Instruction for Use ofthe Medical Device
Surgical Ophthalmic Device for Intraocular Lens Implantation INSIDE
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1 Medical device name (designated by the manufacturer) with the indication of code OKPD (Rus-
sian Classification of Products by Economic Activities)-2:
Surgical Ophthalmic Device for Intraocular Lens Implantation INSIDE.
OKED 2: 32.50.13.120. “Ophthalmic Devices and Accessories”.
Versions:
1. Easy 2.4
2. Easy 2.2
3. Easy 2.0
4. Easyl.8
5.0ne 24
6. One 2.0
7. TwWinHFA 2.2
8. TwinHFA 2.0 LLL
9. Swing 2.0
10. Swing 1.8

2 Medical Device Classification
Depending on the potential risk degree related to the medical use, the medieal deviee “Surgieal Ophthal-
mic Device for Intraocular Lens Implantation INSIDE” refers to Class 2a.

Medical device type in aecordance with the Medical Devices Nomenclature Classification: 120460

“Disposable Manual Intraocular Lens Injector”.

3 Main Technical Characteristics

The Surgical Ophthalmic Device for Intraocular Lens Implantation INSIDE represents a set, which coj*”
sists of an injector and a cartridge.

The injeetor of the surgieal ophthalmic device for intraocular lens (IOL) implantation INSIDE is made of
polyearbonate or polymethylmethacrylate for medical use. This is a specialized system that utilizes a low

pressure to transfer the lens from the product cartridge by hydraulic effect and safely introduee the IOL

through small surgical incisions. The surgical ophthalmic device for intraocular lens implantation INSIDE

provides for a smooth, precise movement of the IOL, prevents haptics scratching and stretching, and pro-

vides for a controlled lens opening during injection into the eye cavity.

The cartridge is made of polypropylene for medieal use and represents a specialized tip for the surgieal

ophthalmic device for intraocular lens implantation INSIDE, which allows accurate and gentle IOL

placement into the eye capsule bag, prevents IOL haptics from scratching and stretching.

The surgical ophthalmic device for intraocular lens implantation INSIDE is used to fold an intraocular

lens and introduee it into the eye cavity.
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Scope of Delivery

The scope of delivery of the medical device includes:

1 The ophthalmic surgical device for intraocular lens implantation INSIDE - 8 pcs. or 10 pcs.
2. Sticker with information on the product - 8 pcs. or 10 pcs.
3. Instruction for use - 1 pc.

The surgical ophthalmic device for intraocular lens implantation INSIDE consists of the following parts:

- injector case;

- cartridge;

- stopper.

push rod with a special soft plunger;

Table 1. Main Dimensions and Parameters of Injector

Parameter Name

Main dimensions o fin-
iector
- overall length with an
extended rod and insert-
ed cartridge (mm)
- overall length with a
retracted rod without the
cartridge (nun)
- support length (mm)

- support width (mm)

- support thickness (mm)
- minimal applied force

required for a full inden-
tation of the piston rod

(H)

Table 2. Main Parameters of Cartridge

Parameter Name

Main Parameters of
Cartridge
- overall length (mm)
- internal tip diameter
(mm)
- external tip diameter
(mm)
- fold width (mm)
- fold length (mm)

Easy
2.4

147.0

92.0

33.8
13.9

2.0

8.9

Easy
2.4

32.0

16

2.0

8.0
16.0
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Easy
2.2

147.0

92.0

33.8
13.9

2.0

8.9

Easy
2.2

32.0

15

19

8.0
16.0

Easy
2.0

147.0

92.0

33.8
13.9

2.0

8.9

Easy
2.0

32.0

14

18

8.0
16.0

Easy
18

147.0

92.0

33.8
13.9

2.0

8.9

Easy
18

32.0

14

17

8.p-

6.0 .
e

One One
2.4 2.0
146.0 146.0
92.0 92.0
33.8 33.8
13.9 13.9
2.0 2.0
8.9 8.9
One One
2.4 2.0
32.0 32.0
1.6 1.4
2.1 1.9
..80 *% X\8.0
16.0

Twin
HFA
2.2

166.0

81.0

36.7
17.0

5.9

2.2

Twin
HFA
2.2

49.0

14

18

135
16.5

Twin
HFA
2.0

166.0

81.0

36.7
17.0

5.9

2.2

Twin
HFA
2.0

49.0

16

2.0

135
16.5

Swing

Swing
2.0

147.0

92.0

33.8
13.9

2.0

8.9

2.0 18

39.0 39.0

15 14

19 18

8.5 8.5
14.6 14.6

Swing
18

147.0

92.0

33.8
13.9

2.0

8.9

Swing



4 Indications and Contraindications, Side Effects

The surgical ophthalmic device for intraocular lens implantation INSIDE is used in course of surgical op-

erations to replace the removed human lens affected by the cataract.

