1980-16

EN 18015223-1:2012

EN1041;200B+A1:2013

13010993-1:2009

15010993-13:2010

13017050-1:2010

Medical devices - Application of risk management to medical
devices(tS014971:2012)

Sterilization of health-care products - Ethylene oxide - Requirements
for the development, validation and routine control of a sterilization
process for medical devices

Packaging for terminally sterilized medical devices
Cleanrooms and associated controlled environments - Part 1
Classification of air cleanliness

Medical devices-parti: Application of usability engineering to
medical devices

Standard Guide for Accelerated Aging of Sterile Barrier Systems for
Medical Devices

Medical devices; Symbols to be used with medical devices labels,
labeling and information to be supplied

Information supplied by ttM.rnanufactur*with medical devices

Biological evaluation of tgejigglrtCltiMtibs-Partl: Evaluation and
testing within a risk management process

Biological evaluation of medical devices, identification and
guantification of degradation products from polymeric medical devices

Conformity assessment-supplier’s declaration of conformity - part
1:General requirements

Maintenance and repair of a medical device
The medical device Is not subject to maintenance and repair. It Is single use only.

Warranty
The warranty ensures that the devices are free from defects during the stated shelf life.

EC REP

Kims Med Co., Ltd.

#112, #214 Bio Material and Component
Service Center, Gwangju Techno Park,
249, Chuam-ro, Buk-gu, Gwangju,

Korea

E-mail: songkim@kimsmed.com www.
kimsmed.com Tel: +82-62-571-4645,

Fax: +82-62-571-4644

Certification Experts B.V.

Amerlandseweg7, 3621ZC Breukelen, The Netherlands

IFU-01 (Date.2019-12-19)
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Claims Department/ Official Representative of Manufacturer in Russia
LLC CLOVERMED - Russia. 121099, Moscow, Noviy Arbat 34, bid 1. placement |, floor 5, room

1, Tel. +7 499 918 17 72; www.clovermed.ru

(I
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a

Registered No. 2021-5695

"6- NOTARIAL CERTIFICATE

#  SIM DONG SOOK------------------
71311

~mi)SI31- 7J2D|1 .
attorney-in-fact of

cyaold 7j"s] KIMSMED CO., LTD.

Representative Director Song Hee, Kim
A ottlsl?] -9-g.°
A '3alo)nl ~

appeared before me and admitted

said principal's subscrii)tion lo

the attached

DECLARATION

2021'd 05€ rOW
<1 3}-"io)]A-j A

This is hereby attested on this
20th day of May 2021 at this office.

SHINHAN LAW & NOTARY OFFICE

Seoul Central
FAS -7 7519 403 -i] District Prosecutor's Office
~f 1S9, -1 #403-1, 19. Jong-ro. Jongno-gu,

(#S.17K HD]lolofl E #S.B]-S-) Seoul. Korea

(" 74 S
mn: A A Signature of the Notary Public
YOON SUK JUNG
. M325ish) This office has been authorized by the
2005\ 01- O3 *3'AA Minister of Justice, the Republic of

Korea, to act as Notary Public Since
3, Jan. 2005 Under Law No0.325.

210mm X 297mm
M.e-N-~1(17) 70g/m’
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: Republic of Korea

This public document
1 hasbeeisignedby ~ YOON SUK JUNG
3. acting in the capacity of Notary Public

4beaistheseal/slampof SHINHAN UW AND NOTARY OFFICE

Certified
5.at  Seoul 6. 25/05/2021
7.by The Ministry of Justice
8.No. XXA2021B2634JN

9.Seal/ stamp 10. Signature

Kim Jae-il
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/KBagpaTHasa nedaThb: FOpnanyeckasa n HoTapuanbHasa gupma CnuHxaH* HoTapuyc FOH
Cokpa>koHr/
Ceyn, [DKOHrHO-TYy, DKOHr-po 19, oh.403-1 Ten.. 778-6313-4
(O>koHrHo 1-ra, Pumeinp J)KOHrHO TayH) dakc: 771-8189
FHOPUONYECKAA N HOTAPUANIBHAA ®UIPMA CYHXAH

PernctpauuoHHsbIii Ne 2021-5695

HOTAPUWAJIbHOE CBUAETE/ILCTBO

FOpuanyeckasn v HoTapuanbHaa gupma CrHXaH
<1 (Shinhan Law & Notary Office)
Ne 403-1, 19, [xoHr-po, OxoHrHo-ry, Ceyn, Kopes
(# 403-1, 19, Jong-ro, Jongno-gu, Seoul, Korea)

/MevaTb: KOpugnyeckas n HoTapmanobHasa pupma CuHxaH * HoTapuyc/

210 Mm X297 Mm
Bymara o6bi4Has (1 nuct) 70r/m 2

«
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3AABNEHNE

A, CoHr Xu, Knm, reHepanbHblii gupektop komnaHun KUMC MEJ KO., N1TA4. (KIMS
MED CO., LTD.),

HacTOSALLWM MOATBEPXK A0,

1. 4T0 Npunaraemblin (€) JOKYMEHT (bl):
WHCTpyKLmns no npumeHeHo Pykasa EZ Fan

2. \X] ABnsetca (ABNAKTCA) BEPHbIM ().

/KBagpaTHasa neyaTb: KOpuanyeckana n HoTapuanbHaa pupma CuHxaH* HoTapuyc FOH
Cokpa>KoHr/

[ ] sBNsieTCA (SBASKOTCS) BEPHLIM NEPEBOAOM TEKCTA OPUrMHANIBHOMO JOKYMEHTa,
COCTaB/NIEHHOr0 Ha KOPENCKOM fi3blKe; C/lefoBaTe/lbHO, Mbl Mof1araeM, YTo OpPUrMHasIbHbI
(€) BOKYMeHT (bl) TakXkKe ABNSETCA (ABNAOTCA) BepHbIM (1).

13.05.2021.
<l

KUMC ME[ Ko., STz,
"eHepasibHbIn gupekTop CoHr Xu, Kum

/LUTamn:

481-87-01096

KNMMC ME/L CoHr Xu, Kilm
Ng112,Ng214 LleHTp 6uomaTepmanos u cny>kK6bl KOMMNOHEHTOB, TexHonapk KeaHa>Ky, 249,

UotoyaM’po, bByk-ry, KBaHgncy, Pecnybnumka Kopes
(112, 214, Center, Gwangju TechnoPark, 249, Chuam-ro, Buk-gu, Gwangiu, Republic of

Korea)
Ten.+82-70-5208-5257 akc. +82-70-8611-3022/

/MevaTb: MeHepanbHbIn anpekTop CoHr Xun, Kum *KNMC MEL/
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2195
PYKAB EZ FAN
NHCTPYKUMS N0 NPUMEHEHUIO
4
y
/lUTamn:

481-87-01096

KUMCME/[ CoT Xu, Kum

M 112, M 214 LleHTp 6uomaTepmanoB u caya/cobl KOMNOHEHT 0B, TexHonapk KeaHg>Ky, 249,
Usicyam-po, bByk-ry, KsaHa>Ky, Pecnybnnka Kopes

(112, 214, Center, Gwangju TechnoPark, 249, Chuam-ro, Buk-gu, Gwangiu, Republic of
Korea)

Ten.+82-70-5208-5257 akc. +82-70-8611-3022/

/Mopanuck/

KIMS MED (KMMC MEL)

KpacHast kBafjpaTHas neyaTb; KOpuanyeckas u HoTapuansHas gpupma CuHxaH* HoTapuyc FOH
COKI>KOHT

KpacHas kpyrnas nevaTb: KumcMeg Ko., /1T a* MeHepanbHbiil gnpekTop Kum CoHr Xu

IFU-01 ([laTa.19-12-2019)
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OnucaHune PykaBa EZ Fan

PykaB EZ Fan gna ycTaHOBKW CU/IMKOHOBbLIX TrefieBblX MMMN/AaHTATOB
npu onepaunax nNo peKOHCTPYKUUN TPyaAN, CTEPUNbHbINA.

