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1. Name of medical device, including design versions.

This summary operating documentation is intended to describe a medical device

I. KING natural latex condoms, design versions:

1 KING HERO classic condoms - 2or 3or4or 50r6or 9or 10or 12 or 14 or 150r 18 or 21 or
25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

2. KING SENSOR sensitive condoms - 2 or 3or4or 50or 6or 9or 10 or 12 or 14 or 150or 18 or
21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

3. KING SEXY BEADS dotted condoms -2 or 3or4or 50r 6or 9or 10 or 12 or 140r 150r 18
or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

4. KING SYNCHRO prolongation + stimulation condoms - 2 or 3or 4 or 5or 6 or 9 or 10 or 12
or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

5. KING VULCANO glowing condoms -2 or 3or4 or 50r 6 or 9or 10or 12 or 14 or 150r 18 or
21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

6. KING ANATOMIC anatomical condoms -2 or 3or 4 or 50r 6 or 9 or 10or 12 or 14 or 15 or
18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

7. KING INFINITY colored and fragrant condoms (orange/mango) - 2 or 3 or 4 or 50r 6 or 9 or
100r 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

8. KING INFINITY colored and fragrant condoms (black/cola) - 2 or 3or 4 or 50r 6 or 9 or 10 or
12 or 14 or 15 0r 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

9. KING INFINITY colored and fragrant condoms (purple/chewing gum) - 2 or 3or 4 or 5 or 6 or
9or 10or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

10. KING INFINITY colored and fragrant condoms (pink/cherry) - 2 or 3or4 or 50or 6 or 9 or 10
or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

11. KING INFINITY colored and fragrant condoms (red/lychee) - 2 or 3 or 4 or 5 or 6 or 9 or 10
or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

12. KING MONSTER X XL increased size condoms - 2or 3or4or 50or6or9or 10or 12 or 14
or 150r 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

13. KING BLASTER super-stimulating condoms - 2 or 3or 4 or 50r 6 or 9 or 10 or 12 or 14 or
15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

14. KING ULTRA EGO ultra-thin condoms - 2 or 3or 4or 50or 6 or 9 or 10 or 12 or 14 or 15o0r
18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

15. KING EBONY condoms for non-bANAL sex -2 or3or4or5or6or9or 10or 12 or 14 or
15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

16. KING ROCKET super form-fitting condoms - 2 or 3or4or 5or 6 or 9or 10or 12or 14 or 15

or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

1.1. Versions are completed in a group package:

1 KING SUPER TEAM condoms, consisting of:

- KING HERO classic condoms - 4 pcs.

- KING SENSOR sensitive condoms - 4 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 2 pcs.
- KING ANATOMIC anatomical condoms - 2 pcs.

- KING BLASTER super-stimulating condoms =2 pcs.

- KING VULCANO glowing condoms - 2 pcs.

-KING INFINITY colored and fragrant condoms (orange/mango -1 pcs., black/cola- 1pcs.)
Total: 18 pcs/pack.

2. KING SUPER TEAM plus condoms, consisting of:

- KING HERO classic condoms - 4 pcs.

- KING SENSOR sensitive condoms - 4 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 3 pcs.
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- KING ANATOM IC anatomical condoms - 2 pcs.

- KING BLASTER super-stimulating condoms - 3 pcs.

- KING VULCANO glowing condoms -2pc” /

- KING INFINITY colored and fragrant condoms (orange/mango - 1 pcs., black/cola - 1 pcs.,
purple/chewing gum- 1 pcs.)

Total: 21 pcs /pack.

3. KING Super Big Bang Box condoms, consisting of:

- KING HERO classic condoms - 6 pcs.

-KING ULTRA EGO ultra-thin condoms - 6 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 6 pcs.
- KING BLASTER super-stimulating condoms - 6 pcs.

-KING SEXY BEADS dotted condoms - 6 pcs.

Total: 30 pcs / pack.

4. KING Super Big Bang Box Plus condoms, consisting of:

- KING HERO classic condoms - 6 pcs.

