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1 Medical device name

“ACF Modular Battery Surgical Power Tool System for Orthopedics and Traumatology
Operations”, design options;

l. ACF Batteiy' Operated Oscillating Surgical Saw, complete with:

1 ACF Battery Operated Oscillating Surgical Saw, REF AOl 400 — 1pc.
2. Batteiy Charger has two independent charging bay REF A02 461-1 pc.
3. Power Box, REF A02 521 — 2 pcs.

4. Power Box Installation Guide, REF AOl 310 04 — 2 pcs.

5. Sterilization Container (type 1) 2— 1 pc. (optional) or Sterilization Container (type 3) — 1pc,
(optional)

6. Electric Cable for Charger 1.85 m, LT-312, LIAN DUNG — 1pc.
7. Instructions For Use— 1pc.
. ACF Battery Operated Surgical Drill/Reamer, complete with;
1 ACF Batterv- Operated Surgical Drill/Reamer, REF AOlI 310 — 1pc.
2. Battery Charger has two independent charging bay REF A02 461 — 1pc.
3. Power Box, REF A02 521 — 2 pcs.
4. Power Box Installation Guide, REF AOI 310 04 — 2 pcs.
5. Adapter for Dirill, type A.O. Synthes small — 1 pc.
6. Adapter for Reamer, type A.O. Synthes large — 1pc.
7. Adapter for Reamer, Zimmer t>pe — 1pc.
8. Adapter for Reamer, Harris / Aesculap type — 1pc.
9. Adapter for Reamer, Hudson / Str}4er type — 1pc.
10. Jacobs drill chuck — 1 pc.
"I 1,:?\dapts.for’\WjreDriver 1.6-2.5 mm REF AQl 740— 1pc.

ACF MED MAKINA
12, Adapter for Wire Driver 0.5-1.5 mm REF AQI 741 — 1pc. ~SAN $Ti.
Giizeiyu Kak No;3/A
‘ " AtoerKemalKARANFILCI Te: 0236 3 cmre/MANISA
Mersis N 29170 OGJO
V3 Tit:.Sic.bl0:12194
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14. Adapter for Wire Driver 33-4.0 MM REF AOI 751 — | pc.

15. Jacobs chuck key — 1 pc.

16. Sterilization Container (type 2)— 1pc. (optional) or Sterilization Container (type
3) — 1pc. (optional).

17. Electric Cable for Charger 1.85 m, LT-312, LIAN DUNG — I pc.
18. Instructions For Use — 1pc.
2. Manufacturer details

ACF MEDIKAL URUNLER MAKINA SAN. VE TIC. LTD. STI, GUZELYURT MAH. 5754. SK
NU:3/A YUNUSEMRE-MANISA, TURKEY

3. Information about the Authorized Representative in the Russian Federation

Joint Stock Company “Medical Innovation” (JSC “Medical Innovation”).

VN.TER.G.,, MOSCOW, 117342, RUSSIA 95/3 POM., 17 D., UL BUTLEROVA,
MUNICIPALNIY OKRUG KONKOVO

Tel. +7 (985)-308-73-89

e-mail: ino.medics.rus@gmail.com

4, Medical Device Intended Use

The device is intended for cutting, drilling, reaming of large bones and hard tissues (cartilage,
ligaments) during surger>', orthopedic and traumatological operations.

5. Medical device indications for use

Cutting, drilling, reaming of large bones and tissues, wire guidance during surgery, orthopedic
and traumatological operations.

6. Medical device contraindications for use
There are no known contraindications.

7. Potential side effects

If precautions are taken and the device used in accordance with the Operation Manual, there
are no side effects.

nn.,.. : INANSA
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In medical setting, by qualified surgeons, traumatologists and orthopedists specializing in
surgery, orthopedics and traumatology.

PRESENT APPROVAL DOES WUT COVER

TAE CO%NTENT OF THi DGLUSES?

Hl\fovél Wéf RTINS
in uourva Regyen tr.mow'v .tk

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Mner Kemal KARANFILC!

el Ve et

04 JUL 2024~

Moersis 0008 0752 9170 0010
GISI9LT Tic.Sicido:1215

ACF.FRM.67 ROO



t-30 236 236 28 20 +90 236 236 28 21 tnto;aacl.com.tr

r~acft . _
Guzelyurt Mah, 5754, Sok. No;3/A, Yunusemre, Manisa - TQrkiye

9. Information about potential users of the medical device

The product is intended for use by surgeons, traumatologists and orthopedists specializing in
orthopedics and traumatology.

Age, gender, health status of patients: no restrictions.

10. Classification

Electric shock protection class internally powdered device

Medical device type 384860 Bone/ Joint Surgical Drill / Saw
Handpiece/Set, Powered, Reusable

OKPD2 code 32.50.13.139

Applied part type Applied Part type BF

Moisture ingress protection rating IPX6

Suitable for oxygen rich applications The device is not intended for oxygen rich
applications

Risk class lla according to the  Directive

MDD/93/42/EEC+2007/47/EC
In terms of perceived mechanical effects, the device belongs to Group 2 according to GOST
R 50444,

11.  Medical device description and principle of operation

This device is a high-speed Battery Surgical Power Tool System designed to prepare large
bones for the placement of a prosthetic device used in surgical procedures.

Surgical drill/reamer is a battery operated electric instrument equipped with an electric drive
tliat provides a rotary motion of an attached tool. The direction of rotation can be switched
depending on the attached tool. On the drive side, the medical device is equipped with a coupler
for various adapters for drill and reamer. The tool is attached to the drill with a collet or a lock.

The oscillating surgical saw is a betteiy™ operated electric instrument equipped with an electric
drive that provides an oscillating motion of an attached tool. The tool is attached to the saw
with a collet or a lock.
12, Specifications

Appearance and description of the device components

ACT battery operated oscillating surgical saw

ACF I\/@KN\_/EKO«LI\/I MAKINA
SANY'Y VRYIGiNEL GIj.
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Center
Thetool»s  for» fety

1. Saw coupler. Insertion or withdrawal of a saw blade.

2. Locking handle. Attachment or removal of a saw blade.

3. Trigger. Speed adjustment via contactless trigger.

4. Rotation direction switch. Three-level direction switch.

5. Battery replacement and locking mechanism. Insertion and locking of the power unit.

ACF battery operated surgical drill/reamer

C«mer

P I; oG
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4" Adapter connection and safety locfc' Sectli™'ffxattbn ofana” tg rj o tlie handpiece
2VTn||«4-'Spdedaiy™Ne  via contacUgsasjgger. 2O VEDIKAL UNoNLSR MAKIVA
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3. Rotation direction switch. Gray graduated safety switch. The handpiece operates when the

switch is in the L (left) or r (right) position. The handpiece does not operate when the switch
is in the center (safe position).

4. Battery replacement and locking mechanism. Provided to install and lock the power
supply.

Battery charger has two independent charging bay
The batter>' charger has two independent charging bay.

Lithium-ion battery

Lithium-ion technology.

Long service life, long operating time of the power tool.
Charges in a short time without the need to discharge.
Non-sterile and cannot be sterilized by autoclaving.

Battery installation guide

* Helps maintain the sterility of handpieces when installing
O the power unit into the instrument.

Sterilization container (type 3) 400 x 302 x 107

« (Macf ACF MEDIKAT a\*QNLe8 MAKFNA
SAWANt V(
Gurelyurt Wah. 3WTaY'Mor3/A
Tel: 0235 236 2S QO YiiWibcrnrc/kAANESA
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v b THE WORITENT or THE DOOUWFM
Tv
TS n
the pLUILLIW3y'RKii:3(SO ACF FRIVL67 ROO
;nyour hand = !

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



G OC F +90236 2362820 - 4902362362821 . infodacicomir
Q . Glzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - Torkive

Sterilization container (type 1) 302 x 302 x 107

/

Sterilization container (type 2) 302 x 302 x 107
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Adapters for surgical drill/reamer

Jacobs drill chuck

Adapter for Drill, type A.O. Synthes
small

Adapter for Reamer, Zimmer type

: ACF MPoii : -5.1.52MAKbIA
Adapter for Drill, type A.O. Synthes SAM&YI \? (rio T STL
GQzply'sh Mah. wS'i“okik No;3/7A
Tel; 0270 23 E8 20 4tyPu- corc/MANISA
Mersis WoloOOaWs; 9170 0010
Mesi' V.D.CH)™*;57917 ffc.S«c.No:i.2IS4
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Adapter for Reamer, Harris/
Aesculap type

Adapter for Reamer, Hudson/
Stryker type

Adapter for Wire Driver 1.6-2.5 mm

Adapter for Wire Driver 0.5-1.5 mm

LASATT iM)La3VWIAIA
. ACFVEDI n
PARSIOHRSOBIROKOM,  * Sy NEWAAKINA
' ) . . GOzelyurt ~kalc No;3/A
! A""KemaIJ<ARA|"F|I_0 31'—” Tel: 0236 23G Yim\"semre/M ANiSA
.. Merels No 291700010
PRESIPT APPROVAL DOES NOT COYEP i* Tic.Sic.lve:12194
ME QORITENT of IMF nnnjMCNr
n
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Adapter for Wire Driver 2.6-3.2 mm i

1
i
Adapter for Wire Driver 3.3-4.0 mm I
/
y
~i ISSSNEK 1B
Jacobs chuck key I
ACF VEDIKADORUNLER VARINA
SANAYiv e~ c LTI/Zf}frL
AD | z IIMN:ILG Gureiyurt Mah. 574 Si“ak No;3/A

Teh 0236 236ka 20 Yit*™emre/MANiISA

Mer |s No\ oboe 07152 9170 0010
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Weight and overall dimensions

Component Dimensions, cm Weight, g
Drill/reamer (handle) 17.00x20.00x8.00 1332
Sa\lv (handle) 18.00x20.00x8.00 1316
Charger 13.00x30.00x8.40 1712
Battery 4.00x8.80x8.80 350
Jacobs drill chuck 03.00 X10.00 264
Adapter for Drill, type A.O. Synthessmall ~ 02.80 X8,50 195
Jacobs chuck key 5.00 x 5.00 x 1.00 32
Adapter for Reamer, Zimmer type 02.80 X9,50 211
Adapter for Drill, type A.O. Synthes large 02.80x9.50 204
Adapter for Reamer, Harris / Aesculap type  02.80 X9.50 210 i
Adapter for Reamer, Hudson / Strvkertype  02.80x9.50 210
Adapter for Wire Driver 0.5-1.5 mm 14.60x8.20x2.30 162
Adapter for Wire Driver 1.6-2.5 mm 14.60x8.20x2.30 164
Adapter for Wire Driver 2.6-3.2 mm 14.60x8.20x2.30 167
Adapter for Wire Driver 3.3-4.0 mm 14.60x8.20x2.30 169
Sterilization container (type 1, type 2) 30.20 x 30.20 x 10.70 3850
Sterilization container (type 3) 40.00x30.20x 10.70 4520
Battery installation guide. 4.00x 10.00x10.00 180
Main specifications

ACF battery operated oscillating surgical saw

* Speed: 15,000 rpm

* Oscillation arc: 4°.

* Operating voltage: 14.4 V.

Amplitude: 4 degree arc.

Short-term operation.

Duty cycle: 30 seconds on / 30 seconds off, 6 times.
Interval between cycles: 3 hours.

» Speed adjustment via contactless trigger.

; >saw chuck design ™ Sures maximum access to the cutting field.

» Safety ensured by the saw holder design with locking function. ACF VEQ TINIINVIAKINA
SAW cwk,"?tl

“ Maxinliim allowable deviations el e NARGSA

. Mermis boos 0752 9170 0010
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THF GONIENT GF THE COOUVFKT
13
tH efbw e r MANSACHygQOOMVENE ACF.PaM.67 RO

04 JUL 2024

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ﬂ F +90 236 236 28 20 +90 2362362821 infousacfcomdtr
¢ QcC Guzetyurt Mah. 5754, Sok. No:3/A, Yunvsetmre, Manisa - Tiirkiye

AT I I N R ST IR R Alper K fLe
s i IR ,?.'. teee ’ - -

LLINT F NS TR [ SRR TE

L R R vt LR R )
. SRESENT APPRRUALPOES NOT coveR
‘Hi, CONTENT ©F 1U4F DOTUNMEN

14

. R
SCower i
tﬁ‘a:. 15a canee MG c E ACF.FRM.67 ROO

in hand- &
NDUSTRY Ramstesa Ny *'?JW

04 JUL 2024
& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



N .I: +90 236 236 28 20 +90 236 236 28 21 infajg*acf.com.tr
{ a C Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - TCirkiye

ACEF battery' operated surgical drill/rcamer

* Drilling speed: Q-750 rpm.

* Drilling torque: 6.5 Nm.

* Drilling speed: 0-250 rpm.

* Drilling torque: 17.8 Nm.

* Operating voltage: 14.4V.

Wire insertion opening diameter: 4.2 mm.

Short-term operation.

Duty cycle: 30 seconds on/ 30 seconds off, 6 times.

Interval between cycles: 3 hours.

* Speed adjustment via contactless trigger.

» Modular coupler design ensures maximum access to the surgical field.
» Safety ensured by the adapter holder design with locking function.
Maximum allowable deviations £15%.

» Maximum speed, maximum power for knee and hip surgeiy\
Batterj' charger has two independent charging bay.

e|Input: 200-240 V--1.7 A

* Output: 2x16,8 VDC,2A.

* Frequency: 50-60 Ilz.

* Fuse rating: 5 A, 250 V.

The maximum allowable time to establish the operating mode is less than 1 second

Power box
* Battery capacity: 3000 mAh. ACE VEDIKA  FRIEER VAKINA
SANAYi LTD.
) T Aper Karal KARANALQ; Sh» Yimus/\r
Battery voltage: 14.4 V. 1O 95 Yimus re/MANSA
,,,,, ArsisNo: 51700
* Battery charging time: 2 hours 20 minuteSj™\Je®,(i,r M tii.\Bs.ggosw 7 iA??7$i.Sic.|c3i1§z*4
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* Battery life when fully charged: 1 hour 30 minutes.
Sterilization containers

Type 1

Dimensions 302 x 302 x 107 mm £10 %

I"ype 2

Dimensions 302 x 302 x 107 mm 10 %

Type 3

Dimensions 400 x 302 x 107 mm 10 %

» Easy to open and dose wath movable latches.

* Made from stainless steel.

» The arrangement of the devices is determined by laser markings on the trays.

Modular handle adapters

. * Operating speed 750 rpm
Jacobs drill chuck «0-8 mm
Adapter for Drill, t\'pe A.O. Synthes small « Operating speed 750 rpm
Adapter for Reamer, Zimmer type * Operating speed 250 rpm

Adapter for Drill, type A.O. Synthes large * Operating speed 250 rpm
Adapter for Reamer, Harris / Aesculaptype * Operating speed 250 rpm
Adapter for Reamer, Hudson / Stryker type ¢ Operating speed 250 rpm

Adapter for Wire Driver 1.6-2.5 mm * Operating speed 750 rpm

¢ 1.6-2,5 mm
Adapter for Wire Driver 0.5-1.5 mm :gge;ag”r?] r?]peed 750 rpm
Pin Guide Adapter 2.6-3.2 mm : goge;agnr% r;peed 750 rpm
Pin Guide Adapter 3.3-4.0 mm : gg‘fgﬁg”n%;peed 750 rpm
iJacobs chuck key « Available tightening distance 0-8 mm.

13. Information about the materials used to manufacture the medical device

“fbe'medical device does not contact the human bodv according to GOST 1SO 10993-1.
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Handles Aluminum Asil Oltulu No Steam

Trigger Aluminum/steel  Asil Oltulu/ Bati No Steam
Yay

Adapters Steel Bati Yay No Steam

14. Medical device labelling

Device iMbelling

Each device must have an affixed label indicating the following:
- Name and (or) trademark ol'the manufacturer;

- Model name and designation;

- Serial number;

- Rated supply voltage;

- Power consumption;

- Symbol of the electric shock protection type (symbol of the applied part);
- Duty cycle: 30 seconds on / 30 seconds off, 6 times.

- Water and dust ingress protection ratings;

- Release date;

- Registration certificate number and date.

Packaging Labelling

Consumer packaging must be labelled with;

- NAME and (or) trademark of the manufacturer;

- Model name and designation;

- Year and month of packaging;

-'Registration ceffificate number.

wcijtmrspori 1"beflihg rriust conform the requirements of GOST 14192. Transport container must

. belabelled with:.- A
MAKIHA
- Name and (or) trademark ofthe manul?ctASfIAN A AA
(or) u | ysauvive B noaa
le and designation; '
DOES WOT COyrR
THe CONTENT or THC owucullENT
17
e — .
PO W W OF MAINISA M COMMERCE AdkftMe’)m
In ) .
O JL2nA
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- Year and month of packaging.
- Maximum number of tiers in a stack -2

The labelling is applied to a paper label. The permanent data on the label may be filled in by
hand. clearly and legibly.

Handling marks corresponding to the following meanings must be applied to the transport
packaging: “Fragile. Caution™, “Keep dry”

Handling marks must be applied by stenciling or stamping with black waterproof paint.
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Symbols used

Symbol Description
SN Serial No.
LOT Batch Code
REF Catalog Number
vt Date of Manufacture

Applied Part type BF

I UO Follow Instructions For Use

/ ren Non-Sterile
/STERLCX
cd Country of Origin
Note
IPX6~
IPX6 — liquid ingress protection rating in accordance with IEC 60529.
M D1 Medical Device
Alternating current
Keep Dry
Handle with Care. acp MEDI@AAUNG
SANAYi
Td: (233 a34 ARt
Manufacturer Mereis WA0004(B
Mta;, V.D.0~75i0i7 Tic.Sic.Ko0:12134
ii(c‘,g\pvwarked, T Directive
ad tmen... / ,ﬂ,
. 'VM# AUy M 19
the
» AW|I»DY Rogktratlon\\f. C € ACF.FRM.67 ROO
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Maximum tiumb€t of tiers in a stack ~2

{«1 Avoid stepping on the device.

Do not immerse the instriiment in liquids.

Dispose of this device in accordance with local regulations.

IH

A Caution: electric shock hazard

R i. Batterv' is fully charged.

® Avoid exposure to stray magnetic fields.
Do not lubricate.

@
Recyclin

Utm yeins

S Do not stack on top of each other.

HEADY Device is ready to charge

BAHBN The batteiy™ charge percentage is displayed.

> 1 Handpiece wadth saw ready for use
Protection from sunlight

| < Handpiece with saw ready for use.

n2xr] IPX6 — Liquid ingress protection rating in accordance with IEC

lgJ 60529.

vyL I"MUSV €™ Modular handpiece rotates clockwise.

Modular handpiece rotates counterclockwise.

I I I | Do not immers™\g"jg|Lj*PMNeill uids.

R
THE CONTENT OF THE OOCUMK

th eHaWﬁra F r.1N\iSACfZSMQ".£D\/‘M
Y ONOBKT RyFichwi\P? 1 s S_;m
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The device packaging size is shown in Table 3.

Table 3
Name Overall dimensions of Weight, kg
packaging W x D x H, mm
Transport packaging 70.00 x 34.00 x 25.00 1
Consumer packaging 69x33 xx 12 0.35

Maximum permissible deviations 10 %
16. Medical device scope of supply

“ACF Modular Batter>' Surgical Power Tool System for Orthopedics and Traumatology
Operations”, design options:

l. ACF Battery Operated Oscillating Surgical Saw, complete with:

1 ACF Battery Operated Oscillating Surgical Saw, REF AOI 400 — 1pc.
2. Battery Charger has two independent charging bay REF A02 461 — 1pc.
3. Power Box, REF A02 521 — 2 pcs.

