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OPERATIONAL SPECIFICATIONS OF MEDICAL DEVICE

Corrective reading spectacles in plastic, metal, and mixed frames, with and
withoutcases

Produced by
Polinelli S.r.1., Italy, Daverio ({/I':)’\), via Romév; 57 CAP 21020
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47. Foster Grant E.glasses in plastic frame with a case.

48. Foster Grant E.glasses in plastic frame without a case.
49. Foster Grant E.glasses in mixed frame with a case.

50. Foster Grant E.glasses in mixed frame without a case.

51 .Foster Grant E.glasses in metal frame with a case.

52. Eye-Gear in metal frame without a case.

53. Eye-Gear in plastic frame with a case.

54. Eye-Gear in plastic frame without a case.

55. Eye-Gear in mixed frame with a case.

56. Eye-Gear in mixed frame without a case.

57. Best in metal frame with a case.

58. Best in metal frame without a case.

59. Best in plastic frame with a case.

60. Best in plastic frame without a case.

61. Best in mixed frame with a case.

62. Best in mixed frame without a case.

63. Route 66 in metal frame with a case.

64. Route 66 in metal frame without a case.

65. Route 66 in plastic frame with a case.

66. Route 66 in plastic frame without a case.

67. Route 66 in mixed frame with a case.

68. Route 66 in mixed frame without a case.

69. Redi-Reader by Magnivision in metal frame with a case.
70. Redi-Reader by Magnivision in metal frame without a case.
71. Redi-Reader by Magnivision in plastic frame with a case.
72. Redi-Reader by Magnivision in plastic frame without a case.
73. Redi-Reader by Magnivision in mixed frame with a case.
74. Redi-Reader by Magnivision in mixed frame without a case.
75. e.Readers in metal frame with a case.

76. e.Readers in metal frame without a case.

77. e.Readers in plastic frame with a case.

78. e.Readers in plastic frame without a case.

79. e.Readers in mixed frame with a case.

80. e.Readers in mixed frame without a case.
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6.2. Basic Composition and List of Components

Table 1. Basic Composition.
Name Picture

11 Magnivision Microvision in
metal frame with or without a
case

1.2 Magnivision Microvision in
metal frame with or without a
case

2. Magnivision in metal frame
with and without a case

3.1. Magnivision in plastic frame
with or without a case
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3.2. Magnivision in plastic frame
with or without a case

4. Magnivision in mixed frame
with or without a case

5.1. Foster Grant in metal frame
with and without a case

5.2. Foster Grant in metal frame
with and without a case
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6. Foster Grant in plastic frame
with or without a case

7. Foster Grant in mixed frame
with and without a case

8. Polinelli in metal frame with
and without a case

9. Polinelli in plastic frame with
or without a case
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10. Polinelli in mixed frame with
and without a case

11. Revlon in metal frame with
and without a case

12.1. Revlon in plastic frame with
or without a case

12.2. Revlon in plastic frame with - -V-Nnr—

or without a case
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13. Revlon in mixed frame with
and without a case

14. Sight Station in metal frame
with or without a case

15. Sight Station in plastic frame
with and without a case

16. Sight Station in mixed frame
with or without a case
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17. Corinne McCormack in metal
frame with and without a case

j 18 Corinne McCormack in
plastic frame with or without a
case

19. Corinne McCormack in
mixed frame with and without a
case.

20. Foster Grant Eyezen in metal
frame with or without a case

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



21. Foster Grant Eyezen in plastic
frame with or without a case

22. Foster Grant Eyezen in mixed
frame with and without a case

23. Foster Grant E.glasses in
metal frame with or without a
case

24. Foster Grant E.glasses in
plastic frame with or without a
case
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25. Foster Grant E.glasses in
mixed frame with and without a
case

26. Eye-Gear in metal frame with
and without a case.

27. Eye-Gear in plastic frame
with and without a case

28. Eye-Gear in mixed frame with
or without a case
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29.1. Best in metal frame with or
without a case

29.2. Best in metal frame with or
without a case

ianjgb-ifY bT TiriIT rii—

30. Best in plastic frame with or TWTT
without a case

|

31. Best in mixed frame with and
without a case

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



32. Route 66 in metal frame with
or without a case

33. Route 66 in plastic frame with
'S or without a case

1 34. Route 66 in mixed frame with
or without a case

35. Redi-Reader by Magnivision
in metal frame with and without a
case

E
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36. Redi-Reader by Magnivision
in plastic frame with or without a
case

S
37. Redi-Reader by Magnivision
in mixed frame with and without
a case
%

38. e.Readers in metal frame with
or without a case

39. e.Readers in plastic frame
with or without a case
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6.3. Medical Device Materials
The reading spectaeles are made from materials that cannot cause irritation, allergic, or toxic
reaction while in contact with human skin at use.
The specifications of materials used for spectacles manufacture are given in Table 2, the nose
pads are made with silicone (polydimethylsiloxane).
Spectacle Lenses Material: CR39 Polycarbonate.

Frame materials:

PC = Polycarbonate;

CP = Cellulose propionate;
NS = Nickel-silver;

AL = Aluminium;

SS = Stainless steel;

Lens materials:
PC = Polycarbonate.
Table 2. Medical Device Materials.

Spectacles trade mark Frame and temples material Lenses material

et NSy PR
eanivlon nplastc  Frane 0T pc o
Magmv:{igﬁem metal Elgr?;zNS) and temples PC (CR-39)
MangIfer;anem mhees 'll:':a?peles - PC- (L-125N0i() e PC (CR-39)
Foster (irr:rr:]tem metal EEIT;ZNS) and temples PC (CR-39)
Foster Gfr;r;;;n plastic E?Tf-lZSO\?)nd temples PC (CR-39)
roster Gfrraa?ﬁén mhees "I:'rearrnnSIes-PC- (L-12&1>\(|)i() R e or-a9)

Frame and temples

Polinelli in metal frame PC (CR-39)

NS (22NS)
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Polinelli in plastic frame
Polinelli in mixed frame
Revlon in metal frame
Revlon in plastic frame

Revlon in mixed frame

Sight Station in metal
frame
Sight Station in plastic
frame
Sight Station in mixed
frame
Corinne McCormack in
metal frame
Corinne McCormack in
plastic frame
Corinne McCormack in
mixed frame
Foster Grant Eyezen in
metal frame
Foster Grant Eyezen in
plastic frame
Foster Grant Eyezen in
mixed frame
Foster Grant E.glasses in
plastic frame
Foster Grant E.glasses in
metal
Foster Grant E.glasses in
mixed frame

Eye-Gear in metal frame

Eye-Gear in plastic frame

Eye-Gear in mixed frame

e.Readers in plastic
frame

e.Readers in metal frame
e.Readers in mixed frame
Best in metal frame

Best in plastic frame
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Frame and
PC (L-1250Y)
Frame - NS
Temples-PC (L-1250Y)

temples

(22NS)

Frame and temples - SS (304SS)

Frame and temples

PC (L-1250Y)

Frame - SS (304SS)
Temples - CP (T504-10)

Frame and temples

SS (304SS)

Frame and temples - CP (T504-10)

Frame - NS (22NS)
Temples-PC (L-1250Y)

Frame and temples

NS (22NS)

Frame - PC (L-1250Y)
Temples-CP (T504-10)

Frame - PC (L-1250Y)
Temples - NS (22NS)

Frame - SS (304SS)
Temples - NS (22NS)

Frame - PC (L-1250Y)
Temples-CP (T504-10)

Frame - PC (L-1250Y)
Temples - NS (22NS)

Frame and temples

PC (L-1250Y)

Frame - SS (304SS)
Temples - NS (22NS)

Frame - PC (L-1250Y)

Temples - NS (22NS)
Frame and temples - SS (304SS)

Frame and temples - PC (L-1250Y)

Frame - SS (304SS)
Temples - PC (L-1250Y)

Frame and temples

PC (L-1250Y)

Frame and temples

SS (304SS)

Frame - PC (L-1250Y)
Temples - NS (22NS)

Frame and temples

SS (304SS)

Frame and temples

PC (L-1250Y)

PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)
PC (CR-39)

PC (CR-39)



Best in metal frame

Best in mixed frame

Route 66 in metal frame

Route 66 in plastic frame

R66 in mixed frame

Redi-Reader by
Magnivision in metal
frame
Redi-Reader by
Magnivision in plastic
frame
Redi-Reader by
Magnivision in mixed
frame

Temples - AL (Aluminium alloy, no

6.4. Compatible Cases

Picture
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special grading) PC (CR-39)
Frame - PC (L-1250Y)
Temples - SS (304SS) PC (CR-39)
Frame and temples
NS (22NS) PC (CR-39)
Frame and temples
PC (L-1250Y) PC (CR-39)
Frame and temples
PC (L-1250Y) / Metal elements: NS PC (CR-39)
(22NS)
Frame and temples
NS (22NS) PC (CR-39)
Frame and temples
PC (L-1250Y) PC (CR-39)
Frame and temples
PC (L-1250Y) PC (CR-39)
Metal elements - NS (22NS)
Dimension, max (L Material Case
XWxH) compatibility
Used for the
spectacles of
all trademarks
PVC vinvl in metal,
160x48x30mm h(lpo.é"“”y plastic, and
chloride) mixed frames.
Used for the
spectacles of
all trademarks
in metal,
175x75x5mm Fabric plastic, and

mixed frames.
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160x65x5mm

142x45x13mm

80x40x21mm

Fabric

ABS-plastic
(acrylonitrile
butadiene styrene)

ABS-plastic
(acrylonitrile
butadiene styrene)

Used for the
spectacles of

all trademarks

in metal,
plastic, and
mixed frames.