-KING ULTRA EGO ultra-thin condoms - 6 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 6 pcs.
- KING BLASTER super-stimulating condoms - 6 pcs.

- KING SEXY BEADS dotted condoms - 6 pcs.

- KING EBONY condoms for non-bANAL sex - 3 pcs.

Total: 33 pcs /pack.

5 KING of GALAXY condoms, consisting of:

- KING HERO classic condoms - 1pcs.

- KING SENSOR sensitive condoms - 1 pcs.

- KING SEXY BEADS dotted condoms -1 pcs.

-KING SYNCHRO prolongation + stimulation condoms - 1 pcs.
- KING VULCANO glowing condoms - 1pcs.

- KING ANATOMIC anatomical condoms -1 pcs.

- KING INFINITY colored and fragrant condoms (red/lychee) -1 pcs.
- KING MONSTER X XL increased size condoms -1 pcs.

- KING BLASTER super-stimulating condoms - 1 pcs.

- KING ULTRA EGO ultra-thin condoms - 1pcs.

- KING EBONY condoms for non-bANAL sex - | pcs.

- KING ROCKET super form-fitting condoms - 1 pcs.

Total: 12 pcs / pack.

6. KING SUPER CHALLENGE BOX condoms, consisting of:
- KING HERO classic condoms -12 pcs.

- KING SENSOR sensitive condoms - 4 pcs.

- KING SEXY BEADS dotted condoms - 4 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 4 pcs.
- KING VULCANO glowing condoms - 4 pcs.

-KING ANATOMIC anatomical condoms - 4 pcs.

e KING INFINITY colored and fragrant condoms (orange/mango - 1 pcs., black/cola - 1 pcs.,
purple/chewing gum- 1 pcs., red/lychee - 1pcs.) - 4 pcs.

- KING MONSTER X XL increased size condoms - 4 pcs.

- KING BLASTER super-stimulating condoms - 4 pcs.

- KING EBONY condoms for non-bANAL sex - 4 pcs.

- KING ROCKET super form-fitting condoms - 2 pcs.

Total: 50 pcs / pack.

7. KING Hero Box condoms, consisting of:

- KING HERO classic condoms - 10 pcs.

- KING SENSOR sensitive condoms -10 pcs.

- KING SYNCHRO prolongation + stimulation condoms - 10 pcs.
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- KING ANATOMIC anatomical condoms - 10 pcs.

- KING BLASTER super stimulating - 10 pcs.

- KING VOLCANO glowing condoms - 10 pcs.

- KING INFINITY colored and fragrant condoms (orange/mango - 2 pcs., black/cola - 2 pcs.,
purple/chewing gum - 2 pcs., pink/cherry, red/lychee - 1pcs.) - 10 pcs.

- KING ULTRA EGO ultra-thin condoms - 10 pcs. "

- KING EBONY condoms for non-bANAL sex - 10 por.

- KING ROCKET super form-fitting condoms - 10 pcs.

Total: 100 pcs /pack.

Il. VIZIT natural latex condoms, design versions:
1 VIZIT Classic classic condoms -2 or 3or4 or5or6or9or 10or 12 or 14 or 150r 18 or 21 or

25 or 30 or 33 or 50 or 69 or 100 pcs/pack.
2. VIZIT Dotted dotted condoms -2 or3or4or 50r 6 or 9or 10or 12 or 14 or 15 or 18 or 21 or

25 or 30 or 33 or 50 or 69 or 100 pcs/pack.
3. VIZIT Ribbed ribbed condoms -2 or3or4 or5or6or 9or 100or 12 or 14or 150r 18 or 21 or

25 or 30 or 33 or 50 or 69 or 100 pcs/pack.
4. VIZIT Color colored and fragrant condoms (green/mint) - 2 or 3or 4 or 50or 6 or 9 or 10 or 12

or 14 or 150r 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.
5. VIZIT Color colored and fragrant condoms (red/strawberry) -2 or 3or 4 or 50r 6 or 9or 10or

12 or 14 or 15 0r 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

6. VIZIT Color colored and fragrant condoms (yellow/banana) - 2 or 3or 4 or 5 or 6 or 9 or 10or
12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