4. Power Box Installation Guide, REF AOI 310 04 — 2 pcs.

5. Sterilization Container (t>pe 1) — 1pc. (optional) or Sterilization Container (type 3) — | pc.
(optional).

6. Electric Cable for Charger 1.85 m, LT-312, LIAN DUNG — 1pc.

7. Instructions For Use — 1 pc.

Il. ACF Battery Operated Surgical Drill/Reamer, complete with:

1 ACF Battery Operated Surgical Drill/Reamer, REF AOl 310 — 1pc.

2. Battery Charger has two independent charging bay REF A02 461 — 1pc.
3. Power Box, REF A02 521 2—2 pcs.

4. Power Box Installation Guide, REF AOI 310 04 — 2 pcs.

5. Adapter for Drill type A.O. Synthes small — 1. ACF MEDKAUIRUNKeR MAKINA
SANIfYI VeV iCAD . 5Ti.
Giizelyurt Mah. sV~Sokak No:3/A
6. Adapter for Reamer, type A.O, Synthes large — 1pc. Tel: 0236 231118 20 limuscmre/MANISA
Mems nA 00080752 9170 0010
Mtiik- V.0.0W75*i7i7 TH:.Sit.U0;i2194

AH
REVANOOES NOT COVEF-
Ty v UfTOOCHMEM
2i
the EQ/\BBHVWTEACI'SI' ACF.FRM.67 ROO
inyour hand.

umsm
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8. Adapter for Reamer, Harris / Aesculap type — 1pc.

9. Adapter for Reamer, Hudson / Stryker type — 1pc.

10. Jacobs drill chuck — 1pc.

11. Adapter for Wire Driver 1.6-2.5 mm REFAOI 740 — 1pc.
12. Adapter for Wire Driver 0.5-1.5 mm REFAQOI 741 — 1pc.
13. Adapter for Wire Driver 2.6-3.2 mm REFAOI 750 — 1pc.
14. Adapter for Wire Driver 3.3-4.0 mm REFAOI 751 — 1pc.
15. Jacaobs chuck key — 1pc.

16. Sterilization Container (type 2)— 1pc. (optional) or Sterilization Container (type
3)— I pc. (optional).

17. Electric Cable for Charger 1.85 m, LT-312, LIAN DUNG — 1pc.

18. Instructions For Use — 1pc.

17,  Precautions and Warnings

General Restrictions

Do not use the device unless completed the training in the de\dce application.
Use only as intended.

Precautions

All personnel (doctors, assistants, etc.) who will install and use the device should be familiar

with power tools and related operation.

- For the battery charger: Make sure the electrical line has the necessar}* power and current

carrying capacity required to operate the device. When using an extension cord, it must be

earthed and be non-damaged.

- If there is no power/ intermittent operation of the power tool is observ'ed when pulling the

trigger, do not continue to operate the power tool; continue the operation with other additional

power tools, and send the faulty power tool to JSC ““Medical Innovation”.

- Do not touch the adapter or saw blade while the power tool is operating. You may get seriously

injured if you do not pay attention.

. Eye protection must be worn when operating any power equipment. Dislodged burs, blades,
i > == or bone-fragments can result in eye injury, blindness or contamination of the eye from patient

tissuebody fluids. ) v.em\ KARANALG ) _
niJjse;Care:to ensure that there is no betwe  this device and other
‘devices in use. SAKINA
SWESHVT APPROVAI DUES NOT COVER M> w, P’
THE CONTENT Of THE DOCUMENT ’ ,Guzelyurt i>5A
Tel: 0236 236 *.NiSA
Mersis t4ft p008 (63 yr.o
. Pisower VDQA 75
tnG pOWerf.MBER OFM /1B G F .ibER of com C€ ACF.FRM.67 RO
;nyour hand . .
A\D INDLBTRY ItegisiceDon Hi 04 J1L M4
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- Power tools should be used in the operating room environment where appropriate conditions
for orthopedic surgety, and a spare Battety Surgical Power Tool System should be available.

- Ifthe device has been dropped from a height, is visibly damaged, or is not working properly,
please do not use it. Do not open and try to fix it. Send it to JSC "Medicai Innovation™..

- During operation, do not force the power tool to reduce the speed. Please note that the powder
tool is intended for use only at high performance settings.

- The battery charger and power box are non-sterile and cannot be sterilized in an autoclave.

- In countries with 220-240 V mains voltage, use a voltage converter.

- Make sure the on /o ff switch is inthe “O” (off) position before inserting the charger plug into
the socket.

- Do not leave the battery' on the charger after charging.

- Do not touch non-sterile battery to avoid contamination. Ifan operator contacts the non-sterile
battery, a disinfection procedure will have to be repeated. In case of contamination of the saw
or driil/rearaer, re-cleaning and sterilization is necessary before use.

- After installing the battery into the device, wait a few seconds (no more than 10 seconds) for
optimization (control oftrigger, motor and volt™e, etc.) before activating the instrument. 1fyou
fail to do so, you will have to reinstall the battery.

- Do not attempt to insert the saw blade into the power tool if the switch is not in the “center
(safe)” position as it may result in serious injury.

- To ensure optimal oscillating saw performance, use only saw blades provided by the
manufacturer. Otherwise, the instrument may be damaged.

- Keep the instrument parallel to the cutting guide during operation.

18.  Information on the presence of a medicinal product for medical use, mateiials of
animal and/or human origin in the medical device.

The medical device does not contain any medicinal products for medical use, materials of
animal and/or human origin.

The use of the medical device does not create a specific need for the use of any specific
medicinal products for medical use, materials of animal and/or human origin.

19.  Information on the presence of carcinogenic, mutagenic or toxic substances In the
medical device

The medical device does not contain any carcinogenic, mutagenic and/or toxic substances.

20.  Information on the presence of sources of radiation and radioactive substances in
the medical device

The medical device does not contain any radioactive substances, as well as sources of
radioactive, electromagnetic, thermal, sound, light and other radiation, and sources of vibration.

21.  Operating instructions AF 'g/AE PTB -
. . GJZFM Sokal.< No:.3/A
Oscillating Saw Tel: 0236 3
A LG " "_"e:/sl'j 0008 0752 9170 0010
. . . . (HKEIBJKARN\H csir V. 1752917 Tic.Sic.Uo.i2134
Set the rotation direction switch o wd?pral startin, e.ste.Hod
AVD . By <JbFEDESNOTCOH,.
i % £ convev
- 23

. . ACF.FRV167 ROO
inyoufAridousmr
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inserting Saw Blade

* Press the safety lock and provide space at the top where the saw mounting hardware is located.

* Insert the oscillating saw into the power tool in a smooth motion from left to right.

WARNING 11. When using the AOI 400 saw, do not apply excessive force or pr>' on the saw
blade. This could cause the saw blade to bend or break, resulting in potential injury.

WARNING 12. Do not use the device if it has any noticeable damage and please contact our
company.

PRECAUTION 15. Pull the trigger to start the power tool only when the saw blade is properly
seated inthe cutting guide. Ifthe trigger is pulled before the saw blade is inserted, the saw blade
will be damaged as the result of friction. Therefore it won’t cut smoothly.

WARNING 13. If the rotation switch is not in the “tenter (safe)” position, do not try to insert
the saw bl.;ﬂde iln;c.) the power tool. It may result in serious injuiy.
ofnl. 1-

Opei;ating the Instrument

'AﬁéTenluilhg that the saw blade is placed properly, move the rotation direction switch to the

leii of rigiit and the oscillating saw wii ady
ReHET D0es not aoer Acr _ ;
i VM. LTn/feri
-HE CONTENT OE THE DQCUMIN }-2h S>64 KO 3/A
Tol-0JJi J3f. ly o VuU~.™VrviANiISA
M c s:. No, f Ne3 0 bl 0010
Mos=. V.”~.00,31; 52317 Tlc.Sic.No:i2194
the'pow e fHEROE OF COMM,, J t \ ACF.FRM.67 ROO
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Pull the trigger to activate the power tool. Ifthe saw blade is not inserted, it will be damaged
due to friction.

ACF Medical recommends you to use a new saw blade for each operation to ensure optimal
blade sharpness and cleanliness.

PRECAUTION 16. To ensure optimal performance, only use ACF Medical saw blades. Using
different saw blades may harm your instrument.

PRECAUTION 17. Keep the saw blade parallel to the cutting guide during operation.
Removing Saw Blade

Press again the safely lock until it is fully opened and remove the saw blade.

DRILL / REAMER

Set the rotation direction switch to the center position to prevent unintentional starting. Pull the
adapter coupling.

Inserting Adapters

Push the adapter until it engages in place. If
the adapter does not engage properly then
rotate the adapter gently until the drive shaft
engages.

Check that the adapter coupling is closed
properly by lightly pulling the adapter.

WARNING 14. Ifthe rotation switch is not

in the “center (safe)” position, do not try to
insert the adapter into the power tool. It may

N 1ReMier Chttc'’K result in serious injuiv'. YiC* i, ero WAKINA
AlperKemalKARANFILCI
CestCYorehn Treck No:3/A
T#it: 023b 236 2» A

A?PROVAI DOES NOT covr;
THE w T T O "H DOOUir,

, [d:bCOver
inyour "AOWR

KNDLEIR
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WARNING IS, Ensure that you have
chosen the proper adapter for the operation.

Wire / Pin Driver Chuck
Operating the Instrument

After ensuring that the adapter is placed properly, move the rotation direction switch on left or
right and then the instrument will be ready for use.

Puli the trigger to activate the power tool.

To ensure optimal performance, only use ACF adapters. Using other adapters may harm your
instrument.

Removing Adapters
Pull the adapter coupling and pull the adapter until it goes out.

22. Cleaning, Disinfection and Sterilization
CLEANING INSTRUCTIONS

Manual Cleaning

ACfMEDIK
. SANAVj!
4- WoerKemai Guzeiyurt
T TcU 0236 236
Mersisw

| Mc$irv.o.oo0iots..9i.. IK.
H ooy~
I- . I. . T mi !

tHe' power 1SO C e
tnyour hand-i :.;RER GEMAe'HAIVIBER
" NOMISTRY N 04 LA
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1. Before cleaning, remove all instruments
andadaptetsﬁ'omthepowertooi.kemove
the battery from the handpiece.

2. Do no use pointed objects for cleaning,

3. Rinse the device under running cold tap
'WAICT.

4. Scrub debris from the handpiece using a
sponge. '

5. Use an enzymatic detergent to remove |

organic and inorganic debris according to.
manufacturer’s directions.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



(hacf

6. Manipulate all moving parts of the
handpiece such as to ensure all debris is
removed.

7. For carmulations of the handpiece and
adapters, use a syringe and an air blow gun.

8. Hold the handpiece upright to prevent water
from running into the ciiarging bay.

9. Visually inspect the handpiece for any
remaining debris. If any debris is present,
repeat the cleaning and rinsing procedure.

10. Gently shake the handpiece free of water.

11. Dry the handpiece with a clean lint-free
soft cloth.

235236 23 20
Gu2Myyft Mmoh- 5754, soH Hu.b/A. YummdblLire. Maniso ” Turktyes

M0 236 236 2321 inlO"SQC/xomtr

WARNING 16. Never immerse the handpieces and the batteries in aqueous solutions or in an
ultrasonic bath. Do not use pressurized water during washing process.

AR s -
PREEAtIIftdI'f'iif poouvent
N 0" MA.VISA CHA MBIT? OF COA
tHENow er HIM
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* DO NOT lubricate the handpieces. Lubrication may damage the internal motor mechanism.
* DO NOT immerse handpieces or batteries in any liquid.

» DO NOT utilize cleaning “ents with chlorine or chloride as the active ingredient is corrosive
to stainless steel.

* Cleaning with an ultrasonic cleaner may harm your handpiece.

» Body fluids and tissue should not be allowed to dry on instruments prior to cleaning
(maximum 30 minutes).

The adapters can be used in an ultrasonic cleaner and immersed in liquid. Only use approved
cleaning agents according to manufacturer’'s recommendations.

Automated Cleaning
Even if you have an automated cleaning system, pre-cleaning is recommended.

Modular Battery Surgical Power Tool System is suitable for use in washer. They are designed
with advanced materials and sealing technologies are tested to ensure the prevention of ingress
of fluids during using and cleaning.

Modular Battery Surgical Power Tool System has ingress protection

rating of IPX 6, protected against high pressure water stream from any
angle.

1 Remove all instruments and adapters from the power tool. Remove the battery from the

28i0M"*;V70 0310

Registration (1 ACF.FRM.67 ROO
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3. Load handpieces and adapters in a washer basket. Take care not to fill the basket too much

and make sure that instruments have enough space to be freely cleaned. The handpieces must
be in an upright position.

4. Operate according to washer manufacturer’s instructions. Only use approved solutions for
cleaning powered instruments according to manufacturer’s recommendations.

WARNING 16. Never immerse the handpieces and the batteries in aqueous solutions or in an
ultrasonic bath. Do not use pressurized water during washing process.

Cleaning and disinfecting power suRpIies and chargers |

1 To clean the power unit and the charger, wipe them off with a clean, soft and lint-free cloth

e
ﬂ)l:?/"
V,,re/M*vNiSA
rvf MANISA I\mSN 91700010
inoLHrT4* VO,
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2. To disinfect the power unit and charger, apply a disinfectant on a new, clean, soft and lint-
free cloth and wipe the charger and the batteries off. Please pay attention not to spray directly
onto the instruments. Follow the instructions provided by the manufacturer ofthe disinfectant.

STERILIZATION INSTRUCTIONS
Preparing for Sterilization Process

Place clean and dry products (handpieces, adapters, sterilization guides) into designated
locations in the sterilization container. Close and fasten sterilization case lid.

Adapter for Reamer Adapter for Dill Keyfor Chuck
irrKemalt®AW flllcl Modular Handpiece / 1ve rup.
R QR VBN B/M SR /A
105, P
T Uy PERTARVALOSNOTOOE 47417 Tic.Sic-W 0:12194 A
mff/t or<fG4l CF DOCUM™,
3
. e 1A
tnqwmn ACF.FRM.67 ROD

AND INDUS7RV N-.
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Sterilization Container Dimensions Length x Width x Height
425x305 x 120nim

WARNING 17. Instmmenls are manufactured as non-sterile. ~fhey need to be sterilized before
using.

PRECAUTION 19. ACF Medical recommends you to autoclave your tools and accessories in
ACF sterilization container. Bvery™ instrument should be sterilized independent of each other.

Sterilization Recommendations

1 The most effective and safe sterilization method for Modular Battery Surgical Power Tool
System is steam sterilization. The instruments are capable of withstanding the recommended
exposure times and temperatures of steam sterilization. Other sterilization methods are not
recommended.

2. Sterilization must be carried out through a validated steam sterilization process (according to
ISO 17665-1:2006).

In case of any urgent need:

a. Instruments can be sterilized with parameters of 134 °C program for a minimum holding time
of 4 minutes as can be seen below. For normal operation procedures, validated steam
sterilization process should be followed.

b. Sterilized instruments should be used shortly after sterilization. Autoclave should be in the
closest location to the operating room and/or sterilized instruments should be transported to the
point of use under aseptic conditions.

c. Quality controls should be recorded such as all indicator results, emergency reasons and
patient information.

Sterilization Parameters

I Minimum .- .
Sterilization Type Temperature Minimum Exposure | Dry Time
Pre-Vacuum 213"F(134 T) 4 minutes 5-30 minutes

The maximum number of sterilization cycles is no more than 1500.

WARNING 18. Power tools and adapters need to be sterilized before every surgical procedure,
sending to the service area, returning to the supplier or manufacturer.

PRECAUTION 20. The following value must not be exceeded for sterilizing: 134 °C. Higher
values can damage the sterilized products.

APRECAUTION 21. Do not use the handptoerJ<LLITIIAALLAAM™  process till temperature of
trigger tnechanism to cool down and reach to room temperature. 1fyou use it before cooling.

EmATpMEOTHM OKLER MAKINA

re COUTENV 08 TVE MOCCMITH M VE C LTD/yri.
ah. 57b4SbKIkNo:3/A
& @2BA 12820
MArsis A\Jx 0008 p752'9170 0010
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PRECAUTION 22. Do not soak device to cool them down or wrap liquid sterilant around

them. Do not accelerate the cooling process as it will damage the electronic components of the
power tool and could result in harm to the user and patient,

WARNING 19. The principles of aseptic technique should be followed before/while using the

tool.

">NESENT APPROVAL DOES NOTCOVER

IHE DOCUMEN
W
i 1 Yy
Al-"-W. V | COMAU KCIl
the o
mnyourhartd :
BVLEVI

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

AlperKemal KARANFlIc

wey  rwurd

V%417 BASIS

ACFVED \HU AKINA
SANA Tve Ti jTI.
GOzelyurt 1ah. 57f [, Kok N0O:3/A
Tel: 0236 23 ki 20 Yol fuscm re/M ANISA

NAIdAD0752 9170 0010
MfeSirV.D.00»752917 Tic,Sic.lio;i2194

KCOLL LW, 1

3

ACF.FRM.67 RO

04 JUL 2024



N +90 236 236 28 20 +90 236 236 28 21 InforQcf.COm.tr
a C f Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa * Ttirkiye
Storage
Packaged and sterilized devices should be stored in a dry, clean environment protected from
direct sunlight, pests, and extremes of temperature and humidity. Use devices in the order in
which they are received (first-in, tirst-out principle), taking note of expiration date on the label,

PRECAUTION 23. In order to prevent any omission of a device in tlie set to be sterilized, be
sure that the set content is checked before sterilization process.

23.  Operating Conditions

Ambient temperature from +10 to +27 °C
Relative humidity 30% to 75%

24,  Transport and Storage Conditions
Temperature: (-20)-(+50) °C.

Relative Humidity: 10%to 75 % RH.
Atmospheric pressure: 50-106 kPa.

Storage Instructions

Store ina closed, dry, well-ventilated place.

Store in a place without adverse exposure to air pressure, temperature, humidity, ventilation,
sunlight, dust, salt, and ions.

Store in a safe place without risk of vibration or shock.
Do not store in chemical warehouses or areas where gas is generated.

The device and its components must be pre-cleaned and positioned so that they do not come
into contact with foreign substances.

Keep the device clean so there is no interference during the next use.

Transport Instructions

It is allowed to transport the device in transport packaging by air, sea and land transport in
covered vehicles protected from precipitation in compliance with the current rules for the
M\ Televt transport. , ;j
‘mm +A
The device must be resistant to mechanical s

vibratipnipadSbr:iivitife of 10-55 Hz and a displacement”Dttplitude of 0.15 mm;
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- shock resistance at peak acceleration 100 m/s2 (10 g) with a duration of 16 ms.
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25.  Maintenance and Repair

To repair the device, you should contact the manufacturer or the manufacturer's authorized
representative inthe countr\' in which the device is used.

26.  Manufacturer's Warranty

The manufacturer guarantees that the quality of the device meets the requirements of this
teclinicai documentation, subject to the rules oftransportation, storage and operating conditions
established by this technical documentation.

Warranty period is 12 months from the date of sale if the requirements of the instructions for
use are met; excluding wear parts and damage caused by improper handling.

Guaranteed shelflife is 12 months. When the consumer applies for warranty, the service life of
the replaced parts is not updated.

Service life is 5 years.
27.  Disposal

Disposal must be carried out in accordance with the rules and regulations of SanPiN 2.1.3684-
21

Products that have not contacted a patient are epidemiologically safe waste, disposed of as class
A waste, in accordance with SanPiN 2.1.3684-21.