The use of the surgical ophthalmic device for intraocular lens implantation fNSIDE is recommended in
the following cases:

- during or after cataract extraction in the elderly (especially in case of single-eye cataracts);

- patients who may face problems with contact lenses and/or whose vision is poorly adapted to the glasses

(this group may include patients with occupational restrictions, the elderly, with diseases such as yellow

spots of the retina - to preserve peripheral vision).

Contraindications:

Contraindications to implantation into the eye capsule bag have not been found.

Potential pre-, intra- and yostsursical complications and adverse events:

During any surgical operation there is a risk of complications. The most common complications associ”®

ed with cataract surgery or IOL implantation (some of which requiring a repeated surgery) include, but

are not limited to:

- comeal endothelial damage and/or edema;

- flat anterior chamber after the lens removal;

- detachment of the posterior limiting membrane;
- dehiscence;

- thermal bum;

astigmatism, edematic / bullous keratopathy;

uveitis;

bleeding at one or several eye sites;

radial mptures of the anterior capsule wall; N

capsule rapture;

capsular phymosis and capsule blockade syndrome;

- delayed capsule rapture with IOL displacement to the posterior eye chamber;

- turbidity of the posterior capsule wall;

- Zinn’s zonules damage with a further IOL displacement (dislocation, decentering);

- iris prolapse, iris damage, seclusio pupillae, iris capture, epithelium intussusception, pupillary block;
- IOL damage during implantation;

- post-surgical turbidity/IOL calcification;

- incorrect IOL allocation during the surgery;

- IOL displacement;

- retinal detachment;

- vitreous body departure;
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increased intraocular pressure (closed-/open-angle glaucoma);

cystoid macular edema;

round pathological membrane;

hypopyon;

entophthalmia;

iris inflammation (iritis);

- blindness.

The followins complications may lead to a reyeated surzical intervention:

- poor visual acuity, including due to an incorrect calculation of the IOL optical power;

- IOL displacement (decentering, inclination, axial displacement);

- pupillary block, iris capture;

- wound bleeding;

- retinal detachment.

Provision of Information on Adverse Side Reactions

Claims submitted by customers, including quality claims, as well as information about adverse reactions
and other observations potentially related to the medical device, shall be reported to the manufacturer
immediately. The required information shall contain the information about the adverse reaction, therapy
method used, version and serial number of the used product.

5 Procedural Requirements

This medical device shall be used only in the clinical settings.

6 Special Recommendations

A successful IOL implantation requires a high surgeon’s expertise level. The surgeon shall have an exten-
sive experience in assisting or supervising such surgeries and successfully complete one or more respec-
tive trainings before performing the implantation on his/her own.

For the procedure, the operating surgeon shall have knowledge of all materials provided by the manufac-

turer for a proper preparation and intraocular lens implantation.

7 Product Labeling

uwwpma Vaporized hydrogen peroxide
(VHP) sterilization

LOT: Lot No.

2 Shelf life //I>Kp|j.”.| Attention
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Disposable

Not to be used if the package is

damaged

Storage temperature

Not to be exposed to sunlight

||
I t J Manufacturer
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ke

Re-sterilization prohib-
ited

Transportation tempera-

ture

Store in adry place

See instructions for use

Maximum and mini-

mum incision size



8 Medical Device Operating Procedure

Easy Version

Not to be used ifthe package is damaged.
Not to be used after shelftime expiration.
Intendedfor professional use.
Single use (disposable) medical device.

Reuse may lead to severe infections in the patient

Easy medical device with a cartridge allows for an accurate IOL placement during implantation into the eye, thus minimizing

any complications which may occur in course of implantation.

Remove the injector and its cartridge from the opened contour cell package and place them in a sterile area (Fig. 2);
Open and hold the cartridge folds in such a way that it is possible to easily position the lens;

Fill the inner groove, cartridge end and tip with a viscous elastic solution (Fig.3);

Always lubricate the cartridge with a viscous elastic substance;

Place the IOL so that the lens is located in the center (Fig.4). For lenses with “C loop” haptic shape (loopin the

form of C) make sure that the leading haptic element is oriented to the left;

Fold the closing haptic element in the direction of the optical system and carefully inspect the lens location in the

cartridge (Fig. 5);

Make sure that the back haptic element is not the closing one and is not located on the outer side of the cartridge;
Make sure that neither the haptic element nor the optical system is jammed between the folds (Fig. 6);

In case ofjamming, inject the viscous elastic substance to the back of the cartridge ;

Make sure that the elastomeric plug is smoothly and properly secured at the pin tip;

For products of the version Easy, install the cartridge into the injector case by inserting it into the hole located on the

frontal part of the injector (Fig. 7);

type.