Used for the
Magnivision
Microvision
spectacles in
metal or
plastic frame.

Used for the
Magnivision
Microvision
spectacles in
metal or
plastic frame.



6.5 Medical device models and design requirements.

See Table 5.

A - Temple dimensions (length)
C - a angle between the opened temples and a straight line through a hinge axis

D - Frame thickness in A-A section
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See Table 4
B - Lens diameter.
1, Y- nose pad principal dimensions.

6.5.1. Maximum deviations of the dimensions a and b should be within £0.2 mm for metal
frames; £0.3 mm for plastic frames; £1 mm for L-sized.

Fig. 1. Spectacle Frame Drawing

6.5.2 For plastic and mixed frames angle y and facet groove s depth must range within 800 to
1200 and 0.6 to 1.2 mm respectively (Fig. 6.a.).

For metal frames angle yl and facet groove si depth must range within 900 to 1100 and 0.3 to
1.0 mm respectively (Fig. 6.b.).

a 5
Fig. 2. Facet groove angle and depth

The ledge lines on semi-rimless spectacle frames must fit the size of those as outlined on Fig. 3.

Fig. 3. Ledge line on semi-rimless spectacle frames
6.5.3. Front piece must be curved as shown in Fig. 4. The dimension OR must fall within 90 to
160 mm and deviate from the nominal value by +10% at most. It is allowed to bend each light
opening and/or the entire frame along the radius of the cylinder, with the bending radius being
ranged from 200 to 400 mm with a maximum deviation of +10% of the nominal value.
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A

A
Fig. 4. Front Piece Bend

tl_ 6.5.4 An angle between the opened temples and a straight line through a hinge axis may be found
within the range of 850 to 1000.
Front pieces of no more than 5 mm thick may be remained unbent with the angle ranging from
85° to 110°.
Front pieces of the frames with round-shaped light openings should not be bent. An angle
between the opened temples and a straight line through a hinge axis may be found within the
range of 90° to 95°.
For front pieces of the frames with a nose bridge supposed to be bent as per the structural design,
f the bending radius of the nose bridge must vary within 10 to 30 mm.
6.5.5 For spring-loaded hinge spectacle frames, an angle between an open temples and a straight
line through the hinge axis must not exceed 1600 when exerting an opening force to the temple
of more than 0.25N (0.025 kgf).
Figure 5 demonstrates the dimensions to observe when positioning the temple relating to the
front piece.

Fig. 5. Temple position relating to front piece

- k

[ —

Fig. 5a Temple dimensions

v
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Table 6.5.1 for the temple dimensions chart (mm)

Dimensions Nominal Range Increment
a 34-60 1
b 10-28 1
LI 55-115 5

6.5.6 Rigid temples should be bent as specified in Figure 5b. Refer to Table 6.5.2 for matching
the numerical values

Fig. 5b

Table 6.5.2 for nominal values of rigid temple dimensions

Dimensions Designation Nominal Range
R1 From 160 to 450
R2 From 20 to 30
m from 20 to 30

n from 5to 10

Temple bent should be customized with anthropometric measurements

6.5.7 For spring-loaded hinge spectacle frames, a temple should be fixed in two positions:
horizontal and vertical. It should be ensured that spring tension is equal for both temples when
setting at the same angle.
In frames without a spring-loaded hinge, the temple mounted at an angle of less than 900° to the
horizontally placed front piece, should not drop under gravity.

% 6.5.8 Basic dimensions (numerical values of the dimensions) of the nose pad surface must be
equal to those presented in Table 6.5.3.

Table 6.5.3.
Dimensions Designation Range of Numerical values
0 from 14 to 40
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0 From 20 to 30

1 at least 3mm
1 L plus 5mm
b From 10 to 28mm

A-A

7. Labeling of the Medical Device
The spectacles are labeled on the inside of the temple by offset printing. It is allowed to apply a
part of the marking to the packaging insert.
The labeling of Corrective reading spectacles in plastic, metal, and mixed frames, with and
without cases includes the following information:

e Name ofthe trade mark,
e Optical power.
There is the following labeling on the packaging of the medical device:
« Name of the medical device,
* Manufacturer of Medical Device,
* Address of the Manufacturer of Medical Device,
* Maedical Device Manufacture Site,
» Date of production,
* Transport Conditions,
o Storage Conditions.

8. Medical Device Packaging

The spectacles are placed in a plastic package and put in batch package boxes. Transport
packaging: as agreed upon with the customer.
Overall size of an individual package (plastic package) (H x W), mm: 90 x 180 £ 15mm.

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



Overall size of a batch package box (H x W x D), mm, max: 60 x 170 x 460.

Overall size of a transport container (H x W x D), mm, max: 290 x 400 x 500.
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9. Service Life of the Medical Device
Service life of the medical device “Corrective reading spectacles in plastic, metal, and mixed
frames, with and without cases” is 2 years.

10. Medical Device Specifications
Table 3. Lenses Specifications and Compatibility with Frames.
Optical power, Refractive index Pupillary distance, mm Frame
D applicability
+3.50 £0.12 1.49 62.00 £ 1.00 Metal
+3.50 £0.12 1.49 62.00 £ 1.00 Plastic
+3.50 £0.12 1.49 62.00 £ 1.00 Mixed
+3.50 £0.12 1.49 64.00 £ 1.00 Metal
. +3.50 £0.12 1.49 64.00 = 1.00 Plastic
+3.50 £0.12 1.49 64.00 £ 1.00 Mixed
+3.25 £0.12 1.49 62.00 £ 1.00 Metal
+3.25 +£0.12 1.49 62.00 £ 1.00 Plastic
K +3.25 +0.12 1.49 62.00 + 1.00 Mixed
+3.25 £0.12 1.49 64.00 £ 1.00 Metal
+3.25 £0.12 1.49 64.00 + 1.00 Plastic
+3.25 +0.12 1.49 64.00 + 1.00 Mixed
f +3.00 £0.12 1.49 62.00  1.00 Metal
+3.00 £0.12 1.49 62.00 + 1.00 Plastic
+3.00 £0.12 1.49 62.00 + 1.00 Mixed
+3.00 £0.12 1.49 64.00 = 1.00 Metal
+3.00 £0.12 1.49 64.00 £ 1.00 Plastic
+3.00 £0.12 1.49 64.00 + 1.00 Mixed
+2,75 £0,12 1.49 62.00 + 1.00 Metal
+2,75 +£0,12 1.49 62.00 £ 1.00 Plastic
+2,75 £0,12 1.49 62.00 £ 1.00 Mixed
+2,75 £ 0,12 1.49 64.00 £ 1.00 Metal
+2,75 £0,12 1.49 64.00 + 1.00 Plastic
+2,75 +£0,12 1.49 64.00 = 1.00 Mixed
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+2,50 +0,12 1.49 62.00 = 1.00 Metal