All accessories and components of a medical device that came into contact with biological
samples are disposed of in the Russian Federation as class B waste (epidemiologically
hazardous) — according to SanPiN 2.1.3684-21.

The device and its electronic components are disposed of as class G waste according to SanPiN
2.1.3684-21.

Destruction is canied out by organizations that have the appropriate license, at specially
equipped sites, landfills and premises in accordance with the requirements stipulated by existing
Federal Laws, and in compliance with mandatory environmental protection requirements, using
methods agreed upon with the local authorities responsible for sanitary' epidemiological safety
of the population.

28.  Environmental requirements
The medical device meets established environmental requirements.

The device does not contain, and does not produce or emit during testing, storage, operation
’Av ‘w é disposal, hamful ~ubstances that can harm the natural environment, public health or human
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29.  List of applicable standards
List of applicable standards to which the medical device complies:

Document designation  Document name

GOST 14254-2015 Protection ratings provided by enclosures (IP code)
GOST 14192-96 Cargo marking

Medical devices, instruments and equipment. General
GOST R 50444-2020 specifications,
GOST R IEC 60601-1- Medical electrical equipment. Part 1 General requirements for
2022 basic safety and essential performance

Medical electrical equipment. Part 1-2. General requirements for
EEO?ETRIEC 60601-1-2- asic safety and essential performance. Collateral standard.

Electromagnetic disturbances. Requirements and tests
GOST R IEC 62366-1- Medical devices. Part 1 Application of usability engineering to

2023 medical devices
GOST R I1SO 15223-1- Medical devices. Symbols to be used with medical device labels,
2020 labelling and information to be supplied. Parti. General

requirements
GOST R 52770-2016 Medical devices. Safety requirements. Methods of sanitation-
chemical and toxicological tests

GOST ISO 10993 Series Medical devices. Biological evaluation of medical devices.
of Standards

30. Complaints

For all questions related to the marketing of a medical device in the Russian Federation, please
contact an authorized representative of the manufacturer:

Joint Stock Company “SMedical Innovation”. (JSC “Medical Innovation™.).

VN.TER.G., MOSCOW, 117342, RUSSIA 953 POM., 17 D., UL BUTLEROVA,
MUNICIPALNiy OKRUG KONKOVO

Tel.+7 (985)-308-73-89

e-mail: ino.medics.rus@gmail.com

31.  Electromagnetic Compatibility

ACF Medikal Uriinler Makine Sanayi ve Ticaret Ltd. V.
Guzelyurt Mah. 5754. Sok. No:3/A Yunusemre, Manisa, TURKEY
Immunity and emission tests for medical electrical equipment,
applied to the equipment under test, in accordance with TS EN
60601-1-2, EN 60601-1-2, IEC 60601-1-2 standards.

Manufacturer

Electromagnetic
Compatibility Report EMC17-0140/R1

No.
. itz Hieloik Glsktronik i Tic, AS. MAKINA
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TS EN 60601-1-2:2016 Medical electrical equipment. Part 1-2. General requirements for basic
safety and essential performance. Collateral standard. Electromagnetic interference.
Requirements and tests.

IEC 60601-1-2: 2015 Medical electrical equipment. Part 1-2. General requirements for basic
safety and essential performance. Collateral standard. Electromagnetic interference.
Requirements and tests.

IEC 60601-1-2: 2014 Medical electrical equipment. Part 1-2. General requirements for basic
safety and essential performance. Collateral standard. Electromagnetic interference.
Requirements and tests.

Immunity and emission tests for medical electrical equipment

Immunity tests Test standards (TS/EN/IEC)
Electrostatic discharge resistance test. 61000-4-2

tF;gslated RF electromagnetic field immunity ¢, 4 o

Emission radiation CISPRII /R.E.

Power frequency magnetic fields 61000-4-8

ELECTROMAGNETIC COMPATIBILITY

Table 1. Emission

Guidance and Manufacturer's Declaration ~ Electromagnetic Emission
ACF Surgical Power Tool System/ Modular Set/ Battery / Sign (No. AOl 400 — No. AOI
310) is intended for use in the electromagnetic environment specified below. Customer or user
of ACF Surgical Power Tool System/ Modular Set / Battery' / Sign (No. AQI 400 — No. AQI
310) must ensure that the instrument is used under appropriate conditions.

Emission Tests Compliance E:f\ff rr g;nrggr?f t'_c Guidance
ACF Surgical Power Too! System/
Modular Set/ Battery / Sign (No. AOI
. 400 — No. AOI 310) uses RF energy only
RF emissions

Group 1 for its internal function. Therefore, its RF
emissions are very low and are not likely
to cause any interference in nearby
electronic equipment.

according to CISPR 11

RF emissions
according to CISPR 11 Class B
Harmonic  emissions i
. . ACF Surgical Power Tool System/
according  to  IEC Not applicable Modular Set/ Battery'/ Sign (No. AOI
610_0073'2 400 — No. AQI 310) is suitable for use in
Emissions from professional healthcare settings, but not
voltage ) i at home or in special conditions.
surges/tluctuations Not applidfete Kofid KAR
iK' N Acicordit® ; to*  IEC DnesticSkan Tae
61060-3-3’
AERNMAKINA
5ANA! C. LTD.yETi.
PHESENT APPROVAL DOES NOT COVTi + 035 25 4 SokilA %%\1 A_SA
[ 1
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ACF Surgical Power Tool System/ Modular Set/ Battery / Sign (No. AOI 400 — No. AOI

310) is intended for use in the electromagnetic environment specified below. Customer or user
of ACF Surgical Power Tool System/ Modular Set/ Battery / Sip (No. AOl 400 —No. AQI

310) must ensure that the instrument is used under appropriate conditions.

Guidance and manufacturer's declaration — electromagnetic immunity

ACF Surgical Power Tool System/ Modular Set / Battery / Sign (No. AOl 400 — No. AQI
310) is intended for use in the electromagnetic environment specified below. Customer or user
of the ACF AQD 120 Surgical Power Tool System must ensure that the instrument is used

Environment — Guidance
Floors should be wood,
concrete or ceramic tile. If
floors are covered with
synthetic  material, the

under appropriate conditions.
- Test level complies with Compliance Electromagnetic
Immunity Test 15C 6060L standard  Level
Electrostatic discharge 8 kV (contact) ?cif)\r{t act)
(ESD) IEC 61000-4-2 15KV (air) 15KV (air)

Electrical fast
transient/brnst
61000-4-4

Voltage surge
according to IEC
61000-4-5

Voltage dips, short
interruptions and

voltage variations on
power supply lines
IEC 61000-4-11

Power frequency
(50/60 Hz) magnetic
field IEC 61000-4-8

2kV for power supply

lines
2 +1 kV for input/output NA

lines

+1 KV between power
supply lines NA
+2 KV between power
supply lines and ground
<5%UT (> %5 %dip in

UT) for 0.5 cycle

40 % UT (60 % dip in

UT) for 0.1 sec NA
70% UT (30% dip in

UT) for 0.5 sec

< 5% UT (> 95 % dip in

UT) for 5 sec

30 A/m 30 A/m

relative humidity should be
at least 30 %.

NA

NA

NA

Power frequency magnetic
fields should be at levels
characteristic of a typical

NOTE. UT is the A.C. mains voltage prior to application of the test level.
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Gl/jdaiice aad iaaMUicfurei's declaration — elcGtromegfietic immunity
ACF Surgical POU€f Tool Systeui/ Modular Set/ Battery / sign (No. AOl 400 “ No. AQJ
310) is intended for use in the electromagnetic environment specified below. Customer or user
of the ACF AOO 120 Surgical Power Tool System must ensure that the instrument is used
under such conditions.

Test levei compiles

Immunity Test with |IEC 60601
standard

3Vims
150 kHz NA
to 80 MHz

Compliance  Electromagnetic
Level Environment — Guidance

Floors should be wood, concrete or
ceramic tile. If floors are covered
with synthetic material the relative
humidity should be at least 30 %
Separation  distance  between
portable and  mobile RF
communications equipment and any
parts of the Device No. 7800,
including cables, should not be less
than the recommended spatial
separation, which is calculated using
the fonnula depending on the
frequency of the transmitter.
Recommended separation distances:
d = 1.2 \WP for the range of 80 MHz
to 800 MHz;

d = 2.3 WP for the range of 800 MHz
to 2.7 GHz,

where P is the maximum output
power rating of the transmitter in
watts (W) according to the
transmitter manufacturer and d is the
recommended separation distance in
meters (m).

Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site® survey, must
be below the compliance level in
each frequency range®’. Interference
may occur in the vicinity of
equipment marked with the
following symbol:

Conducted RF
IEC 61000-4-6

3V/m 80 MHz
80 MHz t0 2.7 GHz
t0 2.5 GHz [EI]-3 VIm

RF
IEC 61000-4-3

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2. These instructions may not apply in all situations. Electromagnetic is affected by

absorption and reflection people.
a. Field, sfrepg'ths from fixed t base stations for radio (cellular/cordless)
. tele[*one.s and land mobile radios amateur radio, AM and FM radio broadcast and TV
B'") braadc4st Cannot® predicted theoretically with accu ss the electromagnetic
ACwa'pavro™p8telolco RF ke survey should be
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considered. 1fthe measured field strength at the location where the ACF Sui-gical Power Tool
System/ Modular Set/ Battery / Sign (No. AOl 400 — No. AOI 310) is used exceeds the
applicable RF compliance level above. Ifabnormal operation is observed, additional measures
may be required, such as reorienting or repositioning ACF Surgical Power Tool System/
Modular Set/ Batteiy=/ Sign (No. AOl 400—No. AOl 310) b: in the frequency range of
150 kHz to 80 MHz field strength should be less than 3 \V/m.

Recommended spacing between portable and mobile RF communication equipment and ACF
Surgical Power Tool System/ Modular Set/ Battery / Sign (No. AOI 400 — No. AOI 310)
ACF Surgical Power Tool System/ Modular Set/ Battery / Sign (No. AOI 400 —No. AQI
310) is intended for use in an electromagnetic environment in which radiated radio frequency
interference is controlled. ACF Surgical Power Tool System/ Modular Set/ Battery / Sign
(No. AOl 400— No. AOI 310) can help prevent electromagnetic interference while
maintaining a minimum distance between portable and mobile RF communication equipment
(transmitters) and the ACF Surgical Power Tool System/ Modular Set/ Battery/ Sign
(No. AOI 400 — No. AOi 310) as recommended below, according to the maximum output
power of the communication equipment.

Rated
gﬁ)&ﬁum of Spatial separation based on transmitter frequency values (m)
transmitter W
150112 80 MHz
to 80 MHz to 800 MHz
d=1.2VvP d=1.2 ip
Immunity test Immunity test gogl\gléto 25 GHz
Rated maximum standard; standard: '
output of Immunity to Immuni to - :
transmitter W conducted conductgél g{:&ﬂg{gj E:'S:t standard:
disturbances, disturbances, IEC 61000-4-3
induced by radio- induced by radio-
frequency fields frequency fields
according to IEC according to IEC
61000-4-6 (N/A)  61000-4-3
0.01 NA 0.12 0.23
01 NA 0.37 0.74
1 NA 12 2.3
10 NA 37 74
100 NA 12 23

For transmitters rated at a maximum output power not isted above the recommended
separation distance d in meters (m) can be estimated using; the equation applicable to the
frequency of the transmitter, where P is the maximum output power rating of the transmitter
in watts (W) according to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range
applies.

NOTE 2. These instructions may not apply in all situations Electromagnetic is affected by
absorption and reflection from structures, objects and people
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HanmeHoBaHVe MeAMLMHCKOTO U3aeuS

«VIHCTP\'MEHT XMPYPruiecKuniA aneKTPUYECKUIA MOLY/TbHBIN C aKKYMyNSTOPOM /15 OpTOneaun
1 TpaBmatonorum ACF», BapuaHTbl UCMONHEHUS:

L Muna ocumnnnpyrolan xupyprudeckas ACF ¢ nutaHrem ot akiyNynKTOpaB cocTase:
1 Mwuna ocumnnmpyrowaa xmpyprideckas ACF ¢ ntaHnem ot akkymynstopa REF AOL 400-
lum;

2. 3apsiiHoe YCTPOICTBO /15 aKKyMy/STopa C AB}bIs 3apsiaHbIMM oTcekamm REF A02 461-1
L.,

3. AKKYMyNSTOP MTUIA-UOHHBIA, REF A02 521-2 wrr;

4. HanpasnstoLwaa anga yctaHoBKW akkymynatopa REF AO1 310 04'- 2 ur,;

5. CTepunu3aLMOHHbIA  KOHTEHEp (Tvin 1) - 1 wr (Mpy  HeobxoauMmocTh) WK
CTEPUIN3ALMOHHBIA KOHTeHEp (Tun 3) - 1. (Npy He06X0AMMOCTN);

6. dneKTpoKabenb ATS 3apsigHoro yctporictea 1.85 M, LT-312, LIAN DUNG- 1 ur;

7. IHCTpYKUMS N0 NPUMEHEHMIO - 1 L.

1. [Opens/pymep xupypruveckuii ACF ¢ nuTaHKeM 0T akKKyMy/IsiTopa B COCTaBe:

1. Openb/pumep xupyprdeckuiin ACF ¢ nuTaHvem oT akk tnynstopa REF AOL 310-1 wr;

2. 3apsiaHOe YCTPOMCTBO 151 akkyMmynstopa ¢ s} R 3apsaHbLun oTcekamy REF A02 461- 1
L.

3. AKKYMY/ITOP IMTUIA-NOHHBLIA REF A02 521-2 uir;

4. HanpasnatoLLaa ana yctaHoBku akk>blynatopa REF A01 310 04- 2 u,,

5. Hacapka ans csepra, Tun A.O. Synthes manad - 1w,

6. Hacagka ans pumcpa, tun A.O, Synthes 6onbLiasi - 1 wir.;

7. Hacazika ans pumMepa, Tvn Zimmer - 10,

8. Hacapka ans puvepa, Tvn Harris /Aescuiap - 1urr,;

9. Hacazka ans pumepa, Tun Hudson /Stryker -1 wi.;

10. Hacapka Jacobs ot gpenm - 1ur,;

11. Hacagka ata nposogku cnuny, 1.6-2.5 mm REF AOL 740- 1um,;

12. Hacapka anga nposogkm cnvy, 0.5-1.5 mm w1y A0 741 - lum,

13. Hacagka ana nposogkm cnu, 2.6-3.2 mvm REF A0 750 - 1w,

14. Hacapgka ansa nposogkm cnny, 3.3 - 4.0 mm REF AO1 751 - 1w,

15. Kntou 19 Hacagkm Jacobs - 1.

16. CTepun3aLMOHHbIA  KOHTeVHep ' (Mpn  HeobXoAMMOCTKM) UK
CTEPUNNUMOHHBIN KOHTEHEP (Tun
1 VAMSACHA'.IBbROf COMMfc %N_urpnler makina
v Nt nAyi ve Tit. urb. 5Ti.
' lyur*Mah. 5754 No:3/A
tisi K¥s0729\vp 0010
ey o "
m
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1. Cseaenns o mpou3BoauTene
«2MCud¢d Meanxan Vpiownep Makuna Canaiiu Be Tumxaper Jlnmuren [Hupkern» (ACF

Medikal Urtinler Makina Sanayi ve Ticaret Limited Sirketi) Iosemsiopr Maxariecu 5754.
Coxak Ne: 3/A IOnycempe, r. Manuca, TYPIIUA

2. Caenenns 00 yno.1HoM09eHHOM npencraBureiie B PO

Axnnroneproc o6ntecTso «Memuunnckue HaHoBaimny (AQ «Memnuunckue UrHOBaHAY ).
Poccus, 117342, T MOCKBA, BH.TEP.I'. MYHUIAITAJIBHBIM OKPYI" KOHBKOBO,
VJIBYTIIEPOBA, 1. 17, [IOMEILI. 95/3

Ten. +7 (985)-308-73-89

e-mail: ino.medics.rus@gmail.com

3. HazHauenne MeIBIHHCKOro H3NeIHs

Wsnenne npeaHasHaueHO IS pe3eKlMH, CBEPICHMS, PacCBEpIHBAHMA KPYIMHBIX KOCTEH H

TBEPIbIX TKaHel (XpAlla, CBA30K) BO BPEMS XHPYPrAYECKOr0 BMEIIATETLCTBA,
OpTONEANYECKHX H TPABMATOOIHYECKHX OllepaIMsIX.

4, Ioxasanus 1,19 NpAMeHEHHS MEARLUHHCKOIO H3ICAHN
Paspezanue, cBepreHHE, pacCBEpIIMBaHHUE, POBEACHHE CIHI NIPH OPTOLEANYCCKHX, aPTPOCKO-

MHICCKAX, XHPYPru4€CKHX ollepanniax.

5. IIpoTHBONOKA32AHHS /IS HPAMEHEHHAS METHUHHCKOI0 H3AeHS
ITpoTsBOMNOKa3aHHA OTCYTCTBYIOT.

6. Bo3moxunie nofounble AelicTBHg
ITpn cobmroneHnu Mep Npe10CTOPOXKHOCTH U IPHMEHEHHH B COOTBETCTBHH C PYKOBOJICTBOM IO

IKCILTyaTanMH, MOOOYHbIE AeHCTBUSA OTCY TCTBYIOT

7. O6aacTs NpHMeHeBHS MEAHITHACKONO H3Xe/IHA
OpToneamueckas XMpYprus, TpPaBMaToJIOIHA.

B ycnoBusx MeQMIIMHCKMX YUYPCKIEHHH KBaTM(HIUMPOBAHHBIMH BpPAYaMM-XHPYpPraMu,
BPAYaMH-TPAaBMATONIOrAMU-OPTONENAMH, CHNCHHATH3UPYIOIAMUCS B 00NacTH XHPYPrHH,
OpTOINCAHH H TPABMATOIOTHH.

8. Nndopmanus o NOTEHIHAILHBIX MOTPeOHTEIAX MEAUIHACKOr0 H3Aens
Uznemme npeaHasHayeHo UIA IPHMCHEHHS BPadaMH-XHpypraMH, Bpa4aMu-TPaBMaToNOraMH-

opTolncaaMH, CNICHHANTH3APYIOIUMHCS B obmactn OpPTONCIMH H TPABMATOJIOTHH.

9. Knaccnpnkanus L
Knacc 3alNTHI oT nopaxenus | Uaqeime ¢ BHYTPCHHUM — MCTOYHHKOM

WICKTPHUCCKHM TOKOM IIUTaHuA
Aar amal KARANFILCI
Bua MeaanuHCcKoOro H3aems HEUHHK/KOMILIEKT |
Hibl s
MEMBER OF MASISA CHAMWBLR UF COMMERC - i
thﬁe,uo A4 INBUSTRY m N RCF MES | TAKINA
= gouxyﬁ_zsmm 8 o1 cou cimyure ROV
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Guzelyurt Mah. 5754. Sok. Ho:3/A. Yunusemre, Manisa - Ttirklye

KOCTEIA/CYCTaBOB, C  3/IEKTPOMPUBOLOM,
MHOrOpa3oBoro 1CMo/b30BaHMS
32.50.13.139

Pabouas vactb Tuna BF

CreneHb 3aLMThI OT MPOHUKHOBEHUA Briarn  IPX6

MpurogHocTs 4n1s aKcrvi)arauvy B cpege ¢ Mspenve He npeaHa3Ha4eHo ans
MOBLMMEHHLIM COAEPXaHMEM KucropoZa 3KCr/yataumMm B cpefe € NoBbNNeHIHM

Knacc pu1cka

COLEpXXaHMeM Kicropoaa
Ma B cootBeTcTBMM C  [VPEKTVBON
MDD/93/42/EEC+2007/47/EC

Mo BOCMNPUHUMaEMbIM MEXaHUYECKUM BO3,CI,EI7ICTBI/IF|M M30eNnNA OTHOCATCA K rpyrne 2 1Mo

FOCT P 50444.
10.  MpwvHUMN paboTbl

[laHHoe u3fienve NpeACTaBNsieT CoGO/  BbICOKOCKOPOCTHOM  aKKyMyNISTOPHbIA

ANEKTPOXMPYPIYECKUIA UHCTPYMEHT, NpeAHa3HauYeHHbII /15 NMOArOTOBKM KPYMHbIX KOCTEN K

YCTaHOBKE MpoTe3a, NPUMEHAEMOIo NP XMPYyprn4eCcKomM BMELLIATE/IbCTBE.