Slowly push the stock until the leading haptic element reaches the tip of the cartridge;
Place the cartridge tip into the incision;
To deliver the lens to the anterior eye chamber, press the stock (Fig. 8);

Surgeons independently determine the applied force as may be necessary and depending on the surgical intervention

Ui/
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One Version
Not to be used if the package is damaged.
Not to be used after shelftime expiration.
Intendedfor professional use.
Single use (disposable) medical device.

Reuse may lead to severe infections in thepatient

One medical device with a cartridge allows for an accurate IOL placement during implantation into the eye, thus minimizing
any complications which may occur in course of implantation.
. Remove the injector and its cartridge from the opened contour cell package and place them in a sterile area (Fig. 2);

Open and hold the cartridge folds in such a way that it is possible to easily position the lens;

Fill the inner groove, cartridge end and tip with a viscous elastic solution (Fig.3);

Always lubricate the cartridge with a viscous elastic substance;

Place the IOL so that the lens is located in the center. For lenses with “C loop™ haptic shape (loop in the form of C)
make sure that the leading haptic element is oriented to the left (Fig.4);

Fold the closing haptic element in the direction of the optical system and carefully inspect the lens location in the
cartridge (Fig. 5);

Make sure that the back haptic element is not the closing one and is not located on the outer side of the cartridge;

Make sure that neither the haptic element nor the optical system is jammed between the folds (Fig. 6);

In case of jamming, inject the viscous elastic substance to the back of the cartridge;

Make sure that the elastomeric plug is smoothly and properly secured at the pin tip;

Slowly push the stock until the leading haptic element reaches the tip of the cartridge;

Place the cartridge tip into the incision;

To deliver the lens to the anterior eye chamber, press the stock (Fig. 7);

Surgeons independently determine the applied force as may be necessary and depending on the surgical intervention

type.
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Fig.4 Fig.5

Diagram 3. Operating Procedure for Swing Version
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Fig.l Fig.2 Fig.3 Fig.4 Fig.5 Fig.6 Fig.7 Fig.8

Diagram 4. Operating Procedure for Twin Version
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9 Product Sterilization
This medical device is supplied sterile.
Sterilization method - vaporized hydrogen peroxide (VHP).
The sterilization method has been validated in accordance with the requirements of 1ISO 14937:2009

(GOST R ISO 14937-2012) and I1SO 11135 (GOST ISO 11135-2012).

10 Warranty Obligations

The company O&O MDC S.R.L., Italy, assumes the warranty obligation toward the end user in respect of
the medical device provided there are no defects and manufacturer’s specifications are complied with,
within 12 months from the date of sale, subject to the terms and conditions set out in the instructions for

use.

11 Transportation
Transportation may be performed out by all transportation types in the closed vehicles in accordance with
the rules of transportation, applicable to the respective transportation type at the temperature from 5°C to

45°C.

12 Shelf Life

The Surgical Ophthalmic Device for Intraocular Lens Implantation INSIDE is supplied sterile and re-
mains sterile provided the package is intact and not opened, for 36 months.

This Medical Device shall not be used after the expiration date specified on the package.

Storage: from 10 °C and to 30 °C, to be stored in a dry, dark place.

13 Disposal and Destruction of the Medical Device

This medical device: “Surgical Ophthalmic Device for Intraocular Lens Implantation INSIDE” and
its parts are disposed of as medical waste referred to Class B “Epidemiologically Hazardous Waste”
in accordance with SanPiN (Russian Sanitary Rules and Norms) 2.1.7.2790, as in the course of a sur-
gery they contact and get contaminated with biological fluids and secretions of body tissues (blood
and/or other biological fluids).

The packaging materials, a cardboard box and blister package of this product shall be disposed in ac-
cordance with SanPiN 2.1.7.2790, as Class A Waste (Epidemiologically Safe Waste, similar by com-
position to solid household waste).

The Surgical Ophthalmic Device for Intraocula”~ens Implantation INSIDE is to be disposed if the

consumer package integrity violation or shelflife pw, > kaiiw LL| “e sterile package.
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The product and its package shall be disposed in accordance with the instruction (or another docu-
ment) regulating medical waste treatment at specific medical institution. This document shall be de-

veloped in accordance with the requirements of SanPiN 2.1.7.2790.10 “Sanitary and Epidemiological

Requirements to Medical Waste Treatment”.

14 Responsibility

The manufacturer, O&O MDC S.R.L. shall not be held liable for any improper selection of the medical

device by the attending physician, improper handling and use, as well as for the used equipment and other

medical malpractice.