3T0 npo3payHbili KOHYCO06pa3Hblil pyKaB, W3rOTOB/IEHHbIA W3 TUOKOWA
MO/IMMEPHOIN MNEHKW, CO CKOMb3KUM TMAPOPUAbHBIM MOKPbITUEM Ha
BHYTpPEHHEN NOBEPXHOCTH.

MpumeyvaHue: [nanypoHoBass KucnoTa He abcopbupyeTcss 4YeNOBEUYECKUM
TEeNIOM BO BpeMA XUPYPruyeckmux npowenyp.

MpuHUMN fencTema

PykaB ynpoLyaeT yCTaHOBKY CTEPUAbHbIX CUIMKOHOBbIX FefeBbiX UMMIaHTaTOB, MUHUMU3NPYSA KOHTaKT
MMNaHTaTa C OKPYXatoL MMy TKaHAMM 3a CYET CO3[aHNsA Mexay 060/104KOI U TKAHSAMU KOHTaKTHOM
MOBEPXHOCTM, UMEIOLLE MEHbLLee TPeHWe Npy BBEAEHUN MMMNaHTaTa.

MpenmyLiecTBa NCN0Nb30BaHNA PykaBa EZ Fan no cpaBHEHWIO C TPAAULMOHHON PYYHON TEXHUKONA
BBeAeHUS 6e3 UCN0Mb30BaHMA KaKMX-N1n60o NpucnocobaeHnii BKNOYaloT 66CKOHTAKTHYI0 TEXHUKY
BBEAEHMS, BO3MOXHOCTb BM3yann3aLumn NofoXKeHNs UMMiaHTaTa BO BPEMS BBEAEHWS, COKpaLLeHNe
NPOAO/HKMTENLHOCTU ONEPALUM U CHDKEHMNE YCTaIOCTM XUPYPra, OrpaHNYeHe NOKaNbHOMO AaBeHUs Ha
060/104Ky MMNIaHTaTa, BO3MOXXHOCTb YCTAHOBKMW MMMAaHTaTa Yepes pa3pe3 MeHbLUel 4WHbI,
YMeHbLUEHWe CTeNeHN TPaBMMUPOBaHNA TKaHeil Npu BBEAEHUW UMMaHTaTa.

Knacc pucka - knacc 2a.

Pasvep Pykasa EZ Fan
Pasmep (MM)
Jonyck: +/-1mm

KpacHas keagpaTHas neyaTb; KOpugmyeckcor n HoTapmnansHas pupma CuHxaH * HoTapuyc FOH
COKI>KOHT

KpacHas kpyrnas nevaTb: KrwcMeg Ko., 1Ta* MeHepaibHbIi gupekTop Kum CoHrXum
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Macca PykaBa EZ Fan - 26,3 r+ 10%.

XapakTepucTukn matepuasnos mM3aenus

Matepuan
lneHka Ha ocHoBe
NoSMBUHWUAXOPUAA

BepxHee nokpbITne:
rMapodusbHbIl pacTeop*

Bba3oBoe NokpbITUE;
rmapodnsbHbIA pacTBop*

Cneuundmkauyns
dusnyeckoe CoCcTodAHne
Liset

3anax

InoTHOCTb

Temnepartypa Ten/1080i
Aechopmauym
PacTtBOpMMOCTb B BOZE

Cwuna conpoTuB/ieHns
pacTsKeHMo

pH

Bsi3kocTb

pH
BaskocTb

TBEPAbINA

npo3payHbIli

HeT

1.30 - 1.40 rp/cm3 (ASTM D792-
2013)

62-65°C (ASTM D648-2016)

<0.1r/1000mn npu 23“C (ASTM

E1148-2022)
>16 MIMa (ASTM D882 meTtog A)

7.00-9.00
500-900 cM(25C)

6.00-9.00
5+2 clM(25"C)

*pH N BA3KOCTb BEPXHEro u 6a30B0Oro NOKPbITUA OTHOCATCA TOJ/IbKO K NCXO4HOMY

rmapoduibHOMY pacTBOpY, A0 €r0 HAHECEHUS HA PyKas.

KpacHas kBagpaTHas neyaThb; FOpuanyeckas n HoTapuanoHaa gpupma CuHxaH* HoTapuyc HOH

COKI>KOHT

KpacHas kpyrnas nedaTb: KumcMeg Ko., JITa* MeHepabHbli gupekTop Kum CoHr Xu
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KpacHasi kBagpaTHas neyaTb; KOpuguyeckas n norapuadsHas pupma CuHxaH* HorTapuyc HOH
COKO>KOHT

KpacHasi kpyrnast nedaTb: KumcMeg Ko., JTT4* MeHepclubHbI gnpekTop Knm CoHrXu

CTepunbLHOCTb M3fenus

PykaB EZ Fan cTepu/in30BaH OKCWU/OM 3TW/eHa B 3ane4yaTaHHOl [BOHOI ynakoBke.
OcTaToOYHOE KOMIMYECTBO OKCUAA 3TUNEHA MeHee 4MT Ha eAUHMULY n3genns. CTepubHOCTb
06ecneymBaeTCcs TO/IbKO MPY YCIOBMM COXPAHHOCTM LIBOB YNaKOBKW.

HasHauyeHne PykaBa EZ Fan

PykaB EZ Fan ans yCcTaHOBKMW CU/IMKOHOBbLIX F€NEBbIX MMNAAHTATOB NpW onepaymnax no
PEKOHCTPYKLMW TPYAMW, CTEPUNbHBIA NpefHa3HavyeH 415 06/1er4yeHns ycTaHOBKU CUIMKOHOBbIX
refeBbiX UMMNAAHTATOB 3a CUeT CO3AaHNA MeXxAy 060104KOM U TKAHAMW KOHTaKTHOW NOBEPXHOCTH,
MMetoLLell MEHbLUEE TPEHWE NPU BBEAEHUN MMMIaHTaTa.

MoTeHUManbHble NOMb30BaTeNN - [acTuyeckme Xupypru, KBafIVI(*)I/ILI,VIpOBaHHbIe B ayrmeHTaunn
rpyan.

[Moka3zaHuA
YCTaHOBKA CUIMKOHOBbLIX TeNeBbIX FPYAHBLIX UMMNAHTATOB MPK onepaumax no PeKOHCTPYKLUW Tpyau.

MpoTnBoOMNOKasaHMA
bepemMeHHOCTb

Mo60oyHbIEe 3 heKThI:
Mpy HeCOBNOAEHUN UHCTPYKLMU MO MPUMEHEHUID PUCK MH(ULMPOBAHMSA NaLMeHTa.