11, TexHWYecKme XapaKTepuCcTUKM
BHeLUHWIA B 1 ONvicaHme COCTaBHbIX YacTel U3aens

Mwuna ocuwvpyronas xup>ruyeckas ACF ¢ nuTaHnem OT akkyM>isTopa

Center LleHTp

The tool is off for N3genue

safety 6e3onacHO

>t >ttP Vi o
AV ir,OtSier Ewritan

FSWaAPD-TAPPLjIS0,0rCOVA
THE cojic's? O >Hi; 20Nt

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Center
Thetcol fScriof

Np " Kemal KARANALC
B ue
DKA <-4 MAKINA
JNAYI
'%VISI\/B
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< 9 (’+ Guzelyurt Mah. 5754, Sok, No:3/A, Yunusemre, Manisa - Turkiye
Saw is on Iluna Bxmotena
Saw is on ITuna pxmodena

1. Coenmuenne nmaabl. BeraBka WiH H3B/I€YEHHE MIIILHOIO NONOTHA.

2. Broxkupyomas py9Ka. YCTAaHOBKA WIM CHSTHE TMIBHOTO NOJIOTHA.

3. Kypok. PerynmapoBka CKOpoCTH KypKoM.

4. [lepexmodares, HanpasjleHAs BpamiesHs. [PeXypOBHEBhIT  INEpEKTIOHATENb
HanpaBNeHHA.

S. Mexanusv 3amenn! B GIOKHPOBKR akKymyasTopa. Bcraeka u Gnokuposka Gnoka
narasug A02 520.

Jpeav/pumep xupypruyeckuit ACF ¢ nuTanmneM oT akKyMynsaTopa

-
! s Center
1 Teetze' e saten,

\.....dur“": ¥ s
o
R«
SRLealerInIm
‘ "
PO UIMEIIF W B4 T4
Center e

The tool is off for safety Usnenme BeikmOYeHO B HENAX
Ge3onacHOCTH
R « Clockwise rotation Bpamenue 1o yacopoit crpenke
» L Counterclockwise Bpamenne  nmpotus  gacoBo#
rotation CTpe;IKH
1. Coeantenne nuiabi. BeraBka 1M n3BlieyeHHe MUILHOTO NOJOTHA.
2. BroxkHpyomas pydKa. YCTaHOBKA HJIR CHATHE MIIBHOIO NOJIOTHA.
3. Kypok. Pery.1MpoBka CKOPOCTH KypPKOM.
4. Mepexawuare b HanpasideHus Bpamenus. Cepolii nepexmouarenb 6C30MacHOCTH €

rpaxynpoBkoii. Haxoneunuk paboTaert, Korjia epeiioyareb B N0J0KeHHH L. (cieBa) mim R

(cnpasa). HakoHeunuk He paboraer, Korg}f@pe' NO;IOKEHHE).
PSR »‘-....v‘.‘._, —qae #
SLORISS T LU e CORI m‘yiNA
R BT (AR TOR R AN i
the fDO'.'.’&l‘ v .J 20 Yunur.e:ﬁ:Al"‘.'?.fL.‘LAi
- M EERNRT R .

COTCTIN: 91 T
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0cC f Guzelyurt Mah. 5754. Sok. No:3/A. Yunusomre, Manisa - Turklyo

5. MexaHu3M 3ameHbl M G/IOKUMPOBKN aKKyMynsiTopa. BcTaBka 1 610KMpOBKa 6Gr10Ka
nuTaHns A02 520,

3apsiHoe YCTPOIACTBO /151 aKKyMy/ISTOpa C ABYMsi 3apsiHBIMU OTCEKaMM.

* 3apsioHOe YCTPOIWCTBO A/ akKyMynsTopa VMMEeT [Ba

HE3aBNCUMbIX 3aPAAHBIX OTCEKA.

AKKYMYNSITOp NIUTUA-VOHHBIRA

* JINTNIA-VIOHHas TEXHOMOTUS.

o [onrvin cpok cnyxGbl, AMTeNbHOe BpeMs paboTbl
ANEKTPOUHCTPYMEHTA.

* 3apsHKaeTca 3a KOPOTKOe BPeMS.

* HectepwibHblA 1 He NOLIEXAT CTepwimsaLmmM B
aBTOK/1aBe.

HanpaenatoLLas A8 YCTaHOBKM aKKyMynsTopa

 ObecrneynBaeT 3apmTy CTEPUILHOCTY HAKOHEYHMKOB Nput
O YCTaHOBKe 6/10Ka NUTaHUS B UHCTPYMEHT.

CTepunun3aLMoHHbIA KoHTeHep (Tyn 3) 400x302x107

i ~QCf 3
AloerKamaKARANALA
Slide to open
P LER MAKINA
Crepynn3aumoHHbINA KOHTeHep ( -TD. 5TI.

_ kakNoO:3/A
nUm 9. ab MANISA CUAT/IBEH OFCOALMERCE insesRRMANSA
291700'>:0

IDLEIRY 7613
your hancf ACF.FRM.67 R(X)
THE CONTENT or 7hE OOCUMP.t
04 JUL 2024
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Pacysok. Cxema paciiosioReHAs MTH B CTSPRIH3ALHOSHONM KOHTEAEepe.
Crepummiangonnniii xorreituep (Tan 2) 302x302x107
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Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemro, Manisa - Turkiye

PrcyHOK. Cxema PacriofioyKeHV st Apenii B CTEPU3ALIVIOHHOM KOHTEHEPE.
Hacaaku an1st apenn/prumvepa Xmpypriyeckoro

Hacapgka Jacobs gns gpenn

Hacazika ans ceepra, Tvn
A.O. Synthes masias

Hacagka onsa pumepa tvn

Zimmer
AcerkenafikaRANALA ACF MEQFi<iN)KFINLER MAKINA
SAwi v7ic.jJD. .
CUzdvuiV Mah. 5/154»0y«k No:3/A
1: ON130 23x 1S 20 YUjJuscmrc/M ANISA
r-'i"Thic fxVioons 0752 9170 0010
f.
\a O- r.UNiSA CHAMBF R Of i:orjr,]Jt:hCt'
«0 Nr;

or QVD"
ACF.FRM.67 ROO
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< Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - Turki

Hacanxa nns ceepna, THn
A.O. Synthes 6o:mpmas

Hacagxa ana puMepa, THn
Harris /Aesculap

Hacanxa s pumepa, THR
Hudson /Stryker

Hacazka a19 npoBoaxu ‘
cnun 1.6-2.5 Mmm

ACF MEDIK. [INLER MAYINA

Y ot nal 1D 0 1 SANAY. VE T&. LD ‘".
LA N "\A"\ANF-! o izelyurt N ah, S75% Sok 9:3/A

°E HIBER OF MANISA CHAMBLR
A% INDLSIRY Rearteation kel

1oy PRI SENT APPROVAL DGESHOT COVE
the 93%%:75:3 or Wlmsm ACFFRM.67 R0D
04 JUL 2004
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Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - Turkiye

Hacaaka 415 NpoBOAKM
cnuy, 0.5-1.5 mm

Hacazika 415 NpoBOAKM
cnuy, 2.6-3.2 Mv

Hacagka ona npoBoaku l]
cnmy 3.3-4,0 Mm

ACF MBSIKHURUWLER MAKINA

Koy ons Hacazku Jacobs SAMAYi Ne TIif\LTD. $Ti.
COzciAurt M ah ]~ 7 » I(okak No:3/A

u:l; 023523rfZS 2o0\'J userre/VANISA
OOOPIO752 9170 0010
Aviziz XeiL219C

Macca v rabapuTHble pasmMepsbl

CocTtaBHast YaCTb KAWPKC! Macca, r
[pens/pumep (pyKosTKa) 17.00 1332

XiQ ir.DusIHV RfiM.Viitlon N

~U'.aNeYy NOT COVEP

) E.Bo%ma%glt V. ACKFRM .67 ROO
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CocraBHas yacTh Pa3Mepsi, cM Macca, r
Hacanka Jacobs 11s apenu 23,00 x 10,00 264
Hacanxa mis ceepia, THn | 22,80 x 8,50 195
A.O. Synthes Manag
Kmou g sacagxu Jacobs 5,00 x 5,00 x 1,00 32
Hacazka ana pumepa, THH | 22,80 x 9,50 211
Zimmer
Hacanxa mna ceepna, Tun | 22,80 x 9,50 204
A.O. Synthes 6ompuias
Hacanka ais pumepa, Tvm | 22,80 x 9,50 210
Harris /Aesculap
Hacagka ama pumepa, Thn | 22,80 x 9,50 210
Hudson /Stryker
Hacapxa m1s nposoaxu cumn | 14,60 x 8,20 x 2,30 162
0.5-1.5 MM
Hacagka nns nposoaku cnun | 14,60 x 8,20 x 2,30 164
1.6-2.5 Mm
Hacaaxa nna nposoaku cnuy | 14,60 x 8,20 x 2,30 167
2.6-3.2 MM
Hacanka s mpoBoakn cnun | 14,60 x 8,20 x 2,30 169
3.3-4.0 Mmm
Crepunn3anHOHRBIH 30,20 x 30,20 x 10,70 3850
koureitnep (Tun 1, THn 2) _
Creprm3alHOHHbIA 40,00 x 30,20 x 10,70 4520
xoHTelnep (Tun 3)
Hanpasnsromas a4 | 4,00 x 10,00 x 10,00 180
YCTaHOBKH aKKyMYJIfTOpa

PR R —

OcHoBHBIE TeXBHYECKHE XaPAKTEPHCTHKH
[Muna ocuumpyromas xupyprudeckas ACE ¢ nuranyem oT akKyMynaropa
* Cxopocts: 15 000 06./mMus.
» Jlyra xoneOanuii: 4°.
* PaGouee HanpsxeHue: 14,4 B.
AMmuATyna: xyra 4 rpanyca.
Henponomkurensroro pexuMa paboThl.
PaGounii muxr: 30 cexyHa B / 30 cekyHa BbIKiI., 6 pas.
, Hepepbm Menqu IMKIaMHK: 3 vaca.
* PerynHpoBKa CKOPOCTH KypKOM.
» MakcuMabHblH JOCTYD K 00/1aCTH Pe3KH Oarofaps KOHCTPYKIUMH TM/ILHOIO NATPOHA.
* Be3onacHOCTb 3a cyeT GyHKIHA H JepXKaTes ikl
IlpenensHO JOMYCTUMBIE OTKIOHEHHA }'

o MakcuManbHas CKOPOCTb, Mmgr&:ﬁm,. ' NpOBE/ICHUS |onepauuii Ha

VESEER OF MANISA CHAMBER OF GQUIM iE} <
WO INDUSERY Rear 1‘ on fer: [M
i o

then;y?cfu)ryt:’anti:‘ “”N;&?S NUT COVER e

ML gt OO0 u, vucLs, TN

NLER MA"!NA

S
S
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( OC Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - Turkiye

KOJICHHOM H Ta300eIpeHHOM CycTaBax.

Jpemn/paMep xupyprageckas ACF ¢ nuTanneM oT akkyMmynaTopa

* CxopocTs cBepnenns: 0-750 06./MuH.

* Kpymuunuii MoMeHT cBeprenus: 6,5 Hm.

* CxopocTs pacceepiuBannd: 0-250 06./MaH.

» Kpymsaum#t MoMeHT pacceepnuBanus: 17,8 Hum.

* Paboudee nanpsokenue: 14,4 B.

Jlmamerp oTBepcTHA A1 BBEJCHHA CIHIL - 4,2 MM

Henponomkutemsroro pexuma paGoThl.

Pabounit muxn: 30 cexyna Bka. / 30 cexyHn BHKIL., 6 pas.

INepepuiB Mexay oukIaMi: 3 yaca.

* PerympoBka CKOPOCTH Ky PKOM.

* MakcumanbHBi JocTyn K 00nacTH onepaimu Gnarofaps KOHCTPYKUMH MOXYIBHOTO
COCITHHEHHA.

* besonacHoCTs 32 cueT GyHKUHY GIOKHPOBKK KOHCTPYKITHH JEPIKATE 1A HACAIKH.
IIpenensHo AOMyCTHMBIE OTKIOHERH +15%.

* MaxcuamanbHad CKOpPOCTb, MakCHMalbHas MOIIHOCTh NIl NPOBEAEHHS ONepaudii Ha
KOJICHHOM H Ta300€IpEeHHOM CyCTaBax.

3apsIHOE YCTPOHCTBO 1 aKKyMYJIATOPA C XBYMS 3apPSAHBIMH OTCEKAMHU

* Bxon: 200240 B ~ 1,7 A.

¢ Brixox: 2x16,8 B nocrossHoro toxka 2 A.

* Yacrora: 50-60 I'u.

* [lomunan npenoxpanurens: 5 A 250 B.

MaxcumanrbHO JOITyCTHMOE BpeMst yCTaHORNEHUs pabouero pexnMa — MeHee 1 cek
* KoppexTupopanHbiii ypoBeHb 3BYKOBOii MOIMMHOCTH: He Gonee 80 1BA
AKKYMYJISTOp JTUTHI-HOHHLIH

* EmMxocTb akkymynarop: 3000 MAu.

* Hanpskenne akkymynsaropa: 14,4 Bonbra.

* Bpems 3apsuiku akkymy:stopa: 2 yaca 20 MHHYT

* Bpems paboThi akKyMyasTOpa NpH NOMHOM 3apaje: 1 uac 30 MuHyT.

wil MAKINA
Crepuan3anaoHHbIe KOHTeHHEPHI Aloer Kemal KAIS&NElLCl '{iu g sTi.
oyl ak No:3/A
Tun 1 " ,g,,u,cmemmssa
2 9170 0010
Pa3vep 302x302x107 MM £10 % o 75. _gitoh. L3298

P

LN TR QAT NIKS 1P‘h(ﬂq ’Vv
L ~¢..;;r.r [[.

ey
thé o %g ISO AWt ACEFRM 67 RO
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Tun 2
Paszmep 302x302x107 mm +10 %
Tun3
Pa3mep 400x302x107 mm £10 %
* JIerko OTKpbIBaTb M 3aKPbroaTb C MOMOLLIbHO MOABYKHBIX 3aLLIE/OK.
* VI3roTOB/MEH M3 HEPXKABEIOLLIEN CTa/W.
* PacronoxxeHuve 13aennii onpeaenseTcs Na3epHoOn MapKpOBKOW Ha NOTKaXx.
Hacagkv ons MogynbHOW pyKOTATKB
Hacagka ans apenv * Pabouast ckopocTb 750 06./MUH
Jacobs *0-8 Mm
Facafia 17 ceepna, T * Pabouast ckopocTb 750 06YMUH
A.O. Synthes manas
Hacaia ,Cl,l-'lﬂ puiviepa, Tt Pabouyasi ckopocTb 250 06./MUH
Zimmer
Hacajya iy ceepra, Tun * Pabouast ckopocTb 250 06./M1H
A.O. Synthes 6osbLLas
Facalia iy priepa, Tun * Pabouyast ckopocTb 250 06./MUH
Harris /Aesculap
Facajka A pyviepa, TN * Paboyasi ckopocTb 250 06./MUH
Hudson /Stryker
Hacagka ans npoBogku  * Paboyas ckopocTb 750 06./MYH
cnmy, 1,6-2,5 mv *1,6-2,5 Mm

Hacaaka AT npoBoaku
8AKa ATA TpoBoA * Pabouyast ckopocTb 750 06./MUH

cnm,
*0,5-1,5 v
05715 mMm
Hacaka ATst npoBoav crv,  * Paboyas ckopocTb 750 06./MUH
2,6-3,2 Mm *2,6-3,2 um

Hacaka s mposogiu e, © Pabodas ckopocTb 750 06./MyH
3,3-4,0 Mm *3,3-4,0 Mm

Kn Jacob * JloCcTynHOe paccTosiHMe Mpu 3aKpy41BaHAN
o4 /11 HaCcaflkn Jacobs AerKerdl LA
MM. T%

T™ 4 W
wnormmsn GFEITEEHO 2 + v w o« alK R
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12.  CeefgHvsi 0 MaTepuasniax, MCMo/b3yeMbIX ANS1 U3rOTOB/EHUS MEAULIHCKOIO

mn3genna

HavimeHoBa Martepuan lMpoussoauTesb Bug n MeTog,

Hue Mapka MPOLO/KATENBHOCTL cTepunm3aum

KOHTaKTa "
PYKOSITKU ANOMUHNIA AsUOQItulu Het Map
Kypok ANOMUHWIA/ Asil Oltulu/Bati Yay Het Map
CTa/b
Hacagku Cranb Bati Yay Het Map

13. MapKunpoBKa MeSULIMHCKOI 0 N3Le/ns
MapkupoBka nsgenunsa

Ha KoM m3aenvm fomkHa ObITb NPUKperieHa, Ha KOTOPO YKa3bIBAETCA CleLyHOLLee:
- HaMMeHoBaHMe 1 (M) TOBapHbIV 3HaK NPEANPUATUS-MU3rOTOBUTENS;

- HaMMeHOBaHWe 1 0603HaYeHe MOAENN;

- CEpUIAHbIA HOMEp;

- HOMVH&/TbHOE HanpsiXeHue nuTaHus;

- NoTpebnseMast MOLLHOCT;

- CUMBOJ1 TUNa 3aLLMTbI OT MOPaXKeHUS 3/IEKTPUYECKIM TOKOM (CMBOS paboyeit YacTw);
- pabounin uykn: 30 cekyHA BKN. / 30 CeKyHA, BbIK/. 6 pa3.

- CTENEHM 3aLLMTbl OT MPOHWKHOBEHUA BOAbI M MbUK;

- jaTa BbIMVCKa,

- HOMEp 1 AaTa perncTpaLyioHHOro YA0CTOBEPEHNS;
MapkuposKkaynakoBKHK

MapKupoBKa NOTPeGUTENLCKO Tapbl A0/MKHA COAEPKaTb:

- HaUMEeHOBaHWe 1 (1) TOBaPHbI 3HaK NPeANPUATUS-U3rOTOBUTENS;

- HaVIMeHOBaHMe 1 0603HaYeH1e MOAENM;

- IO/} N MeCAL, YNaKoBbIBaHNS;

-HOMep PerucTpaLyoHHOro YAOCTOBEPEHMS.