+2,50 £0,12 1.49 62.00 + 1.00 Plastic
+2,50 +0,12 1.49 62.00 = 1.00 Mixed
+2,50 £0,12 1.49 64.00 = 1.00 Metal
+2,50 £0,12 1.49 64.00 = 1.00 Plastic
+2,50 £ 0,12 1.49 64.00 + 1.00 Mixed
+2,25 + 0,12 1.49 62.00 = 1.00 Metal
+2,25 + 0,12 1.49 62.00 = 1.00 Plastic
+2,25 +0,12 1.49 62.00 + 1.00 Mixed
+2,25 £0,12 1.49 64.00 £ 1.00 Metal
+2,25 £ 0,12 1.49 64.00 = 1.00 Plastic
+2,25 +0,12 1.49 64.00 £ 1.00 Mixed
+2,00 £0,12 1.49 62.00 £ 1.00 Metal
+2,00 £0,12 1.49 62.00 £ 1.00 Plastic
+2,00 £0,12 1.49 62.00 + 1.00 Mixed
+2,00 + 0,12 1.49 64.00 = 1.00 Metal
+2,00 £0,12 1.49 64.00 = 1.00 Plastic
+2,00 £0,12 1.49 64.00 + 1.00 Mixed
+1,75 0,12 1.49 62.00 £ 1.00 Metal
+1,75 £0,12 1.49 62.00 + 1.00 Plastic
+1,75 £0,12 1.49 62.00 £ 1.00 Mixed
+1,75 £0,12 1.49 64.00 = 1.00 Metal
+1,75 +0,12 1.49 64.00 = 1.00 Plastic
+1,75 +0,12 1.49 64.00 + 1.00 Mixed
+1,50 +0,12 1.49 62.00 + 1.00 Metal
+1,50+0,12 1.49 62.00 + 1.00 Plastic
+1,50 £0,12 1.49 62.00 £ 1.00 Mixed
+1,50 £0,12 1.49 64.00 + 1.00 Metal
+1,50 +0,12 1.49 64.00 £ 1.00 Plastic
+1,50+0,12 1.49 64.00 £ 1.00 Mixed
+1,25 £0,12 1.49 62.00 + 1.00 Metal
+1,25 +0,12 1.49 62.00 £ 1.00 Plastic
+1,25 +0,12 1.49 62.00 + 1.00 Mixed
+1,25 +0,12 1.49 64.00 = 1.00 Metal
+1,25 0,12 1.49 64.00 £ 1.00 Plastic
+1,25 £0,12 1.49 64.00 + 1.00 Mixed
+1,00 £0,12 1.49 62.00 £ 1.00 Metal
+1,00 + 0,12 1.49 62.00 £ 1.00 Plastic
+1,00 + 0,12 1.49 62.00 + 1.00 Mixed
+1,00 £ 0,12 1.49 64.00 + 1.00 Metal
+1,00 £0,12 1.49 64.00 £ 1.00 Plastic
+1,00 £ 0,12 1.49 64.00 £ 1.00 Mixed
+0,75 +0,12 1.49 62.00 £ 1.00 Metal
+0,75 £0,12 1.49 62.00 £ 1.00 Plastic
+0,75 +0,12 1.49 62.00 £ 1.00 Mixed
+0,75 +0,12 1.49 64.00 £ 1.00 Metal
+0,75 £0,12 1.49 64.00 = 1.00 Plastic
+0,75 £0,12 1.49 64.00 £ 1.00 Mixed
+0.50 £0.12 1.49 62.00 £ 1.00 Metal
+0.50 £0.12 1.49 62.00 £ 1.00 Plastic
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+0.50 £0.12
+0.50 £0.12
+0.50 £0.12
+0.50 £0.12
+0.25 £0.12
+0.25 £0.12
+0.25 +0.12
+0.25 £0.12
+0.25 £0.12
+0.25 +0.12

1.49
1.49
1.49
1.49
1.49
1.49
1.49
1.49
1.49
1.49
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62.00 £
64.00 £
64.00 £
64.00 £
62.00
62.00
62.00 *
64.00
64.00 *
64.00 *

1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00

Mixed
Metal

Plastic
Mixed
Metal

Plastic
Mixed
Metal

Plastic
Mixed



Spectacles trade
mark

Magnivision
Microvision in
metal frame
with and without
a case

Magnivision in
metal, plastic
and mixed frame
with and without
a case
Foster Grant in
metal, plastic
and mixed frame
with and without
a case

Lens
diameter
', 1mm
incremen
t

From 48
to 54mm

From 48
to 54mm

From 48
to 54mm

Lens
thicknes
Si
0.15mm
increme
nt

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm
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Lens
weight,
0.25¢g
increme
nt

From 3
to 69

From 3
to 69

From 3
to6g

Spectral
transmittance
index.

From 80 to
100%

From 80 to
100%

From 80 to
100%

Lens refractive
index,
+0.25dpt
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

Effectiv
uv- Posterior o
rotecti
P ! verte_x diamete
on refraction
", mm
From
+0.25 to
+350dpt From
No with +0.25 48 to
increment s4mm
From
+0.25 to From
No +3.50dpt 48 to
with +0.25 54mm
increment
From
Ves  t02510 From
400 +3.50dpt 48 to
MM Wwith +0.25  54mm
increment

Dillei'cii
ce
between
the
effective
and
nominal
diameter
of the
lens®

Omm

Omm

Omm

Lens designation

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.



b)
metal, plastic
and mixed frame
with and without
a case
Revlon in metal,
plastic and
mixed frame
with and without
a case
Sight Station in
metal, plastic
and mixed frame
with and without
a case
Corinne
McCormack in
metal, plastic
and mixed frame
with and without
a case

Foster Grant
Eyezen in metal,
plastic and
mixed frame
with and without
a case

From 48
to 54mm

From 48
to 54mm

From 48
to 54mm

From 49
to 54ram

From 50
to 54mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm
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From 3
to 69

From 3
to6g

From 3
to 69

From 3
to 69

From 3
to6g

From 80 to
100%

From 80 to
100%

From 80 to
100%

From 80 to
100%

From 80 to
100%

T'rom 10.25 lo
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

Progressive
lens (0 in the
upper part,
+0.40 in the
lower part)

Yes
400nm

No

No

Yes
400nm

Yes
400nm

"IWifiT..
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

Iroin
48 to
54mm

From
48 to
54mm

From
48 to
54mm

From
49 to
54mm

From
50 to
54mm

Omm

Omm

Omm

Omm

Omm

Tt TIE iinf SHFTVAyiil'
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic,
progressive lens
(0.00 add
+0,40D), non-
prism



swicr riniiil
E.glasses in
metal, plastic
and mixed frame
with and without
a case
Eye-Gear in
metal, plastic
and mixed frame
with and without
a case
e.Readers in
metal, plastic
and mixed frame
with and without
a case
Best in metal,
plastic and
mixed frame
with and without
a case

Route 66 in
metal, plastic
and mixed frame
with and without
a case

From 51
to 54mm

From 52
to 54mm

From 53
to 54mm

From 48
to 54mm

From 48
to 54mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm

From
1.84 to
3.90mm
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From 3
to 69

From 3
to 6g

From 3
to 69

From 3
to 69

From 3
to 69

From 80 to
100%

From 80 to
100%

From 80 to
100%

From 80 to
100%

From 80 to
100%

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50 dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

From +0.25 to
+3.50dpt with
+0.25
increment

Yes
400nm

Yes
400nm

Yes
400nm

No

Yes
400nm

i’luM
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
+0.25 to
+3.50dpt
with +0.25
increment

From
51 to
54mm

From
52 to
54mm

From
53 to
54mm

From
48 to
54mm

From
48 to
54mm

Omm

Omm

Omm

Omm

Omm

No Kl iaK*

vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.

Stigmatic, single
vision, non-
prism, positive.



Ut'iii* Uotuler 1y
Magnivision in
metal, plastic
and mixed frame
with and without
a case
N.B.:

1- max horizontal distance between lens edges

From 48
to 54mm

2 - lens thickness on centre
3 - these lens refer to group 1as per GOST 30808-2012. The effective diameter matches the nominal diameter.

From
1.84 to
3.90mm

From 3
to

From +0.25 to

From 80 to

69 100%

+3.50dptwith  No
+0.25

increment

Tabnuua 5. Technical Specifications of Frames and Temples

Spectacles trade
mark

Magnivision
Microvision in
metal frame with
and without a case
Magnivision in
metal, plastic and
mixed frame with
and without a case

Foster Grant in
metal, plastic and
mixed frame with
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Frame
weight

From
12 to
35¢g

From
12 to
35¢g

From
12 to
35¢g

Frame
overall
dimension
S
(Lx Wx
H), max.