BCKpbITMe yNaKoBKW 1 U3BNEYeHNe
‘| VsBneknTte PykaB EZ Fan 13 ynakoBKu B acENTUYECKOI Cpeae pykamu B nepyaTkax 6e3
Tanbka. OTKPOWTE Hapy>XHYIO YNaKoBKY.
Q BbEBepHuTE ynakoBKy Ha CTepU/ibHOE MoJie, TaK YTOObl BHYTPEHHAS YNaKOBKa MArKO
BbINasna Ha Hero, WM NONPOCUTE aCCUCTEHTA B MepyaTKax v xanaTe uU3Bfieyb
BHYTPEHHIOIO YMNAaKOBKY, C06/1t0asd CTEPUNIBHOCTb.
E Mcnonb3ys cTepufibHbie NepyaTky, OTKPOWTe BHYTPEHHIOK YNAKOBKY U U3BNEKUTE
PykaB EZ Fan, noOMeCcTVB ero Ha CTepu/ibHOe noJe.
MpumeyaHue: npoussogutens Kims Med CO., LTD. (Kume Meg KO., NTA.)
pekoMeHAyeT NMPOBOAUTL MOAITOTOBKY pyKaBa HEMOCPELCTBEHHO MNepeq
MCNoNb30BaHWEM. YBNaXHeHWe pyKasa cnefyeT OCYLeCcTBAATL NOCAe MNOMHOA
MOATOTOBKN XUPYPrUYecKoro kapmaHa. nntenbHoe yBraXHeHe pykaBa CHUXaeT
CMa3blBal LW Y0 CMNOCOBHOCTL TMAPOMUNLHOIO NOKPbLITUA U, TAKUM 06pa3om,
YMEHbLIAET IErKOCTb YCTAHOBKWU MMMaHTara.
2) Moppeska:
Mpw ycTaHOBKe UMMNIaHTaTOB 06beMoM 6onee 315 cmV4,5cm”PEKOMEHYETCA NMPOBOAUTD
MOAPe3sKyY ANCTANbHOMO KOHLA C MOMOLLbIO CTEPUIIBHBIX HOXHULL C NPAMbIMUW BpaHLIamMu.
MofpesaTb HEOOXOAMMO Y3KMIA KOHEL, pyKaBa B COOTBETCTBUW C Pa3MePOM, TEKCTYPOIA, TUMOM 1
(hOpMOIi CUIMKOHOBOTO refeBOro UMMIaHTaTa, UCNOo/b3YEMOro A/ AOCTMXKEHNS XKEenaemoro
pesynbTaTa, Cnegys pasMeTKe Ha AUCTalbHOM KOHLIE. PeKoMeHaLmMm Mo nojpesKke pykasa
npescTaseHbl 418 60/bLUMHCTBA MMagKuX KPYT/bIX UMIIaKraTos.

MHopmaupms no nogpeske pykasa EZ Fan

nafKue Kpyrfible UMMNaHTarbl TekcrypupoBanHble Kpyrible
WUMMaHTaThb!
CpegHuii npounb 1 cpegHui CpegHuii npouab 1 cpegHWit

IFU-01 {laTa.19-12-2019)
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nNpodnIb NAKC: KaK N300paXKeHo npogune nawc: +1.5 cm
Bbicokuii npogunb: +0.5cm . Bbicoknii npodhnnb: +2cm
CBepXBbICOKMWI Npodunb: +1cMm CBEpPXBbICOKMNI NpOodub: +2CM
AHaToMUYecKN”/ KannesuaHble UMNNAHTATbI: +2CM
dopmoycToiuMBbIE MMNAAHTaTbl -+ 1-2 cm

MpumeyvaHue: Pa3mep paspesa He 3aBUCMT OT pasmepa AUCTaybnoro KoHUa pykasa
nocne noppesaHua. [na onpegeneHMa W BbINONHEHUS ONTUMaILHOIO paspesa [AnA
KOHKPeTHOI0  WMCNONb3YyeMOro  UMMMaHTaTa CnefyinTe pekOMeHAauusMm  ero
npou3soauTens.

}) YBnaxHeHue:
3aneiTe cTepubHbIM pacTBop B pykaB EZ Fan, 3akpoiiTe oTBepCTME PYKOii. [lep>Ka pykas

W HWXHWIA 1 BEPXHWIA KOHLbI, MepeMeLLaiiTe pykaB Bepef-Hasaj 4N YBNaXKHeHUs
BHYTPEHHel NOBEPXHOCTMW. BbineliTe CTepUbHBIA pacTBOp M3 pyKasa.

4) lMpoBepka pa3mepa:

4 Bnoxute mMnaaHTaTr B yBNaXHEHHbIA pykaB EZ Fan ¢ WMPOKOro NpoKCUManbHOro
KOHUa, AepXa pyKaB Haj CTepU/bHOA MOBEPXHOCTbI/ CTEPUbHbLIM PAcTBOPOM.
OpHolt pyKoii mogaepXuBaiiTe gucTanbHblii KOHEL, a APYroi PpyKoit cXXnumMaliTe pykaB
3a UMNNaHTaTOM, 3aCTaBNas UMNAaHTaT ABMUTaTbCA BMepef Yepe3 pyKaB KOHUYECKON
(hopMbl 1 BbINACTb Ha CTEPU/ILHOE NOMe/B CTEPUNbHLIA pacTBop. Ecim umnnaHTat npu
HeGONbLWOM YCUUN HEe MPOXOAUT 4epe3 Y3KMIA KOHEL, pyKaBa, W3BMEKUTE €ro,
nogpexbTe AMCTaNbHbIA KOHEL M MNOBTOPMTE MNOMbITKY, NOCTENEeHHO nogpesas U
YBENMUMBAs pasMep BbIXOAHOT0 OTBEPCTUS 0 HYXHOTO.

5) 3anpaBska:

Y6eanTech, YTO BHYTPEHHAS NOBEPXHOCTbL pyKaBa EZ Fan BnaxHas. Bnoxute nmnnaHTaT
B NMPOKCMManbHbI KoHew, pykaBa. OA4HOM PyKoOIi cierka chaBnTe pykas nosagu
UMmnaaHTaTa, 4tTobbl yCTpaHUTbL NpoBUcaHue, y6eauTech B NPaBuabHOCTM €ro
pacnosfioXXeHns B pyKaBe W MepeMecTuTe UMNAAHTaT Ha PacCTOAHME NPUBIM3NTENBHO 1CM
OT AMUCTa/IbHOTO KOHLa.

I MpuMeyaHme: yepes Npo3payHbIii MaTepuan pykaBa MOXHO BUAETb OPUEHTALNIO
UMNAaHTaTa OTHOCMTENLHO ero 6yAyLero NofoXeHNs B XUPYPrMyecKoM KapmaHe n npwu
Heo6X04MMOCTM KOPPeKTMPOBaTh 40 BBEAEHNUA MMNaHTaTa B kapMmaH. Pykas EZ Fan
[JO/MKEH Bb[Tb MOCTOSHHO BIAXKHbIM, YTOObI He JONYCTUTbL MOJIHOTO MepecbiXxaHus
NOKPbITUSA BHYTPEHHE NOBEPXHOCTH.