TpaHcnopTHas MapKMPOBKa A0/MKHA ObITb BbLLIOHEHa M0 MTOCT 14192, Ha TpLUIONOPTHYHO
Tapy LO/KHA ObITb HAHECEHA MapKVPOBKa:

- HaMMeHOoBaHVe 1 (1) ToBapHbI 3HaK NPEeANPUATUS-U3rOTOBUTESS;

- HLWVIEHOBaHWe 1 0603HaYeHMe MOJENM;

- TOf1 M MECAL, YMaKoBbIBaHNS;

- Npefen no KoMm4ecTBy APYCOoB B LTabene ~ 2,

MapKVpOBK} HAHOCAT Na 6Y MaXXHbIMANANAIWAgN faHHBIE HA AP/bIKE MOT” ObIXb

3ar0/HeHb| OT PYKY, YETKO 1 pasbopui»ec™-A -1 AFMH W sa W W A
SAQ{\ w U c. ?Ti.
Ha TpaHCropTH>t0 >TBKOBK} AO/KHbI | Mah. 5764 Sokak No:3/A
. » ) . cl: 0235 236 28 20 Yunusemrp/MANiISA
V:VPrt» OF VAN'SSAc+ r.w ™ .0\ CO.VYyERQF lersis «oItO00S 0752 9170 0010
A N 3tSicKo:1254
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Bepeub OT LLTarn
ft Ob6palLLiaiiTeCh C OCTOPOXHOCTbHO.

L“K [Npowu3BoguTenb

C € MapkupoBka CE, COOTBETCTBYET EBPOMEINCKOI ANPEKIMBE MO
MEeAVILIHCKI BaHW
9195 eAVLIMHCKOMY 000pYyL0BaHUIO
. [Mpesen no KoM4ecTBy SPYCOB B LUTabese - 2
x He HacTynaitTe Ha m3aenve.
He norpy»aiite UHCTPYMEHT B WAKOCTU.
)K YTWwisnpyiiTte iaHHOe M3aeN e B COOTBETCTBUM C MECTHBLIMM HOP.MBVIA.
A OCTOPOXHO, PUCK MOPAKEHS AMIEKTPUHECKMM TOKOM
RM . AKKYMYNATOP MOMHOCTLHHO 3aPSHKEH.
® He noasepraTh BO3ALACTBIKO MarHUTHBIX MOSEN PacCesHuS.
He cmvasbiBaTh.
MepepaboTka
Li-ion
Alniirk«"bl KARAVHI 'L
Ne M IT Vi3penve
SMBROF-MINSATATBHBCOW By
4.0 INDUSIKY Rex U\ .
AT DIKAUURUMLEMAKINA
'AWAYI VI Tic. LTD. ~Tf.
CiT:c:!* iirt Sokak.Wot3/A
1 mGy <tozi- 225 JP20MnubXiVirU/br\ubbA
owe JSO Y
inBour hanJ a . . ACEFRM.67 RK)
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BATTBRT
14 OrobpaxaeTca NPOLEHT Yapsaa akKyMyrnaTopa
> 1 HakOHEUHVIK C MIAMOIA FOTOB K MPUMEHEHMIO
3alLpiTa OT COMHEYHOrO CBETa
\ < HakoHeUHVIK C MO FOTOB K MPUMEHEHWIO.
MpxT"] IPX6 —ypoBeHb 3aHMITbI OT NOMaAaHNS YAKOCTeR B COOTBETCTBIAM ¢ 1HC
60529.
»L Hacaka BpaLLgeTCs Mo YacoBOW CTPEKe.
R i Haca/Ka BpaLLgeTCs MpOTVB YacOBOA CTPE/KMA.

He norpy»xaifte MHCTPYMEHT B XXAIKOCTU.
LUl

14. YnakoBKa MeguLIMHCKOro 13fenns
Pa3vep ynakoBKu M3fennsa npeacTasneH B Tabnuue 3,

Tabnmua 3
HavmeHoBaHve MabapuTHbIe pasmepsbl Macca, Kr
ynaxkoBku LLIXI'XB, Mm
TpaHcnopTHas yrnakoBka 70,00x34,00x25.00 1
MoTpebunTeNnsCKas yrnakoBka 69x33xx12 0,35

lMpeaenbHble gonyxkaemble OTKNOHeHUA £10%

15. KomnnekT NocTaBkU MeAUUMHCKOIO U3AennsA
«VIHCTPYMEHT XMPYPrUYeCKiA 3NIEKTPUYECKMIA MOLY/bHbINA C aKKYMY/IATOPOM /151 OpTOneanmn

1 TpaBmatonorun ACF», BapuaHTbl UCMONHEHWA:

l. Muna ocupnnmpytowwiaa xmpyprudeckas ACF ¢ nuTaHWeM 0T akKyMy/nsTopa B COCTaBe:
1 Mwuna ocupnnunpyrowwas xupyprudeckas ACF ¢ nutaHmnem ot akkymynsatopa REF AOL 400-
lum,;

2. 3apsiiHOe YCTPOICTBO /18 akk>"Wy/iaTopa C ABYMS 3apsfHbIMM oTcekamyt REF A02 461- 1
LT

3. AKKYMY ISTOP INTUIA-MOHHBIA, REF a i & Kw A W W P LW

4. HanpasnaroLasa fas yCTaHOBKW akkymya® 310 04- 2 um,;
5. CTepunu3aumoHHbIA  KOHTEHep HeobXxo4amocTv)  win
JYOr.CLsiw K f\l (. _
idaXC vs Ti4 | 7Y sri.
the power 1ISO o,
‘nyour /0Yiirmsdf
. ttL VvV 0752 y170*"0-0
bl 0?7 H 00CCMIM
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CTEPUMN3ALMOHHBIA KOHTeHep (Tun 3) - 1w, (npy HeobXoaMMOoCTW);

6. Snekrpokabenb Ans 3apsaHoro ycrporictea 1.85 M, LT-312, LIAN DUNG™ 1ur.;

7. VIHCTPYKUMSA MO NPUMEHEHWIO - 1 LT,

. [Opens/pymep xupyprmdecknii ACF ¢ nuTaHeM OT akKyMy/iSiTopa B COCTaBe:

1 Openb/pumep xvpyprudecknii ACF ¢ nuTaHnem oT akkymynstopa REYFA0L 310™1ur.;
2. 3apsaaHoe YCTPOICTBO A1 akKyMy isiTopa € ABYMSI 3apsiaHbIMK oTcekamm REF A02 461- 1
LT

3. AKKYMYNISITOP IATUIA-MOHHBI REF AQ2 521 - 2 urm.;

4, Hanpaenawowwas ana yctaHoBk/ akkymynatopa REF AOL 310 04- 2 wir,

5. Hacapgka ons ceepria, Tin A.O. Synthes Manasi - 1uir,;

6. Hacagka ans pumepa, Tvn A.O. Synthes 6onbluast - 1 uir,;

7. Hacagka ons puvepa, Tvn Zimmer - 1w

8. Hacazka s pumepa, Tun Harris /Aesculap - 1w,

9. Haca;|ka ons pumepa, Tvin Hudson /Stryker - 1w

10. Hacapka Jacobs gns gpenm- 1.,

11. Hacapgka ans nposogku cnuy, 1.6-2.5 mm REF AO1 740 - 1w,

12. Hacagka gns nposogkm cnny, 0.5-1.5 mv RHFAQL 741 ~ 1urr,;

13. Hacagka fns npoBogkm cnu, 2.6-3.2 nimREF AOl 750-1 urr,;

14. Hacazka ang nposogku cnuy, 3.3 - 4.0 vm REF A0 751-1

15. Kntou [, 3 Hacagkm Jacobs - 1.

16. CTepunm3aUMOHHbIA  KOHTeHep (Tun 2) - 1 wr (Npu  HEOGXOAMMOCTM) WK
CTEPUIN3ALWMOHHBIN KOHTeHep (Tun 3) - 1. (Mpy Heo6XoaMMOoCTw).;

17. 3nekrpokabens ans sapsaHoro ycrpoicTtea 1.85 M. LT-312, LIAN DUNG - 1ur;

18. HCTPYKUWA NO NPUMEHEHMIO - 1 L.

16.  Mepbl NPeAoCTOPOXHOCTY W MPeay NPEXAeHA
O6Lpe 3anpeThbl

He vcnonb3oBaTh M3fenve, €ci He 6bLLO NPOBeAeHO 06GyuyeHVe Mo paboTe C JAaHHbLIM

n3ae;LLem.
ACFME UKmJLER MAKINA
He mncnonb3oBaTh HE MO HA3HAUEHWHO. SAt

Cij:c.-\Vun 96Te). Sokah Nr>:3/A

MepbI NPeaoCTOPOXKHOCTN Ws%@l@\

- Becb nepcoHan (Bpauun, acCUCTEHTL MM AY M (MM Bgrer ycTaHasmBaTh ~LE Tork"30sarb.
U3aenve, JO/MKeH ObITb 3HAKOM C 3MeKTPKLWCI?aa il v 1 onepauysMn, MpoBog, — SIMAC X

MPYMEHEHVEM.
" [na 3apsgHoro  yctpolicTea''ad paTuTe BHMMaHWE Ha TO, YTOObI
JTMIitK (JT MANISA CHAVBHR OFCOWMBbR
A'iD INDUbIKY Hr:i 19
thepower
. . ACF.FRM.67 R0OO
inyour handnJESIin NOGOFm
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JNEKTpHYECKas MHUA AMeNa HeOOXOAUMYIO MOILITHOCTD H MPOITYCKHYIO CHOCOGHOCTb MO TOKY,
HeoOxoxmAMble and paGorhl u3gemus. IIpH MCHDOAB30BaHMM YAJIMHUTENA OH JODKEH OBITH
3a3€MJICH B HE NOBPEXKICH.

- Ecom npm Bakatum Ha Kypok Habmomaercs otcyTcTBHe oHepruH / pabora
JIEKTPOMHCTPYMEHTa ¢ mnepe6osMHM, He cleqyer INpoaoDkare paboty ¢ 9THM
AICKTPOMHCTPYMEHTOM;  NpoAo/mkaiite pabory ¢  JpyruMH  JONOJHHTETbHBIMH
YIEKTPOMHCTPYMEHTaMH, @ HEHCHpaBHBI IIEKTPOMHCTPyMEHT otmpaBbre B AO
«Memuuurckae ManoBanuy.

- He mprxacaiiTech k Hacaske WIH MHILHOMY NONOTHY BO BpeMs paGoTh! 91E€KTPOMHCTPYMEHTA.
B ciryqae HeBHHMATEIbHOCTH MOXHO MOTYYHTh CEPLE3HYIO TPaBMY.

- Ilpu pabore ¢ mob6eM exkTpoobopynoBaHHEM HEOOXOAMMO HAJEBaTh 3ANIATHHE OYKH.
Cmewenue 60poB, NI WIH GparMEeHTOB KOCTH MOXET NPHBECTH K TPaBMe I71a3a, CIeNoTe Wik
3arpA3HEHHIO I71a3a TKRHAMH KM GHONOrHYECKHMH KHAKOCTAMH [IAUMEHTA.

- BuuMarensBo cneamTe 3a TeM, YTOOB MEXTY ITAM H3JeNMeM M JPYTHMH HCHO/b3yeMbIMHA
H3JIJTASMH HE BOZHHKANIO JEKTPOMAarHHTHBIX MOMeEX.

- DNeKTPOMHCTPYMEHTHI CieQyeT HCNONbL30BaTh B ONEPAaUMOHHOH, TI1€ CO3AaHBI
COOTBETCTBYIOILIME YCJIOBHA [UIA NPOBENCHHA OPTONEIMYECKHX ONEpalii, a TaKKke HAaroToBe
J0JDKEH OBITh 3aMacHOMH YIEKTPOXHAPYPrUdCCKHil HHCTPYMEHT.

- Ecne BB ypOHHJIM H3/ielIHE C BBICOTHI, €CJIM OHO UMEET 3aMETHHIC NOBPEXKICHHI H He
paboraeT RODKHBEIM 0OpasoM, moxanyiicta, He Hcnois3yiite ero. He Bckpuisaiite u He
nbiTaiitecs No4aHUTS ero. Ornpaesre ero B AO «Meanuusckue Munosamuy.

- Ilpu npumeHenHH He CHHXaliTe CKOPOCTh paGOTH IEKTPOMHCTPYMEHTA NIPHHYIUTENBHO.
O6paraTe BHUMaHHE, YTO WIEKTPOHHCTPYMEHT Mpe/THA3HAYEH VIS MCIIOIb3OBAHHSA TOILKO C
BBLICOKMMH TapaMeTpamMu 3pPeKTHBHOCTH

- 3apanHoe YCTPOHCTBO V1A aKKyMY/ATOpa H aKKyMYJIATOP AHTHIH-HOHHBIA HCCTEPHIBHEI H HC
HOVIEKAT CTEPHIIM3ALIHH B aBTOKIaBe.

- Ybenutech, 4TO NnepeKmodaTeb BKIIOYCHHA-BBIKIIOYEHAS HAXOAUTCA B NOJ0KEHHH «O»
(BBIKJIFOYEH), IPEkKE YeM BCTAB/IATH LITEKEP 3apAJHOIO YCTPOHCTBA B pa3beM.

- He ocraBmiite akKkyMy/IATOp Ha 3apsIHOM YCTPOHCTBE HOCIIE 3apsAIKH.

- He xoATaKTHpYiiTE C HECTEPUIBHEIM AKKYMYJISTOPOM BO H30EKaHHe arpia3HeHud. B cayyae

KOHTaKTa COTpPYIHHMKa, MNPOBOAAMECIO ON€palHid, ¢ HECTCPHIBHBIM AKKYMYJIATOPOM,

norpefyeTcs BHOBb IIPOBECTH LpoLEAYRy. At Tl CB cyuae sarpssnenns nunw mm
=2 B [l
Jpenn/puMepa, HeoOGXOAKMEI IOBTOPH. O1b30BAaHHEM.
VEVEER U NACAS5A CHATIBER OF COMBE
c .
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- IMocrie YCTaHOBKM aKKyMy/isSTopa B M3fenne NMofoManTe HeCKOMbKO cekyHp (He Gonee 10
CEKyH[) 4151 ONMTUMM3aLN (KOHTPOSTb KYPKa, MOTOPA W HAMPShKEHS W T. M.) NEpe/] akTUBaLel
VHCTPYMeHTa. ECnn He NoaoXKaaTh, MPMAETCS NMOBTOPHO YCTaHaB/MBATbL aKK>\Y/STop.

- He nbiTaliTech BCTaBUTb MU/bHOE MOMIOTHO B 3/IEKTPOMHCTPYMEHT, €C/IM NepeKntoYaTesb He
HaXOANTCSA B «LIEHTPa/IbHOM (6630MaCHOM)» MOMOXKEHIM TaK KaK MOXHO MOYyUMTh CEPbE3HYHO
TpaBMmy.

- Ona obecrneyeHnss ONTUMaNbHBIX SKCTTyaTaLWIOHHbIX XapaKTEPUCTUK OCLMMPYHOLLIEV
MWbI UCMONb3YATE TOMBKO M/bHBIE MOSIOTHA MPOV3BOANTENS. B MPOTVMBHOM Cilydae MOMXHO
MOBPEANTb UHCTP>TVIEHT.

- Mpy paboTe yaepXKuBalATe MHCTPYMEHT B MOMOXEHUN Mapa/ieNlbHO HanpasnstoLein Ans
PE3KWI.

17.  VHdopMaums 0 HaIMUMK B MEAVLIMHCKOM U3Ae/M NTEKAPCTBEHHOMO CPeACTBA /15
MEAULWHCKOIO  MPUMEHEHUS!, MaTepUasioB XXMBOTHOMO U (MM)  YesIOBEYECKOrO
MPOUCXOXAEHMS

JleKapCTBEHHbIE CPEACTBA /151 MEAVLIMHCKOTO NPUMEHEHIS, MaTepyabl XUBOTHOTO U ()

UEe/IOBEUECKOr0 NMPOVCXOXKAEHNIS B MEAVLIMHCKOM U3AEMAN OTCYTCTBYHOT.

MpUMeHeHVe MeAMLWHCKOTO W3AENMS He CO03[aET CreLMgMUeckoli HeoGXoauMoCTU s
VICMO/Mb30BAHMA KaKUX-MBO OMPEAENEHHbIX NIEKAPCTBEHHLIX CPEACTB ATS K!eAMLMHCKOrO
MPUMEHEHIs!, MaTepPUasoB XXMBOTHOTO U (M/I1) YeNOBEYECKOTO MPOUCXOXKAEHNS.

18.  VHchopmaLyisi 0 HAMUMKN B MEAULIMIHCKOM M3AEMNM KaHLIEPOreHHbIX, MyTareHHbIX
WM TOKCUYHbIX BEBOECTB

KaHuepoleH}ble, MyTareHHble W/WAM TOKCWYHble BeELLECTBA B MEAWLWHCKOM  W3Lenun
OTCYTCTB\'tOT.

19.  VHdopMauysi 0 Ha/MuMM B MEAVLIMHCKOM VI3AENM UCTOYHUKOB M3/EUEHNS 1
PaAMOaKTVBHBIX BELLIECTB

PaIloaKTMBHbIE BELLECTBA, a TaKkKe WCTOYHUKM PaayoaKTVUBHOMO, 3MEKTPOMArHUTHOIO,
TENJ0BOro, 3BYKOBOrO, CBETOBOFO M [Ap. M3MyuyeHWs, a Takke WCTOYHVKM BMGpaLyv B
MEAULIHCKOM U3eNN OTCYTCTBYHOT.

20.  Cnocob NpuMeHeHUs
OcumnnvpyroLLiasn nuna

YCTaHOBUTE MepeK/roYaTe/lb  Hanpas/ieHVst BpaLEHUA B LEHTPa/IbHOE MOJIOKEHVE BO
136eXKaHne HenpeLHaMepeHHOr0 3arycKa.

YcTaHoBKa Nu/ibl

* Haxxmute 3apTH>"t0 6/10KMPOBKY 1 CTBO CBepXy, e pacrnonoXeHsbl
3NeMeHTbI KpernieHus Ninbi.

» BcTaBbTe OCLMNIMPYIOLLYIO MANYe

P EMN(iM
* K- / 5 SokaI; Nol ‘3/a
th eineguvr\/hea%q£S£CTAft|SO — r,a »\r OS7Aio 4t IBRD
- AWEIOr TE aon-.
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OPEAYNIPEXIEHHE 11. Ipn npumenerun muisl AO1 400 He npuiaraifte ypesMepHOE
YCHIIME H HC NOAAEBANTE MIITY. ITO MOKET NPHBECTH K H3rAOy MM MOJOMKE MHJILL, H, KaK
CNIEICTBHE, K HOTEHUHATHHOM TpaBMe.

NPEAYIIPEXJIEHHE 12. [Tpu sanuauu BAAMMBIX NOBpEXACHHI He HCIONb3YHTe H3aeIMe
4 CBKHTECH C HAaLeH KoMnaHuei.

NPEJOCTEPEXEHHE 15. Haxumalite Ha KypoK, YTOOB 3aIlyCTHTb MEKTPOMHCTPYMEHT,
TOJIBKO 110CNIE HAIVICKAIICH YCTAHOBKH MILTB! B HANpaBIsIOMIYIO /A PE3KH. B cryyae HaxaTus
KypKa O YCTAaHOBKH NHIB NpPOH30HAET MOBpeXACHHE MWIBI B PE3YJIbTaTe TPEHHA.
CaeaoBaresbHO, OHO He OyIeT pe3ars IanKo.

NPEAYINIPEXJIEHME 13. He nurraiftech BCTAaBUTh MY B 3MEKTPOHHCTPYMEHT, €CIIH
IepeKiIovaTelb BpAlleHHS He HAXOMMTCA B UEHTPANbHOM (0€301macHOM)» TNOJOXEHHH.
MOXHO NONYYHTh CEPLE3HYIO TPABMY.