15 Information about the Medical Device Manufacturer

0O&0O MDC S.R.L.
Via Orazio, 30, 00193, Roma, ltalia (04}

+39 06 940 16099 ono-assist@ oo-mdc.com

Medical Device manufacturin2 site:
Via di Grotte Portella 28-34, 00044 Frascati (RM) - Italy

tel: +39 06 9401 6099

e-mail: ono-assist@ oo-mdc.com

Official Representative in the Russian Federation: MK-Business Ltd., 620130, Russia, Ekaterinburg,

Aviatsionnaya str., bldg. 48, apt. 80, 8 (343)286 23 92, info@ mk-business.ru

-16-
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



TPA s, -y

Puc.l Puc.2 Puc.3 Puc.4 Puc.5 Puc.6 Puc.7 Puc.8

Cxema 4. MNMopAagok paboTbl Mogenu Twin

NMATPUK MEHbBE
/Mopnuce//MevaTb: TaBaccn BMHYeHU0, HOTapuyc B . Pum/
-15-
@ 000 LPMI &) INFO@CIRMI.RU & WWW.60SZDRAVNADZOR.RU



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



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



1, nwxenognucaswuiica, g-p BUHYEHULO TABACCH, Hotapuyc B r. Pum, agpec HoTapuanbHoii
KOHTOpbl: Brna OmaHyane OXaHTypKo, 5, uneH Konnernm o6begnHeHHbIX HOTapuasbHbIX OKPYros Puma,
Bennetpu n YnButaBekKbA, CBULETE/ILCTBYIO MOA/IMHHOCTL WU JOCTOBEPHOCTbL MOAMMUCK Ha BbILIENPUBe-
OEHHbIX JOKYMeHTax, C4eNaHHON B MOEM MPUCYTCTBUMN FOCNOAUHOM:
- MEHbE MaTpukom, fata n MecTo poXxaeHus: 28 aBrycta 1947 r., r. Hélin-ctop-CeH (dpaHyms), gomu-
LuManeM KOTOPOro fno BOMPOCaM, CBA3aHHbIM C 3aHUMAaeMOli AO/HKHOCTbIO, ABMAAETCA HMXKeyKa3aHHbIN af-
pec, AelicTBYIOLINM He OT CBOEro MMeHM, a B Ka4eCTBe eJUHCTBEHHOI0 AUPEKTOPa KOMMNaHUN:
O&O MDC S.r.l. («Oy aHp Oy amgucu 3¢.9p.0.»), yYpexXaeHHoi B NTanuun, opnanyeckuin agpec: r.
Pum, Bna Opauwo, 30, yctaBHbln KanuTan: 20 000,00 eBpo, MOMHOCTbLIO OMJla4€H, PErUCTPaLMOHHbIN
Homep B PeecTpe npegnpuaTwnii Puma, Koj HanoronnatefnblWmka W HOMep nnatenbwmka HAC:
09539461005, HOMep B 3KOHOMWKO-agMUHUCTPaTUBHOM peecTpe: RM-1170355, Ha ocHOBaHWM MONHO-
MOYMIA, NPeoCTaBNeHHbIX eMY AeACTBYOL MM YCTaBOM KOMMOaHWN.
r. ®packartu, Bua agu poTtTe MopTenna, 34, gBajuatb NATOro CeHTAOpPA ABe ThiCAYM BOCEMHAALATOrO
roga.
/Moanuck/
/MevaTb: TaBaccu BuHUeHL 0, HOTapuyc B 1. Pum/

/Moanuck/
/MeyaTb: TaBaccu BUHYEHLO0, HOTapuyc B . Pum/

HacToAwunin nepesos ¢ MTanbAHCKOTO W @aHTMMIACKOTO S3bIKOB Ha PYCCKMWIA A3blK BbIMOHEH MHON, NepPeBo-
4UMKOM JTorMHoBbIM BuTannem BayecnaBosuuyem. NaeHTUUYHOCT b NepeBoja NOATBEP>KAal0.
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Poccuitickasa degepayus

ropog ExkatepuHbypr CBepanoBCcKoOi 061acTtu
MepBoOro okKTAGPA ABe ThbICAYM BOCEMHAaALATOro roga
A, Nosnesa Onbra BriaguMmumupoBHa, HOTapuyc HOTapuasbHOro oKpyra:
ropog EkatepunHbypr, CBULETENbCTBYIO NOAJIMHHOCTb
nognucu nepesogymka JSlormHosa Butanna Badecnasosunya.
Moagnuch cienaHa B MOEM MPUCYTCTBUN.
JIn4yHOCTbL MoANMcaBLUEro JOKYMeHT yCTaHOBJ/IeHa.
3apeructpmnposaHo B peecTpe: Ne " HjSS" A
B3biCKaHO rocyfapcTBeHHON nownnHel (no Tapudy): 100 py6.
YnnayeHo 3a 0KasaHue ycnyr npaBoBOro M TeXHMYECKOro xapakrtepa: 500 py6.

O.B. MoBneBa

M Toro npoH3nyepoBaHo, NPOLUHYPOBAHO
N CKPEenJIeHo neyaTbio 31 nwuct(-0B)
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