6) MmnnaHTaT B pykase

CUNNKOHOBBIV TeneBblii UMNNAHTAT NOMELLEH B NOAPE3aHHbIV 1 YBNAXHEHHbIV pyKas.
Kpyr/ible MMNiaHTaTbl MOMELLAKTCSA B PYKaB HanpsAMYo 13 yNaKoBKM, TaK Ha3blBaeMoii
6ECKOHTAKTHOM TEXHUKOIA. Mpu yCTaHOBKE aHATOMUYECKNX WU KanjeBUgHbIX
MMNNAHTaTOB HEO6XOAMMO MOMELLATh UX B PYKaB PYKOW, YToGbl 06€cneynTb NpaBuabHOe
HamnpasNeHne 1 OPUEeHTALMI0 UMMIAaHTaTa 10 Pa3MELLeHNs ero B Tene. AT0 TEXHUKA
YCTaHOBKU C MUHUMANbHBIM KOHTAKTOM.

KpacHas kBagpaTHas nedyaTb; KOpuanyeckas n HoTapmansHasa pmpma CnuHxan* HoTapuyc FOH
COKO>KOHT

KpacHas kpyrnas nedaTsb: KumcMeg Ko., TTa* MeHepanbHbIil anpekTop Kum CoHrXum
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7) BBepeHue nMnnaHTaTa:

Pa3BefuTe Kpas paspesa W c3aau cfierka nogAaBnunBaiTe MMNAaHTaT B pyKase,
YAepXXnBas ero Ha pacCTOAHUM NPUMEPHO 1CM OT AMCTaNbHOMO KOHLA pyKasa.
BBeauTe gnucTanbHbIn KOHeL, pyKaBa B pa3pe3 Ha rny6uHy npumepHo lcm.
OpHoW pyKoii noaaep>xuBaliTe pykaB, a BTOPOIi pyKoO
npoTankmBaiTe/CXMMaiiTe ero 3a UMNAaHTaTOM, OCTOPOXHO NpoaBuras
UMNAaHTaT BNepes B LEHTP XMPYPrnyYecKoro KapmaHa

MpumMeyaHme: CMasbiBatolas cnoco6HOCTb FAPOPUILHOIO MOKPLITUS
CHMWXXaeTcs Moc/ie ero NOMIHOTO BbICbIXaHWUs U NMOBTOPHOTO YBNAXXHEHUS

Mepbl MPegoCTOPOXHOCTH
MpoBepbTE CPOK FOAHOCTU NMepeg UCMnoib3oBaHWeM. He NCMONb3yiiTe N3genns ¢ NCTEKLIMM
CPOKOM FOAHOCTMU.
MpoBepbTe LENOCTHOCTL YNaKOBKM Nepef NCcnonb3oBaHnem. He ncnonb3yinTe nsgenue, ecnm
ynakoBKa 6bl/la OTKPbITa UK MOBPEXEHA.
Ha pbiHKe npegnaraoTca MMNAaHTaTbl Pa3nMyYHbIX MPON3BOANTENEA N TUMOB; pasHble TUMbI
UMMNIaHTaTOB UMEIOT pas/inuHble reoMeTpuio, 06LeM, pasmepsl, POpMY, TEKCTYPY
MOBEPXHOCTU, KOT€3MBHOCTb M NPOYME MapaMeTpbl; KPOME TOF0, PEryasipHO NOSABASAOTCSA
HOBble MOZeNN. PeKoMeHAaunn 0 MecTe NoApesKu pykKasa ABAAIOTCA NPUOAN3NTENIbHLIMU.
Monb3oBaTens 0653aH 06ecneynTb COOTBETCTBME pa3Mepa AUCTanbHOro OTBEPCTUA pyKaBa
pasmepy uMmnaaHTaTa ANns ero ajeKkBaTHOro BBefieHns 6e3 NoBpeXxXAeHus.
pyaHble MMNNaHTaThl: Ha pykaBe ykasaHbl peKOMeHaL My no ero nogpeske gns rpyaHbix
MUMMNIaHTaTOB Pas/IMYHbIX TUNOB U 06bema (Kyb.cm).
Mepep BBEAEHMEM MMMAHTATa B XMPYPIUYECKWA KapMaH ybeanTech, 4To AUCTaNbHbIN
KOHel, pykaBa JOCTaTOYHO 60MbLIOK ANA NPOX0XAEHUA nMmnnaHTara. Ecan npu gaHHol
NpoBepKe AUCTaNbHbIA KOHeL, C/IMWIKOM Y30K, PyKaB Mo CBOE KOHCTPYKL MW NOPBETCS, HO He
noBpeauT umnnaHTaT. OfHAaKOo ecniv KOHeL, pyKaBa HaxoauTca B XUPYPruyeckoM KapmaHe,
OH MOXET MOBPeAUTbL UMMNNAHTAT Npexae, YeM NopBaThbCs.
MpnnoXxKeHne Ype3MEPHOTO YCUIUA MOXET NOBPEAUTL UMMNAHTAT. Ecnn nMmnnaHTaT He
NPOXOAMT NO PYKaBy B XMPYPruYecKnii KapMaH € NPUNOXKEHUEM YCUNNA, CONOCTABUMOTO C
yCUAMEM Ha 3Tane noaTeepxaeHusa pasmepa, OCTAHOBUTECH! Y6eautecs, 4to
OUCTa/bHbIA KOHEL, He COTHYT, He 3a)KaT, He NMEPEerHyT W He CANLLIKOM CYXXeH. Y 6eauTech, 4To
pasmepbl pa3pesa n XMPYypru4yeckoro KapmaHa focTaTo4uHo 60/bLlIne ANa pasmeLleHuns
uMmnaaHTata. Y6enuTech, UTO KOHeL, pyKaBa BcTaB/ieH He 60/ee Yyem Ha 1cm, YTO OH
HanpaBs/fieH K LEHTPY XUPYPrMYeCKOro KapmMaHa 1 4To Ha MyTn OTCYTCTBYHOT NOMEXMW B BUAE
MbILLULL, TKAHW UIN XUPYPTUYECKUX UHCTPYMEHTOB.

MpepocTepexeHus:
I/I3,u,enme npegHasHa4eHo anAa OAHOKPaTHOIro ncrnonbL3oBaHMA, TObLKO A4 0AHOro
nauneHTa.
3penne cTtepunbHO, He CTEPUIN30BaTL MOBTOPHO.
[MoBTOPHOE MCMO/IL30BAHME U NMOBTOPHAsA CTEPUNN3ALMA KaTEropuyeckm 3anpeLleHsl,

MOCKO/IbKY 3TO MOXXET MPUBECTU K 3arpA3HEHUIO UK 3apaXkeHWto. MonbIiTKa NOBTOPHO
MCnosib30BaTb N MNOBTOPHO CTEPUIN30BATL U3AENMNE MOXKET YyXYALUNUTb €ro
XapPaKTePUCTUKKN, BKNKOYaA YXYyALLEHNE CMa3KK1, YTO MOXKET MPUBECTU K NOBPEXAEHNIO
nMnaaHTata, B TOM YKCNe €ro pa3pbIiBy.

N36erainTe nonagaHnAa Ha pykKaB BOPCUHOK, Ta/lbKa Wi KacaHUA ee I'y6KaMVI, nonoTeHUann n
APYyrMMK NMPegMET aMU, 3arpA3HALWNMN NMOBEPXHOCTb.