JIKCIUTyaTARHA HHCTPYMEHTa

Y6enuBUIHCh, YTO MAJNA YCTAHOBICHA HajUIeKaHmlKM 00Opa3oM, CJIBHHBIC IEpeKUnoyaTeslb
HanpaBleHUA BPAILCHHUA BICBO HIH BIIPaBO, MOC/E Y€r0 OCUHLTHpYIOWas Hwia Oyxer roroa
K pabore.

HaxxMuTe Ha Kypok, YToObl aKTHBHPOBATH mencrpomerefn Ecim nuna e ycranosieHa,
oHa GyZieT NOBPEX/ECHO B PE3Y/ILTATE TPEHAL,.. - -* 3ospien Trads B
Komnanq,glg%%?g}[ Me n}c%lzkpez P

THE CONTINT O it BOsULTEST !
PR OF MANISA CHANBER OF w..v.vl 24
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/ ollepalHH, ITO0K rapaHTHPOBATh ONITHMANBLHYIO OCTPOTY M YHCTOTY IHIBL.
INPEJOCTEPEXEHHE 16. [ins ofecneucHus ONTHMAIBHBEIX 3SKCILTyaTallMOHHEIX
XapaxTepHCTHK HCNob3yHTe ToNbko Mk «J#HCnI¢d Memukan». B nporaBEOM CciTyyae nuia
MOJKET NIOBPEATH Ball HHCTPYMEHT.

NPEAOCTEPEXEHHE 17. IIpr pabote yaepxusaiite MWy B HONOXEHHM NapalIeNbHO
Hanpasjsiome# 1ng pe3xu.

CasTHe UHIbI

Haxovure Ha 3amuTHy0 GIOKMPOBKY CHOBA, II0KA OHA HE OTKPOETCS IOMHOCTBIO, I10C/IE 9€ro
CHHMHTE ITHITY.

Apems/pamep

YcraHoBHTE TepeKTIONaTeNh HaNpaBleHHs BpallleHASs B LEHTPAIbHOE IOJIOKEHHE BO

m30exaHne HenpeaHaMepeHHOro 3amycka. [ToTaHuTe 3a coeMHERnE HACANIKH.

BeraBka Bacanok

f Haxcvure Ha Hacanky, noka oOHa He
3adukcupyercs Ha MecTe. Ecii Hacajaxa He
¢uxcapyerca  HawiexamuM  o0pa3oM,
ClelyeT aKKypaTHO NOBEPHYTb HAcaIKy,
[OKA HE MpOH30HACT COBMEILEHHE CO

CTEPKHEM IPHBOAA.

[IpoBepsre, 4TO COeANHEHHE HAacaIKH

Hacanka ans pavepa HaJuieXxalmmM o6pa3oM 3apHKCHPOBAHO.
Alner Kamal KARANFILC| (IR MAKINA
‘ o, ST
#ERIBLK OF MANISA CHARBER OF COuIRIERC ) sko Yuinus:":r:/‘:lf“:“
YD INDUSTRY Resesation frs | k‘ - 5075291706910
Gol Ticidine. 22056
) “
PRESENY APPROYAL 13t5 307 cou -3
thé Power™ YR
ONTH! ISR ACEFRM.67 ROD
in your hand . Sis o

) 04 JUL 202

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



('“ GCF +90 236236 28 20 +90236 236 B N info.
@ Guzelyurt Mah. 5754. Sok. No:3/A, Yunusem e, Manise -

AKKYDPATHO HOTIHYB 32 HACAIKY.

NIEKTPOHHCTPYMEHT, €CllH NEPEeKmOYaTeNb
BpaINEGHHS HE HAXOAMTCH B LEHTPAIHHOM
(GezonacHoM)» nonoxenun. MoxHo

HONY9ATH CEPE3HYIO TPABMY.
Hacanxa nas ceepna
HPEAYTIPEXAEHHE 15. O6smaremuo
SHOHpaiTe NOAXOALMYIO BACANKY /K
paborh.
Hacanka 278 nNpOBOAKY CITHII
IRCOAYATALHS HECTPYMEHTA

YOeauBUIHCE, ITO HACAAKA YCTZHOBJICHA HAAICHKAIMUM 00pa3oM, CABHHLTE NCPEKHOYATEND
AATIPABACHKA BPAILCHUS BICBO HIH BOPABO, IIOCKE 9er0 HHCTPyMEHT SyAer roros x pabore.
Hazowwre Ha Kypok, 9T00H aKTHBHPOBATD MEKTPOHHCTPYMEHT.

Jlas ofiecnedenys ONTUMATBHEX JKCIUIYATANMORHLIX XADAKTCPHCTHK HCHONB3YHTE TOIHKO
Hacamxu «IUCuDd». B npoTHEHOM Cliyuae HACAIKA MOXKET HOBPEINTE BALIl HHCTPYMEHT.
CHETRE BacajoR

IMoTasnTe 3 CoCMHENTE S HACANKM B NOTAHMUTE 38 CAMY HACAZKY, IIOXA OHA He GyJieT CRITa.

21. Oumcrxa, ge3HBpeKEY B CTEPAIRIANAT
HHCTPYKIIAA 11O OUHCTKE

OuRcTRS BpYIHYID
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1 Tlepeq 04MCTKOIN CHAMUTE BCE UHCTPYMEHTHI
N HaCaJKN C 3MEeKTPOMHCTPYMeHTa. V3BnekuTe
aKKYMY/IATOP M3 HAKOHEYHMKa.

2. He wcnonb3yitte oCTpble 0GbEKTHI AA
OUUCTKN.

3. [Mpomoiite  m3genvMe MOA  XOMOAHOW
MPOTO4HO BOAOIA.

4. Ty6KO/ BbITPUTE YaCTULbI C MOBEPXHOCTU
HaKOHEUHVIKa.

5. Wcnonb3yitTe  Motollee  CpeactBO B
COOTBETCTBUM MY 287-113-98 (MeToanueckme
YKasaHus no Je3vHeKLmK,
NpeAcTepUI3aLMOHHON OYUCTKE "
CTepumM3aumin V3LeNniA MEJMLHCKOTO
Ha3HaueHwus)

6. MogsuraiiTe BCEMW ABVKYLLMMMCSA YacCTSMU
HaKOHeUHWKa, uUTOObl YbeauTbCs, 4TO BCE
3arpA3HeHNs yaieHbl.

7. Ana  KaHoNb  PYKOATKW WM HacadoK
VCMONb3yMTe  LINPWUL, M MHEBMATUYECKUIA

MUCTONET.
arVBrK of- MANISA CHAVBIcR Of COMWIRSE JAFILCI
' IMHibfikY fit;
dlscovcr RS 7APOVA DOV TAOVT
B %erLNfut i1SQlr.i m rr
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8. JlepkuTe PYKOATKY BEpPTMKAIbHO, YTOOH!
BOJIA HE NONana B aKKyMY/STOPHBbil OTCEK.

9. OcmoTpHTE DYKOATKY Ha  npeaMeT
oCcTarouHblx uacTuil. Eciu octaiorcs Kakmue-
1160 9ACTHLLI, MOBTOPHTE NPOLEAYPY OUHCTKH
¥ NPOMbBIBKH.

10. AKKYpaTHO CTPSXHHTE C PyKOATKYU BOAY.

11. Ilporpure pykosTKY 4ucTOii Ge3BOpCOBOl
maArkolf TKaHblo

'
(

|

IIPE}IYIIPE)K}IEHHEEMKoma He norpyxarTe pyKOSTKH H aKKyMYASTOPb! B BOAHBIE pm:r;opu HIH B

YALTPa3BYKOBYIO BaHHY. B npouecce MbiTbs He HCNOIL3YyfiTe BOAY N0A JAaBNIEHHEM.

AND Y
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MPEAOCTEPEXEHWE:

* HE cma3biBaiite pykosiTkn. CMaska MOXET MOBPEANTb BHYTPEHHUIA MOTOPHbI MEXaH3M.

» HE norpy»aiite pyKosSiTKM H akkyM>'ISTOpbI B YXUAKOCTb.

* HE uncnonb3yiite unCTALLWME CPeACcTBa € X/10POM WM X/IOPWUAOM, MOCKOMbKY aKTUBHBIA KOMMOHEHT
BbI3bIBAET KOPPO3VIHD HEPXKABEIOLLEH CTa/N.

» OUMCTKa B YNbTPa3BYKOBOI MOIKE MOXET NOBPeANTh PYKOSTK

* He fonyckaiite BbICbIXaHWS XXUKOCTeR Y TKaHei opraH1ama Ha MHCTPY.MeHTax 10 04MCTKM (Makcumym 30

MUHYT).
Hacagky MOXHO ouyunL athb Byﬂpra38yKOBOI7I MOVIKE u norpyXaTb UX BXWAKOCTb.

ABTOMaTHYeCcKasi 04NCTKa

[Jaoke ecniny Bac eCTb aBTOMATM3MPOBaHHAsA CUCTEMA OUMCTKM, PEKOMEHAYETCS MPOBECTM NPeaBapUTe/IbHYHO

OUUCTKY.

W3genve noaxogut gns MOVKN B MOPOLU,EVI MaLLmHe. OHK pa3pa60TaHb| C MUCNOMb30BaHMEM MEPenoBbIX
MaTtepuasioB, a TEXHOMOMNLW TrepmMeTn3aun npoTecTMpoBaHbl A4 NpPefoTBpalleHna  NPOHWUKHOBEHNUA

)KI/I,D.KOCTeI\/‘I BO BPEMA UCIMOMb30BaHNA N OYUCTKN.

V3gaHre UMeeT Knacc BoAOHeNpoHMLaemocTh IPX 6, obecrneumsatoLLmii 3amty
OT CTPYV XXWAKOCTW MOf, BbICOKVIM AABMEHWEM MO SIHO6LIM YT/IOM.

" «IRFHO( manisa GHAMBIH Ll CoyMFij; AFH'KHTdKARAN:“Ci MAKOVA
joMIfc&Fornan Track GUP AN TinLTD 4TI
unusenTe/MANISA
0752 9170 0010 _
TeSclci,a%
PRIStr~T APPROV.AL DUCS NOT COVER
dr.COVer " or
the po#ér
inyour hand ACFFRMITRO
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1, Cristmirre ce MBoAII:, RIGAGKITE ARKYNYNRTOP HI PYROSTIG,

2. Yaannrte sce criefibl KPOBH ¥ 9aCTUL HOA MPOTOYHOH BoRolt.

3. orpy3ure pyKOSTKH A HACARIG! B WoRTelinep i modixn. Crapaifrech He NEPESIONEATH KOHTEHKHEp K
yoenuTecs, 4T0 MERXY HHCTPYMEHTAMH JOCTATOUHO MECTa Y CBOGOANOH OTUCTKE. PyROSTEH AOKKHD
HAXOAMTECA B SEPTUKANBHOM ROVIOKEHHA,

4. Paforalite B COOTBETCTBUH C WHCTPYKUMAMY TPOHIBOAMTENR Mowowed mammup, Jing omucTRH
AMEKTPORHCTPYMEHTOB HCNIOML3YHTe TONLKO ONOGPEHALS PACTBOPL] B COOTBETCTBHM C PCROMEHAAIMAME

IPOH3BORHTENS.
B KONLER MAKINA
Tic, §¥p. s,
k No:3/A
re/Menisa
: 07529170 %20
OO 52007 T Sittee:12254
, JoctasticlForein Tiads
Ouucrxa » ac3nmpexiia GNORY MHTANHA B 33PRANCTO YCTPoilcTns
1. Xa8 0MRCTRH aKKyMyNsTOpOB M B ¢ ;
- K 0 -01. s0ueksol NeAOHHIPOBAHK Momr o ‘i .
I MBER UF MAMISA CHANIBER OF COMMIFRE.
~0 INDUSTRY Registration Nr #
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2. Ans Ae3snHpeKUMn akeT ynsSTopoB 1 3apsigHOro YCTPOICTBa, HaHecUTe Ae3MHMLIMPYHOLLIEE CPeaCTBO
Ha HOBYIO 4MCTYHO MArK)'t0 GE3BOPCOBYHO TKaHb W MPOTPUTE 3apsiAHOE YCTPOWCTBO U akKyMy/STOpbI.
O6patuTe BHUMaHWe Ha TO, YTO He CnedyeT pacnblffT» CPEeACTBO HaMPsIMYH) Ha WMHCTPYMEHTI.

BbINosHsiiTe  MHCTPYKLMAW, NPEfOCTaB/IEHHbIE MPOM3BOAUTENEM UCTIONb3YEMOTO  AE3MH(ULIPYHOLLIETO
cpeacTsa.

MHCTPYKUUA N o CTEPUTNSALNN

MoaroToBKa K NpoLeccy ctepuamsanmm

NomecTute uncTble U CyXue n3genmsa (pyKOFITKI/I, HacCafKu, HanpaBnmow,me) B NpeAHasHa4YeHHbIE A1 3TOHO

MecTa B KOHTeliHepe ANns CTepuiMsauym. 3akpoiiTe M 3adMKCHpyiiTe KpbILKy KOHTeiHepa s

CTepUM3aLMN.
. ACF METiKAISYRANP MAKINA
AperkemalKARANALG SAFYI ve\Tic.|p'd
. . . Ozctyu™ Mah. sV~ okak No:3/A
= -KUi 0 MA{;,0CHAMUR:  GCOMMHEIE '236 23u28 20 'VAnusemre/M.e.NiSA
4 ‘rsis MA: 000Sh sz 9170 0010
G lirfcH50 1244
AFPEKA bi{ DNOTCOMY 29
the power ACT.mM fi7 ROO
inyour hand
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Hacnomxax 15 ptxtrpa Hacanka 1,17 csopuia Kix>s [1151 kacamol

BuTaraLen

\cTaHoBK!{

JTHUHIOs

Hacanka 414 Hacanka X14
MPOBOAKN CTLL MPOBOAKN T ux

PekomeHgaums no crepunmsauum
Hanbonee aheKTUBHBIA METOA CTEPUAM3ALMN W3OS naposas cTepunmsaums. VHCTpYMeHTI

CMOCOGHBI BbiAEPKMBATL PEKOMEHAOBAHHOE BPEMSI BO3AEVCTBIS 1 TeMMepaTy'py MapoBOi CTEPUI3ALMN.
[Opyrvie MeToab! CTEPU3ALIN HE PEKOMEH\HOTCS.

B cn>'vae KpaiiHei HeobXoayMOoCTH:

a. VIHCTpYMEHTbI MOXHO CTEpU30BaTh C MapaMeTpammn nporpamMmbl 134 °C npy MUHUMaIbHOM BPEMEHN
BbIAEPXKKN 4 MUHYTbI B TabnuLe «MapameTpbl CTEPUN3ALIANY.

b. CTepunn30BaHHbIe (CTEPU/bHbIE) UHCTPYMEHTbI CrieA>'eT MCMO/b30BaTb BCKOPE MOC/E CTEepUM3aLyn.
ABTOKNAB [O/MKEH HAXOAUTLCA KaK MOXHO Onvke K OMepauyioHHOR, W (MnW) CTepLLTM30BaHHbIE
VHCTPYMEHTBI JOMKHbI TPAHCMIOPTUPOBATLCA k MECTY MUCMO/b30BaHMS B aCEMTUYECKIX YCIOBUSIX.

MapameTpbl cTepunmsalmm

MuH1ManbHoe MuHV1MasibHoe
MuH1manbHas AnntencHocTb
Twn cTepunmsaymm [aB/eHve B Kamepe Bpems
Temnepatypa N CYLLKM
BO3[elCTBYS
MpepgapeTenbHoe LO
273°F(134°C . . 4 MUHYTBI -
BaKyyMVPOBaHIie ( ) JaresicSEaEgliaA 4 5-30 MuHyT
A aKCUMa[IbHOE KOMIMUECTBO LKIOB cTOOI®ENIBLLe Gonee 15000 A
QVLER MAKINA
Wt 0( MaNISACHAMBfROF COLU,MA. Iffl(aMNo:3/A
“BBuionwy ibon'rfRVANISA
: 9751700010
“'pOW e/« CO.NrEv)g" GOMN ACF.FRM.67 ROO
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22. VYenosBum HRCOAYRTANEH
Temueparypa okpyxaomett cpeant ot +10 0 +27 °C

OmocurentHas BrakiocTs o1 30 no 75%
23. ¥ciaoBug TPAHCHOPTEPOBAHESA H XPSHEHAN
Temueparypa: (-40) °C - (+50) °C.
OTHOCHTENBEAY BAZKEOCTD: A0 95 % OTHOCHTEMMHON BIAKHOCTH (0e3 KORICHCAIER).
Atmoctepeoe zapnenne: 76 xIla - 106 xlla.
Yxazanus no xparenuo
XpamuTh B 3aKPAITOM CYXOM NOMEIRCHAM ¢ Xopotel BeHTANAIHCH,
Xpaunth B MECTe, Iie AaRICHHE BO3yXa, TEMICPATypa, BAAKHOCTh, BOHTHISIN, CONHETREI
CBeT, LI, COJIb, HOHH He OKA3hiBAIOT HeGArONpHATHOIO BoagecTByS.
XpaauTts B 6c30MacHOM MecTe Ge3 packa BROpaLMy | YAAPOS.
He xpanpTs Ba cCKIa18X XAMHKATOB WA B MECTAX BHPabOTKH rasa.
Mazenne & ero cocTapanic 9acTH HeOOX0AMMO NPeABapUTEILHO OUHIIATH H PACTIONATATH Tak,
910K OHR HE CONPHKACAMACH C NOCTOPOBHAUMH BEIIeCTBAMH.
Coznepxars HiAenue B YHCTOTE, IT00HE 3T0 HE IOMEINANO CAEAYIOMEMY HCTIONb30BAHMIO.
Yxasanuz no mpancnopmupoeanuio
TpancmopTHpOBATH H3JEANE B TPAHCIOPTHON YIIAKOBKE JOIYCKAETCS BORAYIHEIM, MODCKHAM H
HA3eMEBIM BHAAMH TPAHCIIOPTA B KPRITHIX TPAHCHOPTHEIX CPENCTBAX ¢ 3aMUTOH OT OCARKOS ¢
cofunoneHHeNM ACHCTBYIONAX NPABHII HA COOTBETCTEYIOIIEM TPAHCIIOPTE.
Hanemae nomsuo GLITH YCTORTHEO K MEXAHHYECKHM BO3NCHCTBHAM PR TPAHCIIOPTAPOBKE:
- BEOpaItBOEHEM HArpy3KaM B Jranasore 10-55 I'n # amnmatyne nepememenas 0,15 My;
- YAAPOHPOTHOCTHIO TPH IHKOBOM yckoperuan 100 m/c2 (10g) ¢ mmTensrocTsIO 16 MC.

24, Texmmvecxoe o6CTyXMBARNAE H PEMOET
B ciyuse orxasa Wi HCACOPABHOCTH JICKIPOEHCTPYMEHT clexyer BampaBats AQ

«Meanuunckae WRROBaImI? N4 peMOBTA.

3arpaiHCHBLIC HHCTPYMERTH TPeOyeTcs: OURCTHTS, IPEAE YeM HaNpaBISTh X JUIS PEMOHETA
HIIF TEXO0CTY KBBAHUS,

Heucnpasneie BECTPYMEHTH 3aIPEHIACTCA HCINOMB30BaTh. ECIM  OTPEeMOHTHDORATDL
SNEKTPOHHCTPYMEHT He MPENCTARIZCTCE BOSMOXKHBIM MM HENecoo0pasHhIM, €0 CHexyer
YTHARMPOBATH B COOTBETCTBHH € PasaenoM « Y THIH3AIMS OTXOAOBY.