140x 155
x 35.5mm

140x 155
x 35.5mm

140x 155
x 35.5mm

Temple Nose pad
dimensio principal
ns dimensions (1,
(length) L, 0)
From 1- at least 3mm
135 to Mi- max. 40°
145mm 0- max. 30°
From 1- at least 3mm
135 to L - max. 40°
145mm 0 - max. 30°
From 1- at least 3mm
135to W- max. 40°
145mm 0- max. 30°

v angle and facet
groove S depth

Y- max 110°
S- max. 1.0 mm

(for plastic and
mixed frames)
Y-max 120°

S- max. 1.2mm

(for plastic
frames)
Y-max 120°
S—max. 1.2mm

N-'rom
oo om
-ouap
with +025 48t Omm
increment ~ 24mm
a angle
between the  Temple
Front opened angle
Piece templesand towards
Bend a straight the front
line through piece
a hinge axis
max. 100° max.
400 max. 100°
mm
max.
max.
400 max. 100°
100°
mm
max.
max.
400 max. 100°
100°
mm

Stigmatic, single
vision, non-
prism, positive.

Bend_ln Bending
g radius .
radius of
of the
atemple,
nose flat
bridge
From
max 30
nm 160 to
450mm
From
max 30
160 to
mm
450mm
From
max 30
160 to
mm
450mm



wml williout a case
Polinelli in metal,
plastic and mixed
frame with and
without a case
Revlon in metal,
plastic and mixed
frame with and
without a case

Sight Station in
metal, plastic and
mixed frame with
and without a case

Corinne
McCormack in
metal, plastic and
mixed frame with
and without a case

Foster Grant
Eyezen in metal,
plastic and mixed

frame with and
without a case

Foster Grant
E.glasses in metal,
plastic and mixed

From
12 to
35¢g

From
12 to
35¢g

From
12 to
35¢g

From
12 to
35¢g

From
12 to
35¢g

From
12 to

35¢g
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140 X 155
X35.5mm

140x 155
X35.5mm

140X 155
X35.5mm

140X 155
X35.5mm

140X 155
X35.5mm

140x 155
x 35.5mm

From
135 to
145mm

From
135to
145mm

From
135 to
145mm

From
135 to
145mm

From
135 to
145mm

From
135 to
145mm

1- at least 3mm
\/ - max. 40°
0-max. 30°

1- at least 3mm
W- max. 40°
0- max. 30°

1- at least 3mm
\/ - max. 40°
0- max. 30°

1- at least 3mm
\/ - max. 40°
0- max. 30°

1- at least 3mm
W- max. 40°
0- max. 30°

1- at least 3mm
\j/ - max. 40°
0- max. 30°

(for plastic
frames)
y-max 120°
S- max. 1.2mm

(for plastic
frames)
y - max 120°
S- max. 1.2mm

(for mixed
frames)

y - max 120°
S- max. 1.2mm
(for metal frames)

y - max 110°
S—max. 1.0 mm

(for plastic
frames)
y - max 120°
S- max. 1.2mm

(for plastic
frames)
y-max 120°
S- max. 1.2mm
(for metal frames)
y-max 110°
S- max. 1.0 mm

(for plastic
frames)
y - max 120°

max.

400
mm

max.

400
mm

max.

400
mm

max.

400
mm

max.

400
mm

max.

400

max.

max.

max.

max.

max.

max.

100°

100°

100°

100°

100°

100°

max.
100°

max.
100°

max.
100°

max.
100°

max.
100°

max.
100°

max 30
mm

max 30
mm

max 30
mm

max 30
mm

max 30
mm

max 30
mm

From
160 to
450mm

From
160 to
450mm

From
160 to
450mm

From
160 to
450mm

From
160 to
450mm

From
160 to



liamc with and
without a case

Eye-Gear in metal,
plastic and mixed
frame with and
without a case

e.Readers in metal,

plastic and mixed
frame with and
without a case

Best in metal,
plastic and mixed
frame with and
without a case

Route 66 in metal,
plastic and mixed
frame with and
without a case

Redi-Reader by
Magnivision in
metal, plastic and

From
12 to
35¢g

From
12 to
35¢g

From
12 to
359

From
12 to
35¢g

From
12 to
359
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140X 155
X35.5mm

140X 155
X35.5mm

140X 155
X35.5mm

140X 155
X35.5mm

140X 155
X35.5mm

From
135 to
145mm

From
135 to
145mm

From
135 to
145mm

From
135 to
145mm

From
135 to
145mm

1- at least 3mm
\/- max. 40°
0-max. 30°

1- at least 3mm
\/ - max. 40°
0-max. 30°

1- at least 3mm
W - max. 40°
0- max. 30°

1- at least 3mm
\/- max. 40°
0- max. 30°

1- at least 3mm
\Y - max. 40°
0-max. 30°

S- max. 1.2mm
(for metal frames)
y - max 110°
S- max. 1.0 mm

(for mixed
frames)
y-max 120°
S- max. 1.2mm

(for plastic
frames)
y-max 120°
S —max. 1.2mm
(for metal frames)
y - max 110°
S- max. 1.0 mm
(for plastic
frames)
y-max 120°
S- max. 1.2mm
(for metal frames)
y - max 110°
S- max. 1.0 mm
(for plastic and
mixed frames)
y-max 120°
S- max. 1.2mm
(for metal frames)
y - max 110°
S- max. 1.0 mm
(for plastic
frames)

y —max 120°
S- max. 1.2mm

mm

max.

400
mm

max.

400
mm

max.

400
mm

max.

400
mm

max.

400

max.

max.

max.

max.

max.

100°

100°

100°

100°

100°

max.
100°

max.
100°

max.
100°

max.
100°

max.
100°

max 30
mm

max 30
mm

max 30
mm

max 30
mm

max 30
mm

450mm

From
160 to
450mm

From
160 to
450mm

From
160 to
450mm

From
160 to
450mm

From
160 to



Temples opening angle when exerting force 0.25N shall be max 160° for all the frames.
Dimensions to observe when positioning the temple relating to the front piece, values - from 6 to
12

Behaviour of the temple, positioned at an angle less than 90° to a horizontally positioned frame -
the temple must not go down by gravity.

Strength of frames fixed joints - (5+0.5)N (0.5+0.05)kgf.

Strength ofjoints of temples with their caps for metal frames - (2+0.2)N (0.2+0.02) kgf
Mechanical strength requirements - no cracks or damages on the frame.

Quality of surface requirements - no apparently visible pockets, scratches, rolls, bubbles and any
other defects ruining the appearance of the frame surface are allowed. The metal frame surface
may contain no more than 5 spots of max. diameter of 0.3 mm; on the inner surface, a maximum
of 2 hairlines as long as 10 mm are permissible.

Frame thickness in A-A section - max. 5mm

11. Transport and Storage Conditions of the Medical Device
Table 6. Transport Conditions.
Temperature 15-35°C
Pressure 700- 1,060GPa
Humidity 40 - 80%, w/o condensation

Table 7. Storage Conditions.

Temperature 15-35°C

Pressure 700- 1,060GPa

Humidity 40 - 80%, w/o condensation
12. Security and Safety Precautions

Storage and Use Precautions

- use both hands to put the spectacles on and take them off in order to avoid frame deformation.
- keep the spectacles in a rigid case.

- spectacle lenses should be wiped with a chamois cloth or with a designated microfiber cloth,
and in case of heavy soiling they should be washed with solution of soap or non-aggressive
washing agent in water with the max temperature of +40°C.

- usage of organic solvents (acetone, toluene etc.) for wiping the spectacles is not allowed.

- don’t put the spectacles with their lenses down on a solid surface.

- don’t apply significant mechanical force to the spectacles.

- don’t use the spectacles in premises with the temperature over +60°C, including bath-house
and sauna.

- regularly check the tightness of the screws fixing the temple to the frame and the lenses in
metal and rimless frames.

- don’t drop spectacles from a height over 0.5m on a solid surface.

- try not to keep the spectacles near heating appliances or on a car dashboard.

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



13. Environmental Requirements
This medical device titled “Corrective reading spectacles in plastic, metal, and mixed frames,
with and without cases” is user and environmentally friendly in case of proper usage, shipping,
and storage.

14. Disposal of the Medical Device
According to SanPiN 2.1.7.2790-10 Regulation, this medical device titled “Corrective reading
spectacles in plastic, metal, and mixed frames, with and without cases” is to be disposed as class
A waste (epidemiologically safe waste approached on structure to municipal solid waste (further
- MSW)) - waste not having contact with body fluids of patients, contagious patients.

15. Medical Device Sterilisation
For the medical device titled “Corrective reading spectacles in plastic, metal, and mixed frames,
with and without cases” the sterilisation procedure is not applicable, as it is delivered non-sterile
and does not contain components that require sterilisation.