MaTtepuansl

KpacHas kBagpaTHas neyaTb; KOpuanyeckas n HoTapmanbHaa gupma CuHxaH* HoTapuyc HOH
COKO>KOHT

KpacHas kpyrnas nedaTb: KumclU g Ko., JITa* FeHepanbHblid aupekTop Knm CoHrXu

IFU-01 (Oata.19-12-2019}
& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Si nemeHT Matepuasnbl Howmep %

CAS
Teno pykasa MneHka Ha ocHoBe Mo/W- BUHWIXIopUaa  MormBrHWIXIopu, 93050- 65%
[chopmyria: (CH3CH2C1)n) 82-9
Livoktnnrepedotanar 6422-86- 35%
2
2 TokpbITVe pykaBa BepxHee NokpbITMe: rmapodIbHbIA OraHon 95% 64-17-5 <50%
3acTBOP
LienoHm3oBaHHaA BOOa 7732-18-  <50%
5
['viarypoHoBas kucnora 9004-61- <10%
9
Sa:}OBoe NokpbITVE: TapodIbHbIA lonyon 108-88-3  <80%
pacTeop A.KPUNOHNTPUN- BYTAONEH 68891- <10%
CONONIMMEP 50-9
[cBsi3ytOLLEE BELLECTBO)
1-METOKCU-2 -NpornaHos auertar 108-65-6  <10%
M3 (nonuatunieH)
98%
M3T (nonmactep)
M3/N3T nneHka (35754-E, PerfecFlex)
11 1 2-51 YTIaKOBKN KrieeBoii crioii 113 nonmypeTaHa
3 ryvek(1073B) 2%
MonvatuneH ?002-88-4  100%
MneHka Tyvek (1073B)
3-9 ynakoBka Bymara
4-A ynaxkoBka lrodprpoBaHHb I KapTOH

KpacHas kBagpaTHas nedyaTb; KOpuanyeckas n HoTapmansHas mpma CuHxan* HoTapuyc FOH
COKO>KOHT

KpacHas kpyrnast nedyaTb: KumcMeg Ko., JTTa* MeHepanbHbiil anpekTop Knm CoHrXu
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Ona npon3soAcTBa AaHHOINo MeANMLMHCKOIo N34enna He UCMnoib30Ba/iINCb MaTepuanbl XXUBOTHOIO NN
4e/10BEYECKOI0O NPONCXOXAEHNA.

YnakoBka
Tun Martepuan Pa3mep, MM (1mm) Konnyecteo  [MpumeuaHue
(egnHnLa)

14 M3/MN3T nneHka + 200*125 1 [BoiiHas

ynakoBKa nneHka Tyvek( ynakoBKa
1073B)

2-4 M3/MN3T nneHka + 275*200°

ynakoBKa nneHka Tyvek(
1073B)

3- Bymara 202 * 277 * 48 5

ynakoBKa

4-4 I"othpMpOBaHHbIii 515 *420 *300 100

ynakoBKa KapToOH

MpPoYHOCTbL KNeeBoro cnosi 1-i n 2-i ynakoBoK He MeHee 3H/15MM

Ycnosua xpaHeHNa v TpaHCNOPTUPOBKK: npu Temnepatype ot 1°C go 25°C, B cyxom mecte. He
fonycKaTb BO3eNCTBUSA COMHEYHOrO CBETA.

Mcnonb3oBaTb Npu KOMHaTHOI TemnepaTtype: 15°C -25®C

Cpok rogHocTtu: 2 roga

KpacHasi keagpaTHas nedyaTb; FOpuanyeckas n HoTapuanbHasa pupma CuHxaH* HoTapuyc FOH
COKA>KOHT

KpacHas kpyrnast nedaTb: KrwicMeg Ko., JITa* eHepanbHbIi agnpekTop Kum CoHr Xu
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YTtunusayms

PykaB EZ Fan Ha 0CHOBaHWM Kfiaccupmnkaumm oTXo40B 0THOCUTCA K Knaccy b (anugemuonornyecku
OonacHble 0TXO0Abl) ¥ NpeAcTaBnsAeT co60M NOTEHLNANbHO UHPULUPOBAHHbIE OTXOAbI.
Mcnonb3oBaHHble MeAULWHCKUE U3LENNSA LOMXKHbBI YTUIN3NPOBATLCA COMNacHO Kfiaccy 0nacHocTu
MeAULMNHCKUX OTXO40B U B COOTBETCTBUYU C 10KaNIbHbIMW HOpMamMu. MeAuLMHCKUE U3fenus c
MCTEKLW MM CPOKOM FOAHOCTW WM B MOBPEXEHHON yNnakoBKe cnefyeT yTUAN3NPOBaTb Kak
MeAULMHCKME OTX04bl Knacca A 1B COOTBETCTBUM C NOKa/IbHbIMU HOpMamu.

PYKOBOZCTBO M0 YCTPaHeHUo Npo6iem

MPOBJIEMA: Pa3mep 0TBepCcTUA pykasa rnofobpaH npasunsibHO, HO MMMNNaHTaTe TPYLOM NPOXoauT
yepes Hero.

Bonpoc: ABTLUTCA /M BHY TPEHHAS NOBEPXHOC Th PyKasa CKO/b3KOW U rnafKoii?

PekomeHpaunn:

1Y6efunTech, 4TO BHYTPEHHAA NOBEPXHOCTL YB/IAXKHEHA.

2 BBOAMTE UMNNAHTAT B XMPYPTrUYECKWA KapMaH Kak MOXHO 6bICTpee Nocie YBAaXHeHUs pyKasa.

3 innTenbHOe yBNaXHeHNe pyKaBa CHMXaeT CMa3blBatoLLyt0 CNOCO6HOCTb rMAPOMUILHOIO NOKPLITUSA U,
TakuM 06pa3om, yMeHbLUaeT NerkocTb YCTaHOBKWM UMMaHTaTa

NMPOBJIEMA: PyKaB pa3opBasics Ha aTarne npoBepKn pasmMepa npu BBeLeHUN UMIMIaHTaTa.

Bonpoc: Bbin i KoHew, 06pe3aH B COOTBETCTBUN C 06LEMOM UMIIaHTaTa?

PekomeHpauun:

1MoppexxbTe HOBbIN PyKaB B COOTBETCTBMU C 06EMOM MMMIaHTaTA.

2 PekoMeHJaLumn No nogpeske pykasa NpeAcTaBieHbl Ans 60/bLWWHCTBA MaAKUX KPYTbIX MMMNNaHTaTOB.

3 015 TekcTyprpoBaHHLEX MMMNIAHTATOB, UMM/IAHTATOB aHATOMUYECKOM (POPMbI UM BbICOKOMPOMUSIbHBLIX
MMnN1aHTaToB MOXeT TpEﬁOBaTbCH 6onbLNni pasmMep BbIXOAHOIo OTBEPCTUA pyKaBa.

4 TMepef, NOMELLEHVEM pYKaBa B XUPYPruueckuii kapmaH y6eanTech B TOM, UTO PyKaB NPaBU/IbHO 06pe3aH 1
VMMIAHTAT IEFKO MPOXOAUT Yepe3 pyKas.

MPOBJIEMA: mnnaHTaT He NPOXOAMT MO PyKaBy B XMPYPrMYECKNA KapMaH C MPpUI0KEeHNEM
Heb0/1bLLOr0 YCUINSA, COMOCTaBUMOrO C YCU/IMEM Ha 3Tarne NoATBEPXAeHUA pa3mepa.

Bonpoc: OTKPbIT M KOHeL, pyKasa 18 NPOXOXKAEHUS UMMNNaHTaTa B XUPYPrvecknii KapmaH?
OpveHTauus pyKasa no3sonseT UMNaHTaTy NPoOATY B LEHTP XMPYPruyeckoro kapmaHa?
PekoMeHpaunm:

1Y6eanTtech, YTO ANCTaNbHbIA KOHEL, HE COTHYT, He 3aXaT, He NePEerHyT U He C/INLLKOM CYXXEH.