7. VIZIT Large increasing the size condoms - 2 or 3or4or 5or6or9or 10 or 12 or 14 or 150r
18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

8 VIZIT HI-TECH Ultra Light ultra thin condoms - 2 or 3or 4 or 50or 6 or 9or 10or 12 or 14 or
15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

9. VIZIT HI-TECH Sensitive supersensitive anatomical anatomic condoms - 2 or 3 or 4 or 5or 6 or
9or 10or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

10. VIZIT HI-TECH Comfort Comfort of the original form condoms - 2 or 3or 4 or 50or 6 or 9 or
10 or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

11. VIZIT HI-TECH Pleasure With rings and pimples, contoured anatomical shape condoms - 2
or3ord4or5or6or9or 10or 12 or 14 or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100

pcs/pack.
12. VIZIT HI-TECH With the fixing ring condoms - 2 or 3or4 or 50or 6 or 9or 10or 12 or 14 or

15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.
I11. VIVA natural latex condoms, design versions:

1 VIVA Classic condoms - 2or3or4or5or6or9or 10or 12 or 14 or 15 or 18 or 21 or 25 or

30 or 33 or 50 or 69 or 100 pcs/pack.
2. VIVA Ultra thin condoms - 2or 3or4or5or6or9or 10or 12or 14 or 150r 18 or 21 or 25

or 30 or 33 or 50 or 69 or 100 pcs/pack.
3. VIVA Ribbed condoms -2 or 3or4or50or 6 or9or 10or 12 or 14 or 150r 18 or 21 or 25 or

30 or 33 or 50 or 69 or 100 pcs/pack.
4. VIV A Dotted condoms -2 or3or4or5or6or9or 10or 12 or 14 or 150r 18 or 21 or 25 or

30 or 33 or 50 or 69 or 100 pcs/pack.
5. VIVA Color aromatized condoms (red/strawberry) - 2 or 3or 4 or 50or 6 or 9or 10or 12 or 14

or 15 or 18 or 21 or 25 or 30 or 33 or 50 or 69 or 100 pcs/pack.

Class Ilb according to rule 14 of Annex IX of the Medical Devices Directive 93/42/EEC.
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2.1. Regarding the manufacturer o fa medical device.

Karex Industries Sdn. Bhd.

Legal address: 31-04, Level 31, Menara Landmark No. 12, Jalan Ngee Heng, Johor Bahru Johor,
80000, Malaysia

Production site address: PTD 7906 & 7907, TanprrPontian Jaya, Batu 34, Jalan Johor, 82000
Pontian, Johor, Malaysia

Tel: +60 7 687 8833/688 1996, e-mail: kisp@karex.com.mv. www.karex.com.my

2.2. Regarding the authorized representative ofthe manufacturer o fmedical device.

Limited Liability Company "BOLEAR" (LLC "BOLEAR"), Russia, 115201, Moscow, Kashirsky
passage, 13, room X1V, tel./fax +7 (495) 787-92-68, e-mail: info@bolear.ru. www.bolear.ru.

3. The purpose of a medical device, indicating the potential user of the medical device.

Condoms are intended for individual use as a contraceptive and for the prevention and protection
against sexually transmitted infections. The purpose applies to all design versions of the medical

device.
Potential consumers: Sexually mature males.

4. Indications for use of medical device.

Condoms serve as a contraceptive and a protection against sexually transmitted infections and
diseases. Condoms allow both sexual partners to participate in family planning. They can also be
used when a woman is found to be allergic to sperm.

5. Performance and purpose of medical device.

Functional characteristics of condoms - protection against unwanted pregnancy, sexually
transmitted infections and diseases. Functional characteristics apply to all condom designs.
Condoms are intended for individual use as a contraceptive and for the prevention and protection
against sexually transmitted infections. The purpose applies to all design versions of the medical

device.

6. Risk of using the medical device, contraindications, expected and predictable side effects
associated with the use of the medical device.