16. Cleaning and Disinfection of Medical Device
The corrective reading spectacles in plastic, metal, and mixed frames, with and without cases
should be wiped with a chamois cloth or with a designated microfiber cloth, and in case of heavy
soiling they should be washed with solution of soap or non-aggressive washing agent in water
with the max temperature of -640°C.
Usage of organic solvents (acetone, toluene etc.) for wiping the spectacles is not allowed.

17. Production Flowchart
The production flowchart of this medical device comprises the following stages;
Table 9. Production Flowchart.

Stage Process
1 Product development
2 Baseline design (development/creation of base model)
3 Dies manufacture
4 Frame manufacture
5 Polishing and washing of each part of the frame
6 Assembly of frame parts (temples and frame)
7 Painting and varnishing
8 Final processing
9 Cleaning
10 Labeling
u Adding decorations (if applicable)
12 Lenses facing
13 Lenses installation
14 oC
15 Packaging
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18. Requirements for Medical Device Maintenance.
Repairs and maintenance of the medical device titled “Corrective reading spectacles in plastic,
metal, and mixed frames, with and without cases” should be performed by companies with a
required license.

19. Warranties
The manufacturer guarantees the security of attachment of the lenses to the frame for 6 months
from the date of receipt of the medical device, subject to the patient’s following the instructions
listed on the order package or label.

20. Claims
In case of complaints on quality of the medical device or issues related to the usage of the
medical device, claims shall be addressed to:
EGRM LLC, 2 Mayakovsky St, Office 1, Moscow, 109147;
Phone; +7 (495)280-14-85;
E-mail: ztsamalashvili@fgxi.com.
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VISTO: per l'autenticita della sottoscrizione della firma del signor:
LAUBER EDOARDO, nato ad Ancona (AN) il 3 maggio 1967 e domiciliato presso la societa,
nella sua qualita di procuratore, della:

"POLINELLI S.R.L"
con socio unico, con sede in Daverio (VA) via Roma n.57, capitale sociale di Euro 300.000,00 i.v.,
duratura sino al 31 dicembre 2050, avente numero di iscrizione al Registro Imprese di Varese,
di codice fiscale e di partita 1.V.A. 01342440128 ed iscritta al n.174115 del R.E.A. di Varese,
in forza dei poteri a Lui conferiti con procura in data 13 aprile 2015, depositata presso il Registro
Imprese di Varese il 12 maggio 2015, della cui identita, qualifica e poteri io notaio sono certo.
VARESE, via Cavour n.45, li dodici luglio duemiladiciassette.
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 stato  REPUBBLICAITALIANA

Il presente otto pubblico

2. e stato firmato da Carlo SIANI

3. nella sua qualitd dl Notaio in Vorese

4. e munito del siglllo/timbro
di sigillo notarlle

Attestato

in Varese
W14 luglio 2017
7. dal Procuratore della Repubblica di Varese

Dott. Massimo PoHt, Sostituto

N.ro 53272017

)]

Siqillo/Timbro 10. Firma
IL PROCURATORE DELLA REPUB

Ootf. Massimo PoHti,
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3.1 Magnivision
naacTmMaccoBoi onpase
hyTnape n 6e3 pyrtnapa

3.2 Magnivision B
naacTmMaccoBoO onpase
tdhyTnsape n 6e3 gpyTnapa

4, Magnivision
KOMOVMHUPOBAHHOIM  onpaBe B
GyTnape unm 6e3 yTnapa

5.1. Foster Grant
MeTanIMyecKom onpase
(yTnape n 6e3 yTnapa

<MMoanuce>
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5.2. Foster Grant B
MeTan/IM4YecKoii onpase B
hyTnape n 6e3 gyTtnapa

6. Foster Grant B nnactmaccoBoij
onpase B pyTnsape u 6e3 gyTnapa

7. Foster Grant
KOMOUHMPOBaHHOW  onpase
hyTnsape u 6e3 pyTnsapa

8. Polinelli B MeTannnueckoii
onpase B yTnsape u 6e3 hyTnapa

<Mognucb>
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9. Polinelli B nnacTmaccoBoi
onpase B QyTnspe un 6e3 yTnsapa

10. Polinelli B KOMGMHMpPOBaHHOIA
onpase B PyTnape u 6e3 gyTnapa

11. Revlon B MeTannmyecko
onpase B pyTnape u 6e3 gyTnapa

12.1. Revlon B nnactmaccoBol
onpase B pyTnape u 6e3 yTnapa

<Moanuce>
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12.2. Revlon B nnactmaccoBoii
onpase B QpyTnsape un 6e3 pyTnapa

13. Revlon B KOMOGWUHMPOBAHHOIA
onpase B pyTnsape u 6e3 gyTnapa

14. Sight Station
MeTann4yeckom onpase
tdhyTnsape n 6e3 gpyTnapa

15. Sight Station
n1acTMaccoBOi onpase
yTnsape n 6e3 yTnapa
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16. Sight Station
KOMOUHMPOBAHHON  omnpa.e
(yTnape n 6e3 gpyTnapa

17. Corinne McCormack
MeTanIn4ecKom onpase
GyTnape n 6e3 pyTnapa

18. Corinne  McCormack
naacTmMaccoBOl onpase
(hyTnspe n 6e3 hyTnapa

19. Corinne McCormaek
KOMOWHMPOBaHHON  onpase
yTnsape n 6e3 gyTnapa
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20. Foster Grant Eyezen B
MeTanIMyeckon onpase B
(yTnape n 6e3 gpyTaapa

21. Foster Grant Eyezen B
naacTMaccoBoOW onpase B
hyTnape u 6e3 pyTnapa

22. Foster Grant Eyezen
KOMOWHMPOBAHHOI  omnpaBse
hyTnape n 6e3 pyTtnapa

23. Foster Grant E.glasses B
MeTan/IM4yeckom onpase B
(yTnape n 6e3 pyTnapa

<Moanuce>
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24. Foster Grant E.glasses B
niacTMaccoBoM onpase B
(yTnape n 6e3 pyTtnapa

25. Foster Grant E.glasses B
KOMOVMHUPOBAHHOIM  onpaBe B
(hyTnape n 6e3 pyTtnapa

26. Eye-Gear B MeTan/in4yeckom
onpase B yTnape un 6e3 pyTnapa

27. Eye-Gear B nacTmMaccoBOW
onpase B yTaspe un 6e3 gpyTnsapa

<Moanunce>
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28. Eye-Gear
KOMOUHMPOBAHHON  onpaBe B
(yTnape n 6e3 pyTnapa

29.1. Best B MeTan/n4yeckoi
onpase B QpyTnspe u 6e3 gpyTnapa

29.2. Best B MeTanM4ecKoi
onpase B yTnsape u 6e3 pyTnapa

30. Best B nnacTmaccoBoW
onpase B (hyTnsApe n 6e3 dyTnsapa

<Moanuce>
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31. Best B KOMOWHWPOBAHHOW
onpase B QpyTnsape u 6e3 pyTnapa

32. Route 66 B MeTaninyeckomn
onpase B QyTasape u 6e3 dyTnsapa

33. Route 66 B nnacTMaccoBol
onpase B hyTnspe u 6e3 yTnapa

34. Route 66

KOMOGMHUPOBAHHOW  onpaBe B

thyTnape v 6e3 gyTnapa
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35. Redi-Reader by Magnivision »é
B MeTa/l/IMYeCcKon onpase B
(yTnape n 6e3 gpyTnapa

36. Redi-Reader by Magnivision
B MjacTMaccoBOoil  ornpasBe B
hyTnsape u 6e3 pyTnsapa

37. Redi-Reader by Magnivision
B KOMOGMHWPOBAHHOI oOnpaee B
qyTnsape un 6e3 yTnapa

38. e.Readers B MeTannmyeckoin
onpase B yTnspe n 6e3 pyTnapa
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39. e.Readers B nnacTMaccoBOl
onpase B yTnApe u 6e3 yTnapa

40. e.Readers
KOMOUHMPOBAHHOW  onpaBe B

(yTnsape u 6e3 hyTnsapa AVS,

6.3. MaTtepunanbl, N3 KOTOPbIX N3rOTOB/IEHO MeAULMHCKOe n3genme
OuKM ONA YTEHWA U3rOTOB/IEHbl M3 MaTepuanoB, KOTOpPble HE MOTYT Bbi3blBaTb pasfpaxeHue,
annepruyeckme UM TOKCMYECKUe peakuun B NPOLECCe UX IKCNyaTaunm npu KOHTaKTe C KOXei
yesloBekKa.
Crneundukaums maTepuanos, WCNOMb3YyeMblX MPW U3rOTOBMEHUM OYKOB, MNpeAcTaBleHa B
Tabnuue 2, Hocoynopbl npou3sefeHbl U3 cunukoHa (polydimethilsiloxan).
Matepunan n1MH3 04KoBbIX - lMonnkapboHat CR39.