2 Y6enuTechb, 4TO pa3mepbl paspesa U XMPYyprmyeckoro KapmMaHa LOCTaToOuHO 60nbLImne ans
pa3MeLLeHns umnaaHTara.

3 Y6efuTech, YTO KOHEL, pyKaBa Yepes paspes BCTaB/IeH He CANLIKOM rny60KO B XUPYPTrMYecKUin KapMaH.
4 OpueHTaLmMs pykaBa 40O/XHA N0O3BONATb UMMNIAHTATY ABUTaTbCA B LEHTP XMPYPrU4ecKoro kapMaHa.
5 Y6eanTtecb, 4TO Ha NYTWM OTCYTCTBYIOT MOMEXUN B BUAE MbILL, TKAHU WAN XUPYPTUYECKUX
WNHCTPYMEHTOB.

MPOBJIEMA: Xupypry nerye BBeCTU UMNaHTAT C OAHOA CTOPOHbI Tesla NaumneHTa, Yem ¢ ApYroi.
Bonpoc: AnsieTca M Xupypr NpasLUOA 1 NeBLLIOIA?

PekoMeHpaunm:

lﬂ,ﬂﬂ BMELWIATE/IbCTB C TPAHCAKCUNNAPHBIM AOCTYMNOM

a. Ecnn XNPYpPr ABnAeTcA I'Ip&BLIJOI7I, OH MOXEeT CTOATb Bblle NMOANOKOTHMKa Npu BBeAEHNUN NpaBoro
MMMNaHTaTa U HUXKe NOAJ0KOTHUKA NPY BBEAEHUW NEBOTr0 UMMNIaHTaTa.

6. Ecnn XUpypr ABndetca I'IEBLIJOI2, OH MOXXET CTOATb HMXXE NOANIOKOTHUKA NPU BBEAEHNWU MNMPaBOro
MMnnaHTaTa W Bbille NOAMNOKOTHMKA NMpu BBEAEHUM NEBOTr0 MMnnaHTara.

KpacHas KeagpaTHas nedyaTb; HOpugnyeckasa n HoTapuanobHaa gupma CuHxaH * HoTapuyc KOH

COKL>KOHT

KpacHas kpyrnas nedaTb: KumeMep Ko., T4* MeHepanbHblil gupekTop Knm CoHrXu

IFU-01 (JaTta.19-12-2019)
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2 ina 60nbLIHKHCTEA BMEILATEALCTS C MEPHAPEONIPHBIM H HHPPAMAMMAPHBIM JOCTYTIOM

a. Ecn xupypr 8B1ReTCR Npasiuoi, OH MOXET CTOATb CNPABA OT NALUKHEHTA NPH BBEACHHH ICBOTO ¥
NpaBoro HMNIAHTATOB.

6. Ecnn Xupypr ABA€TCA ACBIIONHE, OH MOXET CTOATH CNIESA OT NALMEHTKH NPH BBEACHHH NEBOTO H
Npasoro HMNNAHTATOB

Mapxuposka
Mapkuposka Ha pykase:

Kpacnas xeadpamnas nevams, iOpuounecxas u nomapuanvuas gpupma Cunxan* Homapuyc IOn

‘ Coxoxconz

Kpacuas xpyznas nevams: KumcMed Ko., /Imo* I'enepanenviis Oupexmop Kum Cone Xu

IFU-01 {flaTa.19-12-2019)
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Discard after single use

EZ FAN

BY KIMS MED

ALL TYPES OF GEL IMPLANTS: The Ez Fan
Funnel must be trimmed with a large enough
opening to allow the implant to pass through the
funnel with gentle manipulation

BREAST IMPLANTS; The indicated range in cc’s
is recommended for smooth, round implants and
is a suggestion only

Variables such as shape, cohesiveness, texture
and projection need to be considered and trim
location increased 1cm-2cm when using these
implants

Information to trim the
Ez Fan funnel

Smooth Round Textured Round

Moderate&Moderate
Plus:+1.5 cm larger
-l
High Profile: +2cm
larger

Moderate&Moderate
Plus: as shown

High Profile: +0.5cm
larger

Ultra High Profile: +1cm
larger

Ultra High Profile:
+2cm larger

Anatomical / Shaped Implant +2cm larger

HYDRATE

LOAD

TRIM

PROPEL

Model Name: REF 01KR
F:Implant Volume in CC’s
cm

cc

YTunusmpoBaTb nocse o04HOKpaTHOro
Ncnonb30BaHns

EZ FAN

MpownssoacTtea KIMS MED (KMMC MEQ)
BCE TUMMbI TENEBbIX UMMNNTAHTATOB: B
AucTaribHOM KOHUe pykaBa Ez Fan
Heob6xo4MMO caoenatb OTBEpPCTUE,
JocTaTouyHoe ANa NpoXoxXaeHus
nMnnaHTarTa yepes pykas npu HebGObLLIOM
ycunnu.

rPYAHbIE UMIMJTAHTATDI: Yka3aHHble
3HayYeHusA B CM. Ky6. OTHOCATCA K rfagKkum
KPYriiblM MMnaaHTataMm v HOCAT
peKkoMeHAaTe bHbI XapakTep.
Heob6xo4nMo yunTbiBaTb Takune
nepemMeHHble, Kak popmMa, KoresmBHoCTb,
TeKCTypa v npoekuus, n nogpesarb Ha 1-2
cMm 6onblie Npu UCNOJIb30BaHUN TakuX
MMNAaHTaTOB.
MHopmaymns no nogpeske pykasa EZ

Fan

TekcTypupoBaHHble

Kpyrnblie
CpeaHuint npocunb CpegHuin npodunb
N cpefHuini npocuab n cpegHnini npodnnb

Cnagkne Kpyrnble

NJC: Kak nnwc:+1.5 cm
n306paxeHo
Bbicokuin npodmnb: Bbicoknii npochunb:
m +0.5CM +2cm

CBEepPXBbICOKHNIA CBepXBbICOKHNIA
npounb: +1cm npopune: +2cm
AHaTomMunyeckne/ kanneBngHole
nMnaaHTaTbl +2cm

YBNAXHEHUNE

3AMNPABKA

NOAPE3KA

BBEAEHWNE

Ha3saHune mogenun: REF_01KR

F: O6bem nmnnaHTata B CM. Ky6.

Cwm

CM.ky®6.