Ilpu Bo3Bpare NUTAH-HOHHEIX M 8KOMBTECH ¢ NpaBRIAMH HX
TPRHCIIOPTHPOBKYE. )
Fn B 2N Mm
“_lI; 50 CHAMBER Mﬂ (mpone;
M RDER OF MANISA CHAI T ak No :3/A
ALD I'éDUSIRY Regisiration N ‘ - £ 20 Yunusensre /MANISA
ot . v " horsis m 9170 0010
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PexoMeHayeTcs IPOBEPATH H3IENHRE EKETOIHO.

Tonbxo xBaTHHRIMPOBAHHEIA NIEPCOHAN MOXET NPOBEPATH IT0 06OPYAOBAHHE.

HeoGxomuMo o6paTuTecs K YNOMHOMOYCHHOMY OpPEACTABHTEMIO B CTpaHe
HCNO.1b30BaHHUS H3ACIHA.

Ilepuon nmposepku: 1 pa3/1 roxa

B ciyyae oGHapyxeHHs HEMCIIPABHOCTH M3AENHS CHaYasla CBSKHTECH C NPEICTABUTENIAMH
xoMiannd AO «Memuunnckae MaHoBawumny». [loscHrTe npeacrasurensM xomnanud AO
«Menmmuckne HAOBANMAY», Kako# KOMIIOHEHT H3IENHAS BLIULEN U3 CTPOA.

Beprute n3zenmue ¢ oOGHapyXKCHHOM HEHCTPaBHOCTBIO NPEACTABHTEAM Kommanun AO
«Memumuckue UaHoBaimn»

25. TapanTum npon3BoaHTENN
[Ipon3BomHTelb rapaHTHPYET COOTBETCTBHC KadecTBa H3le/uii TpeGoBaHMsIM HacTosmeit

TCXHHYECKOH JIOKyMEHTAllHH NpH COOMOACHHM ITPaBHJI TPAaHCHOPTHPOBAHHA, XpaHECHHA U
YCIOBHi# IKCILTyaTallHH, YCTAHOBIECHHBIX HACTOAMEH TEXHUIECKOH JOKyMEHTALlHH.
lapanTHiiHBI CPOK JKCILTyaTamuu - 12 MecslleB €O IHS HPOAAXH NPH BRINONHEHHAH
TpeOOBaHHH MHCTPYKUMH IO NPUMEHEHHIO;, 33 MCKIIOYEHHEM ObICTPOW3HAIIMBAIOLIHXCH
nerasiedl M NOBpPeXKIACHHH, MPUIUHEHHBIX BCIICACTBHE HEHaIeKalero oGpameHys.
I"apanTuinsni cpok xpanenus - 12 Mecaues. I1px oOpamennn norpeGuTess no rapaHTHH CpoK
SKCILTyaTalliX 3aMEHEHHBIX JacTe#t He OOHOB.1eTCA.

Cpox ciryxOsi -5 eT.

26. Yrammanus
YTHAH3aLASL NOIKHA [IPOBOIUTLCA COITIAacHO MpaBuiiaM M HopMarueoB CaunlluH 2.1.3684.

Hznenns, He HMeEBIIHE KOHTAKTa C MAAEHTOM — JMHAJEMHAOIOIHIecKH Ge30MacHbIe OTX0b,
yTHJIM3MPOBATh KAk OTX0Ib! Kiacca A, B coorBercTBaM ¢ CanlluH 2.1.3684.

Bce nmpuHapIeKHOCTH M KOMIIOHEHThl MEAMIMHCKONO H3/CJIHA, BXOJHMBIUME B KOHTAKT C
GuonorugeckuMH 00pasuamHi, Ha TeppHTOopHHE P® yTHM3HpYIOTCS KaK oTXoaml kinacca b
(anunemuonoruyecky onacuule) — no CaulluH 2.1.3684-21.

1IpuGop 1 ero MEeKTPOHHbIE KOMIOHEHTH! YTHIIM3HPYIOTCS Kak oTxoanl kinacca I o CanlIuH
2.1.3684-21.

YHHAYTOXEHHE OCYIIECTBIAECTCA OPraHU3aMAMU, HMCIOLIHMH COOTBCTCTBYIOLLYIO THLEH3HIO,

Ha ClIeHUAJIbHO o60py}103anﬂux ioniaakax, InoJMroHax g1 B IoOMEmMEHUsAX B COOTBETCTBHH C

TpeOOBaHHMIMH, TIpe.y CMOTPCHHARSHK LN, M# PenepalbHbIME 3aKOHAMM, M C
coGmoncHHeM 0OA3aTEBHBIX TptOos e cpeabl, IpH
HCIOJIE30BAHAM METOO0B, COITIAco HBIMH: OpraHaMHY, OTBETCTBEHHLIMH
¥ MTBER OF MANISA CHAMBER OFQOMNER
3 TDUSTRY Resiatration Kir: F MEl MAKiNA
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3a CaHUTaPHO-3aNMAEMNO/IOIMHECKOE O/1arornosyvme HaCeneHua.

27.  Tpe6oBaHUs K OXpaHe OKpY»KatoLLeli cpeapl
IMe[mr jaHCKOe M31eNMe YI0BNETBOPSIET YCTaHOB/IEHHBLIM 3KOMOMYECKM TPEGOBAHMSIM.

M3genve He COAEPXWUT B CBOEM COCTaBe, a TaKke He MPOM3BOAWUT W He BblAenseT mnpu
VCTIbITaHUW, XPAHEHWW, SKCTITyaTaLWM U YTWIN3AXLLM BPEAHbIX BELLIECTB, CMIOCOBHbIX HAHECTH
BpE/, OKPY>KAIOLLIEV NPUPOHON cpefe, 300POBbHO U FeHETYECKOMY (hoHmy™ YeNoBEKa.

28.  TlepeyeHb NMPUMEHSIEMbIX HALIMOHABbHbLIX CTaHAAPTOB
IMepeyeHb NPUMEHSIEMbIX HALWIOHA/IbHBIX CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MEAVLIMHCKOE

u3penve:

FOCT P 50444-2020 [Mpr6opbI, annapatsb! ¥ 060pyA0BaHME MEAVLIMHCKYE.
O6LLIe TEXHUYECKVIE YCOBYA.

FOCT P M3K 60601-1-2022 V3nenvs MegyumMHCKme anekTpuyeckie. Yacts 1L
O6Lupe TPeOOoBLLLLIA 6e30MacHOCTM C YHETOM OCHOBHBbX
(hYHK1LIOHaSTbHBIX XapaKTepUCTUK

roct P MBKO0R01-1-2-2014  Vi3penust MeavmHCKue aneKTpuyeckue. Yactb 1-2.
O6Lupe TpeboBaHMs 6e30MacHOCTM C YHETOM OCHOBHBbIX
(hYHKLMOHa/TbHbIX XapaKTepuUCTUK. 11apan/ieNbHbiin
CTaHAAPT. SMeKTpoMarH1UTHas COBMECTUMOCTb.
Tpe6oBaHVA U UCTIbITaHWS

FOCT PICO 15223-1-2023 V3penua meguumHekve. CMMBOSbI, MPpUMEHsEMbIe Ans
nepefayun HpopmaLm, NpeaocTaBnsemMon
nsrotoBuTenemM. Yactb 1. OCHOBHbIe Tpe6oBaHMs.

OCT P M3K 62366-1-2023 W3penua meguupmHekme. YacTb L MpoekTrpoBaHme
MEANLHCKUX U3LeNNIA C YYETOM 3KCrTyaTaLyOHHOM
NPUroLHOCTH

OCT P M3K 60601-1-6-2014  V13penns MeULMHCKYE aeKTpuyecke. YacTs 1-6.
O6Lupe TpeboBaHKS 6e30MacHOCTM C YHETOM OCHOBHbIX
(DYHKLMOHa/TbHBIX XapaKTepUCTUK. [ONONHATENbHbIN
CTaHJAPT. JKCrUlyaTaLUyoHHas MPUrogHoOCTb

29. Peknamauus

Mo Bcem BoOMpocam, cBssaHHbIM € 0°°gg™\gji"g[vi™jVBjgipKoro n3gennsa HoHE 4 FR MAKINA
LTD.

Heo6Xx0AMMO 0BpaTUTLECA K YLoHOMoYeLL tn!iMINAS S reuTento Sokak No-3/A
Yimuietf'fc/V ".NiSA

AKLVMOHepHoe 06LLECTBO «MeauLmHe: P12 arfoo>ro

_yl.l_. (ﬂll)mN; 19y it S
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Poccns, 117342, TMOCKBA, BH.TEP.I. MYHUIIATIAJIBHBIM OKPYT KOHBKOBO, VI
BYTIIEPOBA, 1. 17, [IOMEIIL. 95/3

Ten. +7 (985)-308-73-89

e-mail: ino.medics.rus@gmail.com

30. DaeKTPOMArEATHas COBMECTHMOCTD

ACF Medikal Uriinler Makine Sanayi ve Ticaret Ltd. Sti.
INpon3soanrens Nosensiopr Max. 5754. Cok. Ne: 3/A lOnycempe, r. Manuca, TYPLUUA
(Gtizelyurt Mah, 5754. Sok. No:3/A Yunusemre, Manisa, TURKEY)

Henbitanna Ha  noMexoyCTOHYMBOCTD M M3yHEHME IS  MEAHLMHCKOTO
MEKTPOOOOPYAOBaHHA, TIPHMEHACMbIE K HCNbITyeMOMy o0OpyaoBaHuio, B
cooTseTcTBiH €O cranapramu TS EN 60601-1-2, EN 60601-1-2, IEC 60601-1-
2.

Otyer 06
WIEKTPOMATHHTHOMN EMC17-0140/R1

COBMECTHMOCTH Ne

«Dnsbgac InexTpuk Iaextpounk Cau. Tumk. A.lLLy

Ouneparop ucnbiTanug: .
(Eldas Elektrik Elektronik San. Tic. A.S.)

Cranaaprsi 418 HCNLITAHHA:
TS EN 60601-1-2:2016 H3aeans meanuuuckue exrpuueckue. Yacrs 1-2. OGume tpeGosanus GesonacHocTn
€ Y4ETOM OCHOBHBIX (YHKUHOHANLHBIX XapakTepHCTHK. [lapanneasHsiit CTaHAAPT. DeKTPOMArHUTHLIE

nomexu. TpeGoBaHus 18 HCNbITAHUS.

1EC 60601-1-2: 2015 H3aenus MeauuHHcKkue MekTpuieckue. Yacts 1-2. O6wne TpeGosanns Ge3onacHocTs ¢
Y4€TOM OCHOBHBIX (YHKUMOHANbHBIX XapaKTepUCTHK. [TapasiensHelit cTaHIapT. INeKTPOMArHHTHBIE NOMEXH.

TpeboBanns # HCIBLITAHNA.

1EC 60601-1-2: 2014 H3neaus meamunHckue mekTpudeckue. Yacts 1-2. OGmue TpeGoBanus Ge30nacHOCTH ¢
y4ETOM OCHOBHBIX QyHKIMOHANbHBIX XapaKTepHCTHK. [lapannesbubiil cTaHaapT. DIeKTpOMAariHTHLIE TOMEXH.

TpeboBauna 1 HCMBITAHUA.

HenoiTaung na llOMCXO.VCTOH'IIIBOm H Hi1yYeHREe A8 MCIHUHHCKOIo mempooﬁopynosaﬂun

HcenbiTauHa Ha NOMEXOYCTOHYHBOCTD Crauaaptel ucnmrauuii (TS/EN/IEC)

Hcnwita Ha YCTONYHUBOCTDL K Wi HYECKHM
CMLITAHME HA ¥ KTpoOCTar 61000-4-2

pazpaaaM.

Henbirasime  Ha  yCTOH4HBOCTL K HIRRAI MJL.CI

PANHOYACTOTHOMY NEKTPOMATHHTHOMY MOMKL puviwsuradfiows ot fiwd

IMHCCHOHHOE HINYHCHUE P - ! ,E// - \

Lo —

VEIBEE GF TANSA CHANBER 05 LUS g
AN INDULSIRY Rezivtration Nr'mt »
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[MarH1THbIE MO NPOMBILLIIEHHOM YaCTOTbI 61000-4-8

SNIEKTPOMAIHUNTHAA COBMECTUMOCTb

Tabnuua 1. N3nyyeHne
PYKOBOZCTBO Y1 3as1B/1eHE MPOM3BOAVITENA  3/IEKTPOMArHUTHOE U3/TyueHme
INEKTPOXUPYPIHECKUI UHCTPYMEHT «UACK3dp» / Mogy bHbIA KOMMeKT / akkyrrynsatop / atukeTku (Ne AOL
400  A01310) npeaHasHayeH An1s 1CMOMb30BaHMS B AMIEKTPO.MarHTHON Cpefe, YKa3aHHOM HVDKE. 3aKa3umK
W 10/ 1630BaTeSTb AIEKTPOXMPYPrMUECKOr0 MHCTPYMEHTa «MCU3» / MOLY BHOrO KOMIVIEKTa / akeT > smopa
[ atukeTkn (N2 AOL 400 - Xa AO! 310) fomkeH 06ecrieunTb UCMasb30BaHMe MHCTPYMEHTA B COOTBETCTBYTOLLX
YCTIOBYSX.

WcnbiTaHus Ha n3nydeHns CoOTBETCTBME TPe6OBaHNAM  MeKTPOMAnLLUTHas cpefa — yKasaHus
NEKTPOXUPYPINYECKHI VHCTPYMEHT
«MCnSd» [/ MOOynbHBIA  KOMMIeKT  /
aKkkyMysaTop! aTukeTk (0 AOL 400 X«ADL
310) ucrione3yeT PY 3Hepruio ToMbKO A

PY m3nyuerns no CISPR 11 Mpyrna 1 BHYTPEHHel  (oyHKuuM.  [akuv  06pasom,
pafvoYacToTHoOE  M3/lydeHe MpMbopa O4eHb
Ma/10 W, CKOpee BCEro, HUKaK He MOBMWSeT Ha
pabory pacrofoenHoro  nobnmsocTu
3MEKTPOHHOIO 060PYA0BaHNAS.

PY wznyyerna no CISPR 11 Knacc B

3Ammcers  rapMOHNYECKUX

coctasniAtoLyx 1EC 61000- HenpuveHUmo

AneKTpOXVpYpPrdeckllii VHCTPYMEHT
«MCnS» /  MomyMbHbIA  KOMIVIEKT  /
akkymynsatop / sTuketkn (N&AO1400  X<A01

32
310) roxo, 1 MPUMEHEHUS! B YCIOBUSIX
MamyueHns  oT  peskux ) T AR T y
npoeccuoHaIbHOTO MeANLIMHCKOro
rneperazgos
. HenprmveHnmMo YUPEXOEHWA, HO He /19 NMPUMEHEHWS Ha oMy
HanpsbxeHus/konebaHniA no
WM B OCOObIX YCIOBMSIX.
TEC61000-3-3

Tabnuua 2. Y CToRUMBOCTb
AneKTpoXIpypr NHECKHIA MHCTPYMEHT «IMACKId» / MOAybHbIA KOMIMIEKT / akkyMyrsTop / 3TUKeTKA (0% AOL
400 XeAQ] 310) npeaHasHaueH /11 UCMOMb30BaHIA B 3MEKTPOMArHUTHOI CPefe, YKasaHHON HIDKe. 3aKa3umk
W M0/b30BATES b 3/IEKTPOXMPYPIUHECKOrO MHCTPYMEHTA «QACMI(»MOAY/IbHOr0 KoMriekTa /
aKkKymynsTopa/ aTukeTkn (3 A01400  X%» AO1310) fo/mkeH 06eCrieumTb MUCMoMb30BaHNe VHCTPYMEHTA B
COOTBETCTBYHOLLWX YCIOBUSAX.
PykosoacTso n 3aABNEHNE NPOn3BoauTeNs — ane!  )OMarHWTHas yCTONYMBOCTb
i DNMEKTPOXMPYPIMYECKHIA MHCTPYMEHT «QCu3d» / Moayablbl 1LLnarvr / artonsaTtop / stuketkn (X° A0L

1400 * X« A01 310) npeaHasHadeH 15 Ueronb3o] exrpAITariTHbIA cpefie, yTasaHHON HIbKe. 3aKa3umK
.. WWnonb?u”e|™s, 2 Ne>oxupypruPsp) mnxxas|iieTe «3MCndg» AC0420110; eHa  P9eumTb
AFSO
Y LLUKLUA

5754 55kak .No’3/A

¥ «2 N 23d7.« 20 Yunuset."rG/IV!/:.rHSA
tH;rQer_W erlSO & 50/ o
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HCMOAL30BAHHE MHCTPYMCHTE B COOTBETCTBYIOLIHX YCJIOBHAX.

infoaacfco
Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Manisa - Turkiye

Yposesb nposepky
Hensitanue wa Yposenb NeKTPOMArHHTHAS cpela
COOTBETCTBYET
YCTORYABOCTD COOTBETCTBHHA — yKa3auus
cravaapry IEC 60601
[onbt aonxHbE 6b1TH
JepeBAHHLIMHU, GETOHHBIMN
HTH BbLIOWEHHBIMH
KEpaMHYECKoR nnnTkoil.
IneKTpocTaTHYECKHii pa
pa (3CP) 8 kB (xoxTaxT) 8 kB (konrakT) Ecau noabt nokpsiThi
3pAL
no 1EC 61 5 15 kB (803ayx) 15 kB (Bo31ayx) CHHTETHYECKUM
MaTEpHATOM,
OTHOCHTEJIbH2R BAAXHOCTD
DOMKHA OBITH He HITAKeE
30 %.
HanocexyHnaubic 2 kB ana auuuit nuranus
HMNYJILCHbIE NOMEXH + | kB ans nuuuii BBOMA 1 HT H/TI
no [EC 61000-4-4 BbBOJA
+ | kB Mexay aHHHSMH
Buibpoc Hanpsikenus
+ 2 kB Mexay AMHHAMH H HTI H/TI
no [EC 61000-4-5
3emaeit
< 5% UT (nposan > 95 %
ot UT) Ha 0,5 nepuoaa
ITaaenna, xparkoBpeMeHHbIC
40 % UT (nposan 60 %
NIPEPbIBAHHA N H3MEHEHHA
or UT) Ha 0,1 cex
HANPAKCHHA HA TMHHAX HM HTI .
70 % UT (nposaa 30 % |
MEKTPONUTAHHSA i
or UT) Ha 0,5 cek
IEC 61000-4-11
<5 % UT (nposan > 95 %o
ot UT) Ha 5 cex
MarHiTHbie noas
NPOMbILLICHHON 4acTOTh!
JONAHB ObITH
MaruutHoe none
COBMECTHMBIMH €
POMbILNEHHOM HaCTOTB ;
30 A'm 30 A/m YPOBHAMM,
(50/60 I'u)
NPHCYTCTBYIOLIHMH B

no IEC 61000-4-8

Amw_mwl

AKHWIbIX, KOMMEPYECKHX
noMeweHNAX WiH

GONBbHUUHBIX NOMEILECHHUAX.

TMMPUMEYAHHE. Ut --- sanpaxkeHHe CETH NEPEMEHHOIO TOKA A0 MPHMEHEHHSA MCALITATENLHOTO YPOBHA.