MaTepuanbl onpasbl:

PC = Monukap6oHar;

CP = lNponuoHaT uenniossl;
NS = Helisnnbbep;

AL = ANIOMUHNIA;

SS - HepxaBserwow,as cranb;

Martepuanbl NH3:
PC = NMonukap6oHar.
Tabnuua 2. Matepuanbl, U3 KOTOPbIX M3rOTOB/EHO MEAULMHCKOE U3aenue.

Toprosas Mapka 04KOB MaTepuran onpasbl 1 3ayLLIHNUKOB Martepuan nuH3

Magnivision Microvision OnpaBa 7 3ayLHUKN

B MeTannnueckoii onpase NS (22NS) PC (CR-39)
Magnivision B Onpasa n 3ayLHUKN

NnacTMaccoBoii onpase  PC (L-1250Y) PC (CR-39)

<Mognuce>
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Magnivision B
MeTan/IMyecKon onpase
Magnivision B
KOMOGUHNPOBAHHO
onpase
Foster Grant B
MeTan/IMyeckoi onpase
Foster Grant B
naacTMaccoBoOil onpase
Foster Grant B
KOMOGUHMPOBaHHOM
onpase
Polinelli B
MeTan/IMyecKoil onpase
Polinelli B
nnacTmMaccoBOl onpase
Polinelli B
KOMOWHMPOBaHHOA
onpase
Revlon B MeTannnmyeckoi
onpase
Revlon B nfacTmaccoBoii
onpase
Revlon B
KOMOGUHNPOBAHHOWA
onpase
Sight Station B
MeTann4yeckon onpase
Sight Station B
naacTmaccoBoOl onpase
Sight Station B
KOMOWHUPOBAHHOM
onpase
Corinne McCormack B
MeTannyecKoi onpase
Corinne McCormack B
naacTMaccoBoli onpase
Corinne McCormack B
KOMOWHUPOBAHHOW
onpase
Foster Grant Eyezen B
MeTan/IMyecKoi onpase
Foster Grant Eyezen B
naacTMaccoBoOi onpase
Foster Grant Eyezen B
KOMOUHNPOBaHHOI
onpase
Foster Grant E.glasses B
naacTMaccoBoi onpase
Foster Grant E.glasses B
MeTan/IM4YecKoin onpase
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Onpasa n 3ayLUHNKK

NS (22NS)

Onpasa - NS (22NS)
3aywHukmy - PC (L-1250Y)

Onpasa n 3aYLLIHUKM

NS (22NS)

Onpasa n 3aYLLHUKK

PC (L-1250Y)

Onpasa - NS (22NS)
3ayuwHuku - PC (L-1250Y)

Onpasa 7 3aYLUHUKMK

NS (22NS)

Onpasa n 3aYLLIHUKK

PC (L-1250Y)

Onpasa - NS (22NS)

3ayuwHuku - PC (L-1250Y)

OnpaBsa ¥ 3aywWwHUKKM - SS (304SS)

Onpasa n 3aYLLHUKK

PC (L-1250Y)

Onpasa - SS (304SS)
3aywHukn - CP (T504-10)

Onpasa n 3aYLLHUKK

SS (304SS)

OnpaBga 1 3aywHukn - CP (T504-10)

Onpasa - NS (22NS)
3aywHuku - PC (L-1250Y)

Onpasa " 3ayLHWKM

NS (22NS)

Onpasa - PC (L-1250Y)
3aywHukn - CP (T504-10)

Onpasa - PC (L-1250Y)
3aywHuku - NS (22NS)

Onpasa - SS (304SS)
3aywHukM - NS (22NS)

Onpasa - PC (L-1250Y)
3aylwHuku - CP (T504-10)

Onpasa - PC (L-1250Y)
3aywHukn - NS (22NS)

Onpasa n 3aYLLHUKK

PC (L-1250Y)

Onpasa - SS (304SS)

3aywHMKM - NS (22NS)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)

PC (CR-39)
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160x48x30
MM

175x75%x5 Mm

160x65%x5 MM

142x45x13
MM

80x40%x21 mMm

nBXx
(MonuBuHWUAXNOPUA)

TekcTunb

TekcTunb

ABC-nnactuk
(aKpunoHNTpUnGY-
TafUeHCTUPON)

ABC-nnactnk
(aKpMNOHUTPUNGY-
TafVUeHCTUPO)

Vcnonb3yetca ana
OYKOB BCEX
TOProBbIX MapokK B
MeTaNMyecKunx,
nnacTMaccoBbIX U
KOMOWHWNPOBaHHbIX
onpaeax.

Wcnonb3yetca gna
OYKOB BCEX
TOProBbIX MapokK B
MeTaN/InYecKuXx,
niacTMaccoBbIX U
KOMOMHNPOBAHHbIX
onpasax.

Wcnonb3yetca ana
OYKOB BCEX
TOProBbIX Mapok B
MeTaNnyeckumx,
MNacTMaccoBbIX U
KOMOWHUPOBaHHbIX
onpa.ax.

Wcnonb3yetca ans
04KOB Magnivision
Microvision B
MeTanIN4YecKoi
nnu
NnnacTMaccoBOiA
onpase.

Vcnonb3yetcs gns
04KoB Magnivision
Microvision B
MeTaNINYecKomn
nnm
naacTMaccoBOWA
onpase.
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6.5. TnoBble CXeMbl MeAULIMHCKONO MU3AeNNS N KOHCTPYKTUBHbIE
TpeboBaHUA.

A - Pa3mepsbl 3ayLIHUKa (4/11MHA)
C - Yron a mexay paekpbiTbiMU 3ayLUHUKaMKN U NMPAMOM, NPOXOoAsLLel Yepe3 OCb LapHupa

D- TonuwwuHa pamku onpas B ceueHun A-A

<MMoanuce>
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Puc. 3. BbicTyn Ha nonyo604KOBbIX OnpaBax
6.5.3. Pamka onpaB fo/XHa ObITb M30rHYTa B COOTBETCTBUM C PUCYHKOM 4. Pazmep OR [o/mKeH
6bITb B AuanaszoHe oT 90 fo 160 mm ¢ npefefibHbIMU OTKNOHEHUAMM +10% HOMWHa/ILHOTO
3HayeHUs. Jlonyckaetcs M3rnmbaTb KaXAbli CBETOBOW NpoemM wuau/u BCHO pamy No paguycy
unnuHApa, npu 3Tom paguvyc wm3rmba po/mkeH 6biTb B AmanasoHe ot 200 go 400 mm c
npefenbHbIM OTKNOHeHUeM £10% HOMWHANBHOTO 3HAYEHMA.

A
Puc.4. Usarn6 paMxu onpaps

6.5.4 Yron Mexpgy packpbliTbIMW 3ayllHUKaMW W MPAMOA, NPOXOAALLeil 4vepe3 OCb LapHupa,
MO>XXET HaxoAuTbCA B AManasoHe ot 85® g0 100®.

Pamky onpaB TONWMHOW He 6onee 5 MM fonyekaeTtes He M3rmb6aTb, NpU 3TOM Yrosn MOXET
Haxo4uUTbCA B Ananas3oHe oT 85° go 110°.

Pamky onpas, CBETOBOW NPOeM KOTOPbIX MMeeT opMy Kpyra, usrnby He nognexart. NMpu aTom
Yyron Mexay paekpbiTbIMU 3ayLIHWKAMW U NPAMON, NMPOX0oAALLEN Yepe3 OCb LlapHMpa MOXET
HaxoanTbed B AnanasoHe ot 90° go 95°.

B pamax onpaB, KOHCTPYKTMBHO Tpebylowmx n3rnba nepeHocuubl, pagnyc rubku nepeHocuubl
fonkeH 6b1Tb 0T 10 o 30 MM.

6.5.5 B onpasax C NOAMPY>XWUHEHHbIMW LapHUPaMKU Yron MeXay PacKkpbiTbiM 3ayLWHUKOM WU
NPSMON, NPOXoAALIEei Yepes OCb LIApPHMPa MOXeT eoCcTaBATb He 60nee 160® npu NPUIOXEHUN
YCUANS K 3ayLLIHWKY B CTOPOHY packpbiTusa 6onee 0,25H (0,025 krc).