Ha BTopoi ynakoBke u3 M3/M3T nneHkn n nnexHkn Tyvek (1073B), TpeTbell ynakoBke u
4yeTBEpPTOl yNnakoBKe 13 ro)pMpoBaHHOIO KapToHa nmeeTcs cnegytowas obwas

MapKMpOBKa:

KpacHas kBagpaTHasa nedyaTb; FOpuanyeckas n HoTapuansHaa gupma CumnxaH* HoTapuyc FOH

COKI>KOHT

KpacHas kpyrnas nedaTb: KumclU g Ko., ITa* MeHepanbHblii gnpekTop Knm CoHrXu

IFU-01 (OaTta.19-12-2019)
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o6uasi MapkupoBKa

Mapkuposka CE

HassaHve usgenus EZ Fan C€

(Stefrie, single use fftsUumeni for 9\e dettvery
of s4cone gel implants)

Homep no katasnory RE”A REF 01KR 2195
Homep napTtumn
XXXXXXXXX CpoK rogHocTH
[Jata npousBogcTea
YYYYAWM YYYYAWM
Crepunusaums O6paTtutecsb K
OKCMAO0M 3TUneHa A ISUMLIICO MHCTPYKLUUN Nno
, TN a NMPUMEHEHUIO
KEEP AWAY FROM SUNLIGHT
Ktms Med Co.. Ltd.
MpoussoguTtesb etl2. i2t4 8io Mdmt M | Conexnem Service
d Centor.Ovrangfu Tecl'too PahL 249.
Cbuam-ro Buk-gu. Owcngiu. Korea
Tel « B2-70.S20B.52S7. Foe »<2.70-9B11-9022
lpeacrasutens B EC Certification Experts B.V.
€ I«F Ameriandseir™ 7, 3621ZC Breii®len, The
Netherlands
/t\ Cautions: SterBe unless package is open or damaged
EZ Fan EZ Fan
Sterile single use instrument for the CTepunbHbIi MHCTPYMEHT A4
delivery of silicone gel implants YCTaHOBKM CUJIMKOHOBbIX FreneBbiX
MMMNJIaHTaTOoB
KEEP AWAY FROM SUNLIGHT HE AOMYCKATb BO3AENCTBUA
COJIHEHHOI' O CBETA.
Kims Med Co., Ltd. Kume Mep Ko., /lTA4.
#112, #214 Bio Material and Ne 112, No214 LieHTp

Component Service Center, Gwangju 6uomaTtepuanos 1 CNyxXobl
Techno Park, 249, Chuam-ro, Buk-gu, KOMMOHEHTOB, TexHonapk KBaHAxy,

Gwanju, Korea 249, Yyam-po, byk-ry, KBaHaxy,
Pecny6nuka Kopes

Tel; Ten:

Fax: dakc:

YYYY-MM rmrr-vMv

Certification Experts B.V. CepTtudukamwH dkcnepte b.B.

Amerlandsewe 7.3621 ZC Breukelen, AwmepnaHacus 7.3621 ZC BpekeneH,

The Netherlands HugepnaHabl

Cautions: Sterile unless package is OcTopoxHo: CTepusibHO, ecnu

open or damaged ynakoBKa He BCKpbITa Win He
noBpexpaeHa

MapK1MpOoBKa TPeTbel YNakoBKM TaK)Xe BK/NHOUYAET KOMMUYECTBO BNIOXKEHHbIX PYKaBoB - 5wT/yn..

KpacHas kBagpaTHas nedaTb; FOpugnyeckas n HoTapunansHaa gpupma CuHxaH * HoTapuyc FOH
COKI>KOHT
KpacHas kpyrnas nedaTb: KnmeMeg Ko.. JTT4* eHepanbHblid gnpekTop Knum CoHrXu

IFU-01 (flata.19-12-2019)
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CnmBObI

[ata
npou3BOACTBA

Homep naptum

MpoussoguTens

MpeacTaBuUTENb B

He gonyckatb
BO34eiNcTBUA
COJ/IHEYHOrO CBeTa
TemnepaTypHblii

EC AnanasoH
O6paTuTech K 3anpeTt Ha OcTopoxHo!
WHCTPYKL MK NO NMOBTOPHOE
NPUMEHEHNIO NpUMeHeHue
Homep nsgenusa He [aTa oKoHuYaHuna
no KaTanory CTEpPUNN30BaTb CpOKa rofHocTu
MOBTOPHO
Crepunusauus Mapkuposka CE He ncnosb3oBatb
OKCUA0M npu
aTuneHa MoBpeXAeHUn
YyNaKoBKK
KpacHas kBagpaTHcar neyaTb; FOpugndeckas n HoTapuansHaa pupma CruHxam * HoTapuyc FOH

COKA>XKOHT

KpacHas kpyrnas nedaTb: KumcMeg Ko., JITa* MeHepanbHblil anpekTop Kum CoHrXu

IFU-01 (Jarta.19-12-2019)
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Cn1coK NPUMEHUMbIX CTaHAAPTOB

Ne CraHpapTt

1 ENISO 13485:2016

2 EN 180 14971:2012

3 EN ISO 11135:2014

4 EN ISO 11607-1:2009

5 ENISO 14644-1:2015

6 EN 62366:2008

7 ASTMF1980- 16

S ENISO 15223-1:2012

9 EN1041:2008+A1:2013

10 15010993-1:2009

7 15010993-13:2010

12 ISO 17050-1:2010

HaszBaHue

M3penva meguumHckme. CUcTeMbl MeHeXMeHTa kadecTBa. TpeboBaHus A
uenein perynnposaHmsa (ISO 13485:2016)

M3penva megnumHckue. NMpuMeHeHe MeHeKMeHTa pucka K MeAULMHCKAM
n3genuam (15014971:2012)

CTepumsaumss MeaUUMHCKON npoaykumu. JTuneHokcua. TpeGoBaHua K
paspaboTke, BaMaaLUmMM 1 TekyllleMy YNnpaB/eHWio MPOLLECCOM CTepumnsaLmm
MEeAVLUHCKUX U3Lennii

YnakoBka Ans MeAULMHCKUX U3AeNniA, noanexawinux vHULIHOM CTepuinsauun.

UncTble NOMELLEHUS M CBSI3aHHbIE C HUMK KOHTPONMpYyeMble cpefpbl. YacTb 1
Knaccudukaumsi YncToTbl BO3gyxa Mo KOHLEHTPALUN YacTul,

M3penua meguumHckue. NpoekTUpoBaHue MeAMLNHCKUX U3AENNIA C YUeTOM
3KCMJ/TyaTauMoHHOW NPUroaHoCTH

CTaHAapTHOe PYyKOBOACTBO MO YCKOPEHHOMY CTApEHUIO CTEPU/TIbHbIX
6apbepHbIX CUCTEM ANA MEAVLUHCKUX U3Lenuii

M3penvsa meguumHckue. CUMBOJIbI, MPUMEHSIEMbIE MNPV MapKMPOBaHUN Ha
MEANUMHCKUX U3AENUAX, STUKETKAX U B CONPOBOAUTE/NLHOW AOKYMEHTALMN.

M3penvsa meguumHckue. VHdopmaums, npeaocTaBisiemMasl M3rotoBuTesieMm

OueHKa BMON0rMYecKoro AencTBna MeanumMHCKNX nagennin. Yacte 1 OueHka n
ncecnefoBaHns

OueHka 6MonMornyeckoro JencTBus MeAUUMHCKUX um3genuii. Yactb 13
MoeHTumkauma m KoNmMyecTBEHHOe onpefeneHne nNpoAyKTOB AeCTpyKumn
NOSIMMEPHbIX MEAVLIMHCKNX U3LeNnii

OueHKa cooTBeTCTBUA. 3asB/ieHNe NocTaBLMKa O COOTBETCTBMN. YacTb 1
O6uwue TpeboBaHUs

KpacHas kBagpaTHas nedyaTb; FOpnanyeckasa n HoTapmanbHaa gpupma CuHxaH * HoTapuyc HOH

COKJI>KOHT

KpacHOfi kpyrnas neyaTb: KumcMeg Ko., JTTa* [eHepanbHblii anpekTop Kum CoHr Xu

IFU-01 (Jara.19-12-2019)
& 000 LWPMH (&) INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU



TexHNYecKoe 06CNYXKNBaHWE U PEMOHT MEANLIMHCKOTO U3aenis
[laHHOE MeAVLIMHCKOE U3ENNE He NOAJIEXUT TEXHNUECKOMY 06CY)XXMBAHUIO U PEMOHTY. OHO
npeaHa3Ha4YeHo Ansi OJHOKPATHOrO MCMO/b30BaHUS.