6.1. Contraindicationsfor use.

There are no special contraindications for the use of condoms, except that one of the partners is
allergic to latex (contraindications apply to all condom designs).

6.2. Side effects.

Allergic reactions (side effects apply to all condom designs).

7. Basic technical specifications.

Condoms for individual use are non-sterile disposable items. The open end o f the condom is rolled
into arim (for ease o f putting on). There are no visible defects on the surface of condoms (creases,
tears or deformations o f the rim, rubber and non-rubber inclusions).

Condoms are cylindrical in length with a reservoir tip. The surface of the condom is smooth or
textured (dotted, ribbed), transparent, colourless or coloured (coloured and flavoured).

Condoms have the following dimensions as shown in Tables 1,2, 3,4, 5,6, 7, 8, 9, 10, 11 and 12.

Table 1. KING HERO classic condoms; KING INFINITY colored and fragrant condoms; VIZIT Classic
classic condoms; VIZIT colored and fragrant condoms; VIV A Classic condoms; VIVA Color
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Table 2. KING SENSOR sensitive condoms

Parameters Values

Length At least 180 mm
Width 53 (2) mm
Thickness 0.045-0.065 mm

Table 3. KING SEXY BEADS dotted condoms, KING SYNCHRO prolongation + stimulation, VIZIT
Dotted dotted condoms, VIZIT Ribbed ribbed condyjns, VIVA Dotted condoms, VIVA Ribbed

condoms \ >
Parameters Values
Length At least 180 mm
Width 53 (x2) mm
Thickness 0.065-0.085 mm

Table 4. KING VULCANO glowing condoms

Parameters Values

Length At least 180 mm
Width 53 (£2) mm
Thickness 0.095-0.115 mm

Table 5 KING ANATOMIC anatomic condoms, VIZIT HI-TECH Comfort Comfort of the original
form. VIZIT HI-TECH Sensitive supersensitive anatomical anatomic condoms

Parameters Values

Length At least 180 mm
Width 52 (+2) mm
Thickness 0.075-0.095 mm

Table 6. KING MONSTER XXL increased size condoms, VIZIT Large increasing the size

condoms
Parameters Values
Length At least 190 mm
Width 60 (£2) mm
Thickness 0.065-0.085 mm

Table 7. KING BLASTER super-stimulating condoms

1 Parameters Values
Length At least 180 mm
Width 52 (%2) mm
Thickness 0.065-0.085 mm

Table 8. KING ULTRA EGO ultra-thin, VIZIT HI-TECH Ultra Light ultra thin, VIV A Ultra thin

condoms
Parameters Values
Length At least 180 mm
Width 53 (x2) mm
Thickness 0.037-0.053 mm

Table 9. KING EBONY condoms for non-bANAL sex

Parameters Values

Length At least 180 mm
Width 53 (x2) mm
Thickness 0.095-0.115 mm
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Table 10. KING ROCKET super form-fitting condoms

Parameters Values

Length At least 170 mm
Width 49 (£2) mm
Thickness 0.060-0.080 mm

Table 11. VIZIT HI-TECH Pleasure With rings and pimples, contoured anatomical shape condoms

Parameters Values

Length At least 180 mm
Width 53 (x2) mm
Thickness 0.075-0.095 nm

Table 12. VIZIT HI-TECH Fix With the fixing ring condgfffini

Parameters Values

Length At least 180 mm
Width 49 (£2) mm
Thickness 0.045-0.065 mm

8. List and description of materials in a medical product that comes into direct or indirect

contact with the patient's body (human body).

Short-term direct contact with mucous membranes and intact human skin - natural latex mixture,
powder, lubricant, pigment (coloured condoms only) and flavouring agent (coloured condoms
only). Short-term contact with undamaged skin on the hands - wrapper foil for condoms. The type
of contacts applies to all design versions of medical device.

9. Description of accessories, medical devices or products that are not medical but are
intended to be used in combination with the declared medical device (if any).

Not applicable.
10. Information on the presence of a medicinal product for medical use, materials of animal

and/or human origin in the medical device.
Not applicable. Condoms do not contain medicinal products, materials of animal and/or human

origin.