Pa3mepsbl, onpegenstoLie MosioXeHWe 3ayLWHMWKa OTHOCUTEbHO PaMKW OMpaBbl, YKa3aHbl Ha
pUCYHKe 5.

< >
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7
KOMOWHMPOBaHbI
ol onpase B
thyTnape un 6e3

hyTnapa

Polnelll B
MeTaNIMyYecKon,
naacTMaccoBoi

7
KOMOWHMNPOBaHbI
oli onpase B
thyTnape un 6es

hyTnapa

Revlon B
MeTan/IM4yecKo,
naacTMaccoBoi

7
KOMOVHMPOBaHbI
oli onpase B
(hyTnape u 6es

yTnspa

Sight Station B
MeTann4YecKoi,
naacTMaccoBol
n
KOMOVHMPOBaHbI
oVl onpase B

MM

Ot 1,84

OT148 po 0 3.90
54 m '
MM

OT 1,84

Ot 48 no 0 3.90
54 MM AO 3,
MM

OT 1,84

Ot 48 no 0 3.90
54 MM AO 2,
MM
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OT 3 1o
Ot 80 go 100%
Ot 3 a0
Ot 80 fo 100%
6r
Ot 3 a0
61 Ot 80 fo 100%

warom +0,25

Ot +0,25 o
+3,50
ANONTPUIA C
warom +0,25

OT1 +0,25 po
+3,50
ANONTPUIA C
warom +0,25

Ot +0,25 go
+3,50
AnonTpuii ¢
warom +0,25

[a
400 HM

HeTt

Het

«

\C warom

+0,25

Ot +0,25
fo +3,50
ANONTPUi
C warom
+0,25

Ot +0,25
4o +3,50
AnonTpuii
C Wwarom
+0,25

Ot +0,25
no +3,50
anonTpuii
C warom
+0,25

MM

Ot 48
o 54
MM

Ot 48
Ao 54
MM

OT 48
4o 54
MM

0 Mm

0 MM

0 MM

He
npmnaMmaTtnyeckue

MONOXUTEJIbHbIE.

Cturmartumyeckue
9
OAHO(OKaNbHbIE,
He
npuamaTmyeckme

MONOXNTENbHbIE.

CTurmatmnyeckue

0AHOMOKa/bHbIE,
He
npusMaTmnyeckmne

9

MONOXNTENbHbIE.

CTurmatmnyeckue

O4HO(OKaNbHbIE,
He
npusmaTmuyeckme

9

MONOXNTEJIbHbIE.
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thyTnape n 6e3
dyTnspa

Corirme
McCormack B
MeTanTMYecKom,
naacTMaccoBoW OT 1,84
" OT149 no 10 3,90
KOMOUHNPOBAHH >4 m MM
OVl onpase B
hyTnsape n 6e3

GyTnsapa

Foster Grant
Eyezen B
MeTaNTMUYECKOM,
nnacmzccosom O 50 g0 AOOT ;:;1
KOMOUHMPOBaHH >4 Mm MM
ol onpase B

thyTnsape n 6e3
GyTnsapa

Foster Grant
E.glasses B
MeTan/In4eCcKow,
Na1acTMaccoBoOl

OT 1,84
£0 3,90
MM

Ot 51 go

54 mm
n

KOMOWHMPOBaAHH
oV onpase B
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OT13 a0
61

OT13 a0
6r

OT3 a0

Ot 80 go 100%

OT 80 go 100%

OT 80 go 100%

Ot +0,25 po

+3,50 fa
AVONTPUIA C
warom +0,25

400 HM

lMporpeccusHa
A NnMH3a (B
BEPXHel
yactm - 0, B
HWXXHEN Yactu
+0,40)

400 HM

Ot +0,25 po

+3,50 Ha
anonTpuii ¢
warom +0,25

400 HM™m

OT +0,25
40 +3,50
anonTtpui
C warom OT 49
+0,25
[o 54 0 MM
MM
Ot +0,25
4o +3,50
ANonNTpNii
C warom
40,25 OT50
fo 54 0 Mm
MM
Ot +0,25
4o +3,50
ANONTPUA Ot 51
C warom [0 54 0 Mm
+0,25 MM

Cturmartmyeckume
2
0AHOMOKasbHbIE,
He
npusMaTunyeckue

5
MOMIOXKMNTE/bHbIE.

Cturmatunyeckas
, IporpeccuBHas
nnH3a (0.00 add
+0,40D), He
npu3marnyeckas

CTurmatmnyeckue

9

ofHOOKasbHbIE,
He
npmamaTnyeckme

9

MNONOXUTENbHbIE.
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tdhyTnspe n 6e3
hyTnsapa

Eye-Gear B
MeTa/INYeCcKOW,
niacTMaccoBOl

n
KOMOMHMPOBaHbI

ol onpase B

thyTnspe n 6e3

hyTnapa

e.Readers B
MeTalSInYeCcKoi,
niacTMaccoBol

7
KOMOMHMPOBaHbI

Ol onpase B

thyTnspe n 6e3

yTnsapa

Best B
MeTann4YecKoi,
ni1acTMaccoBol

7
KOMOUHUPOBaHbI
OVl onpase B
(hyTnape u 6e3

thyTnsapa

OT1 52 no
54 mm

OT153 no
54 mm

Ot 48 no
54 mm

OT 1,84
0 3,90
MM

OT 1,84
£0 3,90
MM

OT 1,84
f0 3,90
MM
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OT13pn0
Ot 80 fo 100%
6r
OT 3 o
Ot 80 no 100%
6r
OT 310
61 Ot 80 go 100%

OT1 +0,25 pgo
+3,50
anonTpuii ¢
warom +0,25

OT1 +0,25 go
+3,50
anonTpuii ¢
warom +0,25

OT1 +0,25 o
+3,50
anonTpuin ¢
warom +0,25

400 HM™m

400 HM

Het

OT1 +0,25

fo +3,50

anonTpui

C LIarom Or 52

+0,25 [0 54 0 mm
MM

Ot +0,25

Ao +3,50

AnonTpui

C LLIarom Ot 33

+0,25 o 54 0 Mm
MM

OT1 +0,25

Ao +3,50

ANONTpUiA

C LIarom Ot 48

+0,25 fo 54 0 MM
MM

Cturmartumuyeckue
;
O4HO(OKa/bHbIE,
He
npusmaTmyeckme

9

MONOXNTEJIbHbIE.

Cturmartumyeckue
:
O4HO(OKa/bHbIE,
He
npusmaTmnyeckme

9

MONOXNTEJIbHbIE.

CTurmatmnyeckue

9
oAHOMOKa/bHbIE,
He
npusMaTmnyeckmne

9

MNONOXUTENbHbIE.
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Route 66 B e u, ‘Ot +0,25
MeTann4yecKon, o +3,50
rn1acTMaccoBom OT +0,25 g0 AvonTpun

OT 1,84 OT 48
Z OT48 no Ot 3 go +3,50 Na C warom T
KOMGUHMPOBAHH 54 MM Ao 3,90 61 Ot 80 0 100% o +0,25 Ao 54 0 MM

o P MM AvionTpun ¢ 400 HM MM

oW onpase B warom +0,25
thyTnsape n 6e3

hyTnapa
Redi-Reader by OT +0,25
Magnivision B 4o +3,50
MeTanIMyecKowu, Ot 40.95 anontpun
NNacTMaccoBoit Ot 1,84 TF59.e9 00 C Lwarom OT 48

OT148 po Ot 3 a0 +3,50 +0,25
n o 3,90 Ot 80 po 100% . Het [0 54 0 Mm
54 MM 6r AnonTpun c
KOMOUHNPOBaHH MM MM

. warom +0,25

ol onpase B
thyTnsape n 6e3

hyTnapa
MpumeyaHue:

1- makcumasnbHoe FOPU3OHTa/IbHOE PaCcCTOAHME MEXAY KpasMU NNH3bI

2 - TONWWHA NMH3bI N0 LEHTPY

CTurmatmnyeckue

OfHO(OKa/bHbIE,
He
npusmaTmyeckme

MNONTIOXKNUTENbHbIE.

CturmaTtmyeckue
ofHOMOKaNbHbIE,
He

npusmaTmyeckme

9

MNONTIOXKNUTENbHbIE.