MapaHTUA
Mpoun3BoAnTeNb rapaHTUPYeET OTCYTCTBME Ae(NEeKTOB Y aHHOTO U3feNns B TEYEHME CPOKa FOAHOCTH.

MpoOn3BOAUTEND:

Kims Med Co., Ltd. (Knme Meg KO., N1TA.)
#112, #214 Bio Material and Component

Service Center, Gwangju Techno Park, 249,
Chuam-ro, Buk-gu, Gwangju, Korea,
Pecnybnuka Kopes

E-mail: songkim@kimsmed.com www.
kimsmed.com Ten +82-62-571-4645, dakc:
+82-62-571-4644

YNoNHOMOYEeHHbIN npegcTaButens B8 EC
Certification Experts B.V.

EC REP

Amerlandseweg 7, 3621 ZC Breukelen, The Netherlands, HugepnaHgbl

YNONHOMOYEHHbIV NMpeAcTaBuTeNb Npon3BoguTens B Pd/ otgen peknamaynii
000 «KNTOBEPMEA» - 121099, r. MockBa, yn. HoBblIli Ap6aT, 4. 34 cTp. 1, nom. |, aT. 5, kom.1.

Ten. +7 499 918 17 72; www.clovermed.ru

KpacHas keagpaTHas rneyaTb: tOpugmndeckas nunoTapuawwsa pupma Cnuxan* HoTapuyc FOH
Cokga>xounr

KpacHas kpyrnas nevaTb: KnmeMeg Ko., 1T a* MeHepaybHbIil gupekTop Kriw CoHr Xu

1Pu-01{NaTta.19-12-2019)
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C Ceyn, Dxourno-ry, xonr-po 19, 0.403-1 Ten.: 778-6313-4
{(Mxonrno 1-ra, Pumeiip xourso Tayn) daxc: 771-8189
IOPUNYECKAA U HOTAPHAJIBHASI ®UPMA CHHXAH

Peructpaunonnntit Ne 2021-5695
HOTAPHUAJIbBHOE CBUJAETEJIbLCTBO

CHUM JI0H CYK (SIM DONG SOOK)
JloBepeHHOE NHIIO KOMNAHKHH
«KUMCMEN KO., JITA.»
Ienepanbhbifi anpexrop Conr Xu, Kum
NUYHO ABUACH KO MHE H NOATBEPAMI NOANHCH YKa3aHHOTO IOBEPHTENS B npHaaraeMoft
JEKJIAPALIUH
Hactoswmmm yaoctosepserca 20 man 2021 rona B aaHHOM odHce.
IOPUIUYECKAA 1 HOTAPHAJIBHA A ®UPMA CHHXAH
Ceynbckas OKpy>KHas IPOKypaTypa
. Kopes, Ceyn, ixourso-ry, Jlxonr-po 19, opuc 403-1
/ noanmucano /
[Moanwnch HoTapHyca
IOH CYK JDKYHT
Jannas pupmMa Gbina opunHansHO Ha3HAYCHA MHAKCTPOM locTHlMK PecnyGnuku Kopes
IeliCTBOBATH B KauecTBe HOTapHanbHOH KOHTOpPH ¢ 3 aHBaps 2005 rofa B COOTBETCTBHK C
3aKOHOM Ne 325.

Kpacuas xeaopamuan nevame; Opuduvecxas u nomapuanonas gpupma Cunxan* Homapuyc I0n
Coxoxconz

Kpacnas xpyeaan nevams: KuvcMeo Ko., JTmo* Feneparvnwii oupexmop Kuu Conz Xu

210 MM X 297 MM

Bymara o6pivHas (1 nuct) 70r/M 2

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



AIIOCTHJIb
(Taarckas koHBeHUHA OT 5 okTa6pa 1961 r.)

1. Crpana: PecnyGnuka Kopes
Hacroaumi#t opuunancusiit soxyment
2. 6811 noanucan IOn Cyk Jxyur
3. BricTYnAoIMiA B kavecTBe: HOTapHyca
4. cxpennén nevarsio/mramnom: IOPUAUYECKASA H HOTAPUAJIBHASL ®HPMA CHHXAH
YaocTosepeHo
5. mecro: r. Ceyn 6. nara: 25 maa 2021 rona
7. (Ha3BaKpe yAOCTOBEPAIOIErO OPraHa): MHHHCTEPCTBO IOCTHLHH
8. 3a Homepom: XXA2021B2634JN
9. INeuars/LLTamn: 10. INoanuch Kum [xa-un (Kim Jae-il)
ITeuamyw: Pecnybauxa Kopes
Munucmepcmeo iocmuyuy

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



lMepeBoj faHHOIo TekcTac aHrNIACKOro n KOpeVICKOFO A3bIKOB Ha pyCCKVIVI A3bIK CAeNaH MHOIA,
nepesofymMkoM MapkosbiM AnekcaHgpom AneKcaHApoBUYeM.

NoAMNUChH

Poccuiickas depepauus
"opog Mocksa
MepBoro MOHA ABe ThicaumM ABafLaTb MePBOro roja.
A, PebpnHa EneHaJMUTpreBHa, BpEMEHHO MCNOHAOLLAA 0683aHHOCTY HOTapuyca
ropoga Mocksbl AkMoBa IMneba bopucosnya, CBUAETENbCTBYH NOANMHHOCTb NOANUCYU NEPeBOAYMKA
MapkoBa AnekcaHpa AnekcaHaposuya.
Moanwucs caenaHa B MOEM NMPUCY TCTBUN.
JInyHoCTb NoAnucasLUero JOKYMEHT yCTaHoB/eHa.
3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2021- ~6 ' 3™
YnnayeHo 3a COBepLLEHNE HOTapuabHoro geicTsus: 400 py6. 00 kon.

NoANnCh

E.[. PebpuHa

Mep6oBas neyaThb
HoTapuyca ropofa MockBbl AKnmosa I".b
MHH 770400047587*

Bcero npoLuHypoBaHo, NpoHyMepoBaHo
1 cKpensieHo neyaToo _ N[ _nucT(a)(oB)

BPWMO HoTapuyca

noanmch

Poccuiickas ®enepaum
[opog MockBsa
MepBOro HIOHA fiBe ThICAYM ABaALATbL MEPBOro
A, PebpuHa EneHa AMWUTpUEBHA, BPEMEHHO UCMONMHSAIOLLIAsA
0653aHHOCTM HOTapuyca ropoga Mocksbl AkumoBsa [Me6a Bo|
CBWAETENbCTBYHO BEPHOCTb KOMUM C NPEACTaBIEHHOTO M>
CrpaHuupl ¢ 1 no 16 npescTaBneHHOro AOKyMeHTa
aperucTpuposaHo B peectpe: Ne 77/09-H/77-.

YeHo 3a coBepLUeHel/ITrap»anbHoro ae py6. 00 kon -
E.O. PebpyHa
Bcero npowunTo, NpoHy €HOo
neyaTbto nnet(™

BPWNO HoTapuyca
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