PyKoBoACTBO B 38sIBJICHHE NPOU3

WEABER OF MANISA CHAMBER OF CaNIE

ANDONDLSTRY Remelicton Ar

tﬁlél,ﬁbwen%stﬂ APP

in your hand .

1

isas NOT COVE!:

THE COSTESE U YD DOCUNIENT
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HCNOIL30BAHRC HHCTPYMEHTA B TaKNX YCIOBHAX.

SnexTpoxupyprudeckuil HHCTpYMeHT « IUHCuId» / MoayabHbH xoMmIeKT / anwynmﬁ £ yrikeTsH (Ne AO]
400 — Ne AO1 310) npeana3HadeH AnA HCNONL30BAHKA B 3TEKTPOMArHATHOM cpee, ykazaniol Hinke, 3akazynk
WY NOIB30BATENL NIEKTPOXRPYPrHIECKOTO HHCTpYMeHTa « DRCrId» A00 120 aomxken ofecneunTs

HcenbiTanye na

ycroiiunsocTs

Yposenn
NPoBEPKH
COOTBETCTBYET
cranapry IEC
60601

YpoBeHb
COOTBETCTBHA

INEKTPOMATHHTHAS Cpeaa — YKa3aHHA

KonayxTusnnie P4
NIOMEXH
IEC 61000-4-6

3 B zeiicreyiomero
HANPAKEHHA

ot 150 xI'n

a0 80 MI'u

Tlons  nomkHm  ObITB  gePEBAHHBIMH,

6eToHHBIMU i BLUTOKCHHBIMH
Kepamuyeckoit rurrioii. Ecnu nonsl MOKpHTH
CHHTETHUECKHM MAaTCpHANOM, OTHOCHTEIbHAR

BIAXKHOCTH JOJIKHA OBITH He HiKe 30 %.

PY
IEC 61000-4-3

3B/™
or 80 MI'u
0250

nv\r WE{-,A’PP“” i mow

.
"'-"' “He

‘h'f‘

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

or 80 MI'u
n0271Tn
[E1] 3 B/m

Alner Kemal KARAN
Kt o T

NPUMEYAHUE 1. Tipn yacrore 80 MI1{
NPUMEYAHUE 2. lanHble HHCTPYKI

R WTRN Regi,cation '-r sgi?c

-I&'d‘,b

Paccroanne  Mexay ﬁépenocuuu H
MOGHIbHBIMH PaIHOMACTOTHBIMH CPEACTBAMM
CBA3H H MOOBIMIt YacTaMK m3zenns Ne 7800, 8
T. 4. Kabe1aMH, He AOKHO ObITh MEHBILE, YEM
pexoMeHIyeMblil MPOCTPaHCTBeHHLIH painoc.
no d¢opmyre B

YacToTh!

KOTOpHI  BblYHCISETCA

3aBHCUMOCTH  OT nepenarinka.

PCKOMCHII)’CMHC PACCTOAHHA:

d = 1.2 \P 118 -manazona ot 80 MU' 10 800 Ml u:
d =23 \P 118 auanasona ot 800 Min 10 2.7 [T |
me P - MakCMaIbHat HOMHHZ1bHas |
BbIXOJHAA MOINHOCTb MEpeAaTHiKka B BATTax
(BT) coraacHo JaHHBIM NpoOsI3BOANTE 1S, a d
PEKOMEHIYEMOE PacCTORHME B METpax (M).
HanpaxeHHoCTL nois OT  PHUKCHPOBAHHBIX |

KaK .

|

PaanovacTOTHBIX nepenaTdikoB,

onpeaeieHo WMEKTPOMATHHTHBIM ’
obcnenoBannem yuacTtka®, 100KHa ObITL HitKE
YPOBHA COOTBETCTBUS B KaXIOM YaCTOTHOM
BGnu

OTMCYCHHOMNO YKa3aHHbIM HHXE CHMBOIOM,

auanaione®. o6opy10BaHHs,

MOTYT BOZHHUKHY Th NOMEXH:

infoa acf.com.tr
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WICKTPOMArHUTHOIO CHIHANMA MOTYT OKa3blBaTh Bo3xciicTBMe abcopluMs ¥ OTpakeHHE OT KOHCTPYKUmA,
TIpeAMETOB H Miofeil.

a. HanpaxeHHOCTs oA  CTALMOHAPHBIX  MEPENaTuYMKOB, HanpuMep, 0a3oBBIX  CTaHUMA  is
(coToBbLIX/0ECNPOBOAHBIX) PAAHOTENCHOHOB H HA3EMHBLIX MOOMIBHBX DaaNMOCTAHUMHA, HOOHTENBCKHX
pannocTanuuit, sewanns B ananasose AM u FM u Telepeulanus, HeBOIMOKHO TOMHO NPOTHO3MPOBATH C
MOMOWUIBIO TEOPETHUECKMX METONOB. JINA OUEHKH RIMAHMA CTAUHOHAPHLIX PU-nepenaruuxos Ha
AIEKTPOMATHHTHYIO Cpely clieldyeT NpeaycMOTPeTb WIEKTPOMArHUTHBE HCCAENOBaHMA HA owaaxe. Ecau
H3MEPEHHAA HANPAKEHHOCTH NOJIA B MECTE, 1€ HCNOB3YETCR MEKTPOXHPYPTrHUECKHH HHCTPYMEHT « IACHIP»
{ moaynbHbIA KOMANEKT / axkymyasTop / yruketku (Ne A01 400 — Ne AO1 310), npesniacT BhiLIEyKA3aHHbIR
NPHMEHHMbIH YPOBEHb COOTBETCTBHA PAAMOUACTOTHBIM XapaKTepHCTHKAM. B ciyuae HaGmoeHHA aHOMANBHOMN
paborsl  MOryT foTpe6OBaTLCA  JONOMHHTENbHBIE MEpbI, HANPHMEP, WIMEHEHWE ODHEHTAUMH WIH
MeCTOMOIOKEHHS AEKTPOXHPYPrHYECKOr0 HHCTPYMEHTa « DHCuId» / Moayablbilh KoMmnekT / akKymyasTop /
3THKeTRH (Ne A0 400 - Ne AO1 310) b: B auanasone yactor or 150 kI'u a0 80 MI'y HanpskeHHOCTS NOAS

IOMKHA ObiTh Metee 3 B/M.

PexomeHayeMbi/t NPOCTPAHCTBEHHbIH pa3sHOC MeXKAY NEPEHOCHHIM # MOGWIbHBIM  PaZHOYACTOTHBIM
00OpyROBAHHEM CBASH M IEKTPOXHDPYPIHUECKMM HHCTPYMEHTOM «DHCHIG» / MOXY/NbHBIA KOMILTEKT /
axkkymyaarop / stuketkH (MNe A01 400 - Ne AO1 310)

INEKTPOXUPYpriueckuil MHCTPYMEHT «DHCHDIP» / MOLYIbHBE KOMIUIEKT / aKKyMYNSTOP / 3THMKETKH (M_:
A01400 -~ Ne AOl 310) npeauazHayes ANA MCMOIB30OBAHWA B WIEKTPOMArHMTHON cpene, 8 KOTOPOi
KOHTPOAHPYIOTC H3NY4aeMble PaAHO4ECTOTHBIE IOMEXH. DNEKTPOXHPYpruuecKuit HHCTPYMeHT « MCHId» /
MOAYAbHBIA KOMIACKT / akkymyasTop / stuketku (Ne A0 400 — Ne A0 310) moxeT noMoub NpesOTBPATHTD
MEKTPOMATHKTHLIE NMOMEXH MPH MOAAEpPXAHHI MHHUMAIBHOTO pAcCTONHHS MEX1y MOPTATUBHLIM W

MOOH/IBLHBIM  PaaHOMACTOTHLIM  0GOpynoBaHueM CBS3H  (NepeiaTdukamMu) M WIEKTPOXMPYPrHYECKHM

MHCTPYMEHTOM « IRCHId» / MOAYALHBIR KOMMINEKT / aKKyMYAATOP / 3THKETKH (Ne AO1 400 — Ne AO1 310), xak

PECKOMEHAORAHO HIDKE, B COOTBCTCTBHH C MakCHManbHOMN BLIXOAHON MOLHOCTLIO OGOP)QIOB&H}M CBA3HU.

Maxcumanbuas
HOMHHAILHAR

BLIXOZHAs [pocTpancTBenHblil pa3noc, HCXOAR H3 3HAYMEHHI YACTOTHI NEpPeAaTUHKE (M)

MOLIHOCTD

nepeaaTIHKa, Br

or 150 «l'n Or 80 MI'y
10 80 MI'y 70 800 Ml
d- L2+P d-12vP . )
Or800MI'u0251Tu
Makcumaabnas
d:23\P
HOMHHAILHAS Cranaspr Cranaapy
BbIXOAHAA HCRLITAHNS HA | HCNBITAHUR Ha
AHAAPT HCHBITAHHA HA YCTOHYHBOCTD:
MOIHOCTD yeroituusocTs: WMANF 8‘
. : Fnitd ROIAYKTHBHBIC PU novexu
nepeaaryusa. Br KoHayxTHsHbE o

NOMEX#H, HABCICHHLIC

Ot ‘
them eogr\ﬁéisdr” [ | QPJ&&?M S HOT COVER

el hun N GE THE DOSURE S
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Guzelyurt Mah. 5754. Sok. No:3/A, Yunusemre, Maniso - Turkiye

[EC TORAW no IEC

61000-4-3

012 023
0,37 0,74
12 23
37 74
12 23

[na nepefaTuMkoB C MakCUMabHOW BbIXOOHOM MOLLHOCTBIO, He YKA3aHHOM Bblille, peKOMeHZ\e.Mblii
MPOCTPaHCTBEHHBb IV pasHOC d B MeTpax (M) MOXHO OLIEHUTL C MOMOLLIpHO YPaBHEHNS, MPUMEHVMOIO K YacToTe
nepesaTuvka, roe P MakcyMarisHash HOMMHa/bHaS BbIXOHaS MOLLHOCTb MepeaaTuvka B BaTTax (BT) cornacHo
JaHHBIM MPOV3BOAUTENA.

MPUMEYAHWE 1 Mpu 80 My, 1 800 ML, NpUMEHSIETCS MPOCTPaHCTBEHHbIA PasHOC ;LA 60/1ee BbICOKOrO
[Jvana3oHa YacToT.

MPUMEYAHVIE 2. [laHHble VHCTPYKUMM MOTYT [eiCTBOBaTb He BO BCEX CUTXaunsax. Ha pacrpocTpaHeHue
3MIEKTPOMarHUTHOrO CUrHasia MOryT OKasbiBaTb BO3AENCTBME abcopOLMs U OTpaKeHMe LU KOHCTPYKTLLIA,
npeaMeTOB Y KOLEiA.

f Vi .T44 CMAMELL R OF COrrll,LIKCE

ﬂl1b Wisih
© powe
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[[Tesams: Typenxas PecrryGnuka * YnpasneHue no pabore ¢ ZOKyMeHTauuel paltona
IOnycempe]

Typeuxan Pecy(imxa
OBJIACTh MAHHCA
VTIPABJIEHME TTO PABOTE C IOKYMEHTALMEN PAMIOHA IOHYCEMPE

TMoarsepxaaerca, uTo opuuKanbHan neuars npuHasaexkut TOPTOBO-NMPOMBIILTEHHON
TTAJIATE MAHHCEBI, nozmuce nocrasnesa AJIbIIEPOM KEMAJIEM KAPAHOHUITIDKH.
Hacrosmee noxrsepxaeHAe HE OTHOCHTCA K COACPIKAHHMIO NOKYMEHTA.

Ne nogTeepxnenus: 41
04 mona 2024 r.

Kyp6au AJIKBIIL
HAYAJIBHUK
/nodnucs/

[fZevams: Typenxas PecriyGnnka * Ynparnenue no paGote ¢ JokyMeHTanmeii paiiona
10mycempe]

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



[Ha 6ranxe xomnanuu « 3iCuSgh»)

+90 236 236 28 20 +90 236 236 28 21 info@acf.com.tr
I'ozensiopr Max. 5754 Cox. Ne 3/A, Ouycempe, Mannca — Typuuas

YTBEPXKAEHHE

«3UCHI® MEJIUKAJT YPIOHJIEP MAKHHA CAH. BE TU/DK. JIT/L. IIITH.»
(ACF MEDIKAL URUNLER MAKINA SAN. VE TIC. LTD. STI.)
Opranmzanas

TTO3EJIBIOPT MAX. 5754 CK. Ne 3/A IOHYCEMPE-MAHHUCA, TYPLIUA
(GUZELYURT MAH. 5754. SK. NU:3/A YUNUSEMRE-MANISA, TURKEY)

Aapec

I'enepanbakit AUpPEKTOP
AorxnocTn

CBITKBI AKTAILU
POaMHING, HMS

Jata 04 mrona 2024 r.

Tlommuch
Inoonuce/

PYKOBOJICTBO ITO 3KCIUTYATALIUH
MEANIMHCKONO H3ACIHA

Moy npuEI XUpyprideckuii eKTPOUHCTPYMEHT IS OPTONCANICCKHX H TPABMATONOTHIECKHX
onepanuii ACF ¢ akkyMynsropoM

[LLimamn: «3UCUID METUKAJ YPIOHJIEP MAKVHA CAH. BE THIDK. JITA. LUITH.» *

Axnpec: INozenbiopr Max. 5754 Cokak Ne 3/A * Tenedon: 0236 236 28 20 I0nycempe/MAHHUCA
* Ne B nenTpanbHolt perucTpamHouHoK cucreme: 0008 0752 9170 0010 * Hanorosoe ynpasnenne

Mecup: 008075291, nomep B ToprosoM peectpe: 12194]

[lllmamn: UneH Topropo-npoMBIIUICHHOH manaThi MaHHCH 3a PErMCTPaOMOHHEIM HOMEPOM:
17611]

[[Texamsy: Typenxas Pecny6anxka * Toproso-npoMumnennas nanara Maunucu)] /nodnuce/
[Imamn: Amsnep Kemams KAPAHOWUITDKH * BayTpenHas H BHCINHAS TOPTOBNH]
[LlImamn: 04 monz 2024 r.]

www.acf.com.tr ACF.FRM.67 RO0
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/noonucs!
[LImann: «SUCH3® MEJTUKAJI VPIOHJIEP MAKHHA CAH. BE THIDK. JIT/L, INTH.» *

Anpec: Nosensiopr Max. 5754 Cokak Ne 3/A * Tenedon: 0236 236 28 20 IOnycempe/MAHUCA
* Ne B nerTpansHo# perucrpannonHoii cacreme: 0008 0752 9170 0010 * Hanorosoe ynpabieHue

Mecup: 008075291, nomep B ToproeoM peectpe: 12194]

[Llfmamn: Unen ToproBo-npoMBIIUICHHON nanarhl MaHHCH 38 PerMCTPANHOHHEIM HOMEPOM:
17611]

[{Tevame: Typenxas Pecny6mxa * Toproeo-npoMelnnennas nanara Manncel] /nodnucs/
[LLimamn: Amsnep Kemans KAPAHOWIIJDKH * BayTpeHHASN B BHEMIHAL TOPTOBIA)
[{Umamn: 04 mona 2024 r.]

[ZLImamn: Toproso-npoMpinneHHas nanara MaHuCH]

[LLImamn: Hacroamee NOATBEPKACHAE HE OTHOCHTCA K COAEPKAHHIO JOKYMEHTA]

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



[ITepesod ¢ mypeyxo20 u anzauticko20 AILIKOE HA PYCCKUY A3GIK)

[[Texams: Typenxas PecryGimaka * Ynpasienne 1o pabore ¢ fokymeHTauueli pationa
IOnycempe]

Typenxas PecriyGmuka
OBJIACTh MAHUCA
VIIPABJIEHME 10 PABOTE C JJOKYMEHTAITMENA PAMOHA IOHYCEMPE

IoxTeepxaaerca, uro opumHANBHAS neyaTs npaHanexutr TOPTOBO-ITIPOMBIIUIEHHON
[TAJTATE MAHHCBI, noamecs nocrasiena AJIBITEPOM KEMAJIEM KAPAHOWITIDKH.
Hactosamee noarsepxacHue He OTHOCHTCS K CONEPKAHHIO JOKYMEHTA.

Ne noxreepxachns: 39
04 mons 2024 r.

Kyp6au AJIKBIIII
HAYAJIBHUK
Inoonuce/

[{Ievams: Typenxas Pecrry6maka * Ynpasnenue no pabore ¢ zokyMenTauueit pationa
I0mycempe]

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[[1epesod wmamnos, nexameii u naonuceii Ha doxymexme « Pyxosodcmeo no axcnayamayuu Ha
Meduyunckoe usdenue “Hucmpymenm xupypeuveckuil  anexmpuveckuii MOOYAbHbIN C
AKKYMYAAMOPOM OaR opmoneduu u mpaemamonocuu ACF”, npedcmasnennom na pyccxom

asvixe. »)
[Ha 6ranxe xounanuyu « FiCu3¢»)
+90 236 236 28 20 +90 236 236 28 21 info@acf.com.tr
INosermsiopt Max. 5754 Cox. Me 3/A, I0nycempe, Maruca — Typuus
/noonuce/

[LLimamn: «3ACA® MEJIVIKAJT YPIOHJIEP MAKHHA CAH. BE TUDK. JITA, HITH.» *

Anpec: I'ozensiopt Max. 5754 Coxak Ne 3/A * Tenedon: 0236 236 28 20 IOnycempe/MAHUCA
* Ne B neHTpanbHO#H perncTpaunonHo# cucreme: 0008 0752 9170 0010 * Hasnorosoe ynpasieHue
Mecup: 008075291, Homep B Toproeom peectpe: 12194]

[{LImamn: YUnen Toproso-mpoMbIILIEHHOH nanaTi MaHECH 33 PETHCTPAIHOHHBIM HOMEPOM:
17611)

[{Texamb: Typenxas Pecriy6maka * Toproeo-nmpoMunnieHHas nanara Mauucsi) /nodnuce/
[LImamn: Topropo-npoMBIIICHHAA najgaTa MaHuCEI]

[LLImamn: HacTosimee NOATREPKACHUE HE OTHOCHTCA K COACPRKAHUIO AOKYMEHTa)
[LLimamn: Anvnep Kemans KAPAHOWIIDKH * BayTpenHtss H BHSIIHAA TOPrOBIA)

[LLImamn: 04 miong 2024 1.]

www.acf.com.tr ACF.FRM.67 ROO
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TeKCT JaHHOTO AOKYyMeHTa nepeBén nepeBofyYnuk Paxumkynos dnbgap Cepkanuesuy, 3HaHUE MHOCTPAHHOTO
A3blKa NOATBEPXAalo. BoINONHEHHbI I NepeBos ABNAeTCA NPaBUNbHBIM, TOYHbLIM W NOMHbLIM.

Poccuitickas ®epepauuns
fopoa Mocksa
LeBATOro MNA ABe ThICAYM ABaALaTb HeTBEepTOro roga
L Toukun AmuT puii Banepbesny, HoTapuyc ropofa MockBbl, CBUAETeNbCTBYK NOANMHHOCT b NOANMUCH
nepesogunka Paxumkynosa dnbaapa Cepkanuesuya.
Moanuck chenaHa B MOeM NpUCYTCTBUN.
JIMYHOCTb NOANNCABLIETO JOKYMEHT YCTaHOBMEHA.

3aperucTpupoBaHo BpeecTpe: Ne
YnnayeHo 3a COBepLUEHME HOTap MbHOTO AE/iCTBU

Bcero npowHypoBaHo, NpoHy.
1 CKpenneHo nedyaTbio__ 79

HoTapuyc
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