3 - B cooTBeTcTBMM ¢ TOCT 30808-2012, gaHHble NMNMH3bI OTHOCATCA K rpynne 1. VX nonesHblii guameTp coBnagaet ¢ HOMUHabHbIM MaMeTpOM.

Tabnuua 5. TexHNYeCcKne xapakTePUCTUKN OMNpas 1 3ayLLUHNKOB.

abapuTH
ble Pasmepsbl
Toprosas mapka Macca pasmepbl  3ayLIHUK
04YKOB onpasbl  onpasbl ([ a
x W x B), (anvHa)
He 6osiee
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OcCHOBHblE
pasmepbl Yrony urnybuHa
NMOBEPXHOCTY S haueTHoi
onopsbl AN Hoca KaHaBKM

(L, V,0)

N3rnod
pamKu
onpas

Yron a Yron
Mexay pacnono
PackKpbITbIM  XXeHus
3ayLWHUK
3ayLIHMUKam 0B
N N NPAMOWA.  OTHOCMUT

Paanyc
Paguyc  wn3ruba
n3rnba  3ayLHUK
nepeHo ano
cuubl naockoe
™
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Magnivision
Microvision B
MeTafIM4YecKon
onpase B hyTNsape
n 6e3 yTnapa

Magnivision B
MeTa/INYeCcKOW,
naacTMaccoBoW 1

KOMOWUHUPOBaHHOW
onpase B hyTnsape

n 6e3 hyTnapa

Foster Grant B
MeTafIMYecKo,
na1acTMaccoBOi 1

KOMOUHNPOBaHHOW
onpase B hyTnsape

n 6e3 hyTnapa

Polinelli B
MeTann4YecKoi,
naacTMaccoBoi n

KOMOMHMPOBaHHO
onpase B yTnape
n 6e3 yTnapa

Revlon B

Ot 12
po3sr

Or 12
fgo3sr

Or 12
go3sr

OT 12
po3sr

Or 12
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140X 155
X35 mm

140X 155
X35 MM

140X 155
X35 Mm

140X 155
X35 MM

140X 155

OT 135
fo 145
MM

oT 135
fo 145
MM

OT 135
fo 145
MM

Or 135
fo 145
MM

OT 135

1- He MmeHee 3
MM
y - He 6onee
40°
0- He 6onee 30°

1- He meHee 3
MM
/- He 6onee
40°
0- He 6onee 30°

1- He meHee 3
MM
\[/ - He 6onee
40°
0- He 6bonee 30°

1- He meHee 3
MM
\/ - He 6onee
40°
0- He 6onee 30°

1- He MeHee 3

y - He 6onee 110°
S- He 6onee 1,0
MM

(Bns
NM1aCTMacCCOBbIX U

KOMOWHMpPOBaHH
bIX OMpaB)
y-He 6onee 120°
S - He 6onee 1,2
MM

(ans
NNacTMaccoBbiX

onpas)
y-He 6onee 120°
S - He 6onee 1,2
MM

(Ans
NNacTMaccoBbiX

onpas)
y-He 6onee 120°
S- He 6onee 1,2
MM

(ans

He
bonee
400
MM

He
6onee
400
MM

He
6onee
400
MM

He
6onee
400
MM

He

npoxoasuye
i yepes ocCb
LapHupa

He 60see
100°

He 6onee
100°

He 6onee
100°

He 6onee
100°

He 6onee

eNbHO
paMKm

He 6onee
100°

He 6onee
100°

He 6onee
100°

He 6onee
100°

He 6onee

He
6onee
30 Mm

He
6onee
30 mm

He
bonee
30 Mm

He
bonee
30 Mm

He

OT 160
[0 450
MM

OT 160
[0 450
MM

OT 160
[0 450
MM

OT 160
[0 450
MM

Ot 160
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MeTaNnYecKom,
Ma1acTMaccoBOW 1
KOMOUHNPOBaHHOW
onpase B hyTnsape
n 6e3 gyTnapa

Sight Station B
MeTannn4yecKoi,
naacTMaccoBoii 1

KOMOUHNPOBAHHOW
onpase B (hyTnsape

n 6e3 hyTnspa

Corinne
McCormack B
MeTannn4YecKoi,
naacTMaccoBol n
KOMOUHNPOBaHHOW
onpase B (hyTnspe
n 6e3 hytnspa

Foster Grant
Eyezen B
MeTann4yecKoi,
naacTMaccoBoOi u
KOMOMHMPOBaHHO
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fgo3sr

OoT 12
po35r

OoT 12
po35r

OoT 12
po3s5r

X35 Mm

140X 155
X35 Mm

140X 155
X35 Mm

140X 155
X35 Mm

1145 MM
MM \/ - He 6onee
40°

0- He 6onee 30°

1- He meHee 3

Ot 135 MM
o 145 W- He 6onee
MM 40°

0- He 6onee 30°

1- He meHee 3

Ot 135 MM
fo 145 \[/ - He 6onee
MM 40°

0- He 6onee 30°

1- He meHee 3

Ot 135 MM
no 145 W- He 6onee
MM 40°

0- He 6onee 30°

nnactmaccosbiX | Konee

onpas)
y - He 6onee 120°
S - He 6onee 1,2
MM

(ans
KOMOUHMPOBaHH

bIX OMpas)

y - He 6onee 120°
S - He 6onee 1,2
MM
(ans
MeTanIn4ecKmnx
onpas)
y-He 6onee 110°
S - He 6onee 1,0
MM

(Bns
NnnacTMacCOBbIX

onpas)
y - He 6onee 120°
S - He 6onee 1,2
MM

(ans
Na1acTMaccoBbIX

onpas)
y - He 6onee 120°
S - He bonee 1,2
MM

400
MM

He
6onee
400
MM

He
6onee
400
MM

He
6onee
400
MM

100°

He 6onee
100°

He 6onee
100°

He 6ornee
100°

100°

He 6osee
100°

He 6osee
100°

He 6osee
100°

b6onee
30 Mm

He
6onee
30 Mm

He
6onee
30 Mm

He
6onee
30 Mm

[0 450
MM

OT 160
[0 450
MM

Ot 160
[0 450
MM

Ot 160
[0 450
MM
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onpase B yTnape
n 6e3 yTnapa

Foster Grant
E.glasses B
MeTaNInyecKOoMu,
nn1acTMaccoBom u
KOMOWHNPOBAHHOM
orpase B (hyTnisipe
n 6e3 pyTtnapa

Eye-Gear B
MeTaINYeCcKOW,
NnacTMaccoBOi K

KOMOWHMPOBAHHOIA
onpase B hyTaspe
n 6e3 yTnapa

e.Readers B
MeTannYecKoi,
naacTMaccoBol n
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MepeBof fAHHOTO TeKCTa C aHrIMNCKOro, NTanbSHCKOro M TYPeLKOro A3bIKOB Ha PYCCKUI A3blK

BbIMO/IHEH MHOW, nepeBoguymMkom Kypunosoi CBeTnaHoi JleoHMAOBHOM, nacnopT: cepus 4512
743180, BblWaH YPMC Poccuum no ropogy Mockse no painoHy MaphuHo 14.08.2012 roga.
noanmcb

Poccuiickas defepaLms
Mopog MockBa
BToporo aBrycra fiBe TbICAYM CEMHAALLATOro roga

A, Akumos [ne6 bopucosuy, HoTapuyc ropoga MOCKBbI, CBWAETE/NbCTBYI MOAIMHHOCTb
nognucu nepesogunka Kypunosoii CeeTnaHbl JIEOHWAO0BHbI.

Mognuce caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTbL mofgnucaBLLEero 4OKYMeHT YCTaHOB/EHaA.

3aperncTpmupoBaHoO B PeecTpe;

B3bickaHO rocygapcTBeHHOM nownumHbl (No Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHue ycayr npaBoOBOro M TEXHUYECKOro Xapakrepa: —p

noanmcb

lfepboBas neuvarb
HoTapuyca r. MOCKBbI

AKknumoBa [. b.

Bcero npowHypoBaHo, MPOHYMEPOBAHO
N CKPEn/ieHo nevyaTtbio A3 nucta (oB)
Hotapuyca

Poccuiickas ®egepauuns
.Fqlpo,q Mocksa
07.7T1 2017 rona
A, AkumoB [ne6 bopucoBuy, motopuyc ropoga MOCKBHI,

CBMAETeNNbCTBYO BEPHOCTb KOMUU C NPBACTAaB/1IEHHOI0 MHO AOKYMEHTA.

3apernctpupoBaHo B peecTpe: N»
noLwnmHel (No Tapudy):
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