11. Information on the installation, assembly, adjustment, calibration and other actions

required to put the medical device into operation.
Take the condom out of the packaging and see how it opens. The condom is easily rolled out in

one position and hardly rolled out in another.
Condom is only worn on an erect penis! Squeeze the tip of the condom to remove air. Place the

condom over the tip ofthe penis and roll it down with your other hand along the length of the penis
to the base.

After ejaculation, remove the condom while the penis is still erect. Take the condom at the base of
the penis and roll it up. Do not touch the vagina with the condom or penis after the condom has

been removed.
Tie the used condom and put it in the waste container. Do not dispose of used condoms in the

sewer system.

12. Requirements for the premises where the medical device is to be installed (assembled),
as well as requirements for the training or qualification of persons who install (assemble) the

medical device.
Not applicable.

13. Information for checking the correct installation (assembly) of a medical device and its

readiness for safe operation.
a) Scope andfrequency ofmaintenance, including cleaning and disinfection o fmedici
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Not applicable.

b) The list ofinformation, keys, access passwords, programmes requiredfor installation, setting-
up, operation and maintenance ofthe medical device provided by the manufacturer (producer) of
the medical device.

Not applicable.

c) List ofconsumables (components, reagents), as well as the procedure for their application and
replacement.

Not applicable.

d) The needfor calibration to ensure proper and safe operation ofthe medical device during its
lifetime.

Not applicable.

e) Methods to reduce risks associated with the installation, calibration or maintenance of a
medical device.

Not applicable.
fi Information about the installation, adjustment, calibration and otheractionsrequiredfor putting
the medical device into operation and its correct operation (a”liyation).

Take the condom out of the packaging and see how it opens. The condom is easily rolled out in
one position and hardly rolled out in another.

Condom is only worn on an erect penis! Squeeze the tip of the condom to remove air. Place the
condom over the tip of the penis and roll it down with your other hand along the length o f the penis
to the base.

After ejaculation, remove the condom while the penis is still erect. Take the condom at the base of
the penis and roll it up. Do not touch the vagina with the condom or penis after the condom has
been removed.

Tie the used condom and put it in the waste container. Do not dispose of used condoms in the
sewer system.

g) Information on the list of basic characteristics of medical device operation (application),
transportation and storage conditions.

Condoms are used:

- at ambient temperature from +5 ®C to +35 ®C and relative humidity not exceeding 85 %;

- with a person's body temperature bet™een +32 °C and +42 ®C.

Transport conditions:

Condoms must be transported in all types of closed transport in accordance with the goods transportation
regulations applicable to this type of transport at temperatures ranging from -508C to +50®C (relative
humidity 80% at 25RC). When transporting condoms at temperatures below zero, they must be unpacked
after 1day under normal climatic conditions from the moment they were received.

During transportation, clean means must be used and precautions taken: do not place hea\y loads on the
products, do not allow the product to come into contact with sharp objects, protect it from impacts, and do
not expose the product to direct sunlight. Storage conditions:

Condoms must be stored in their original packaging, in a closed warehouse at temperatures between 0°C
and +35°C and relative humidity not exceeding 80% at adistance of at least 1 m from heaters. When stored,
condoms must be protected from direct sunlight.

Shelflife is 5 years from the date of production. Do not use after expiration of shelf life.

Document type s
P Description of standard

Regulat . . .
1 egurarory MDD 93/42/EEC concerning medical devices
document
Regulatory EN I_SO 134_85:2016 _ _
2 document Medical devices. Quality management systems. Requirements for regulatory

purposes.
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EN I1SO 14971:2012 (E)

3 Zeo%dﬁ%? Medical devices. Application of risk management to medical
devices
4 Regulatory EN ISO 15223-1:2012
Medical devices. Symbols to be used with medical device labels,
document labelling and information to be supplied. General requirements.
5 Regulatory ~EN 1041: 2008
document Medical devices, information provided by the manufacturer
6 Regulatory ENISO 10993-1:2009/AC:2010
document Biological evaluation of medical devices — Part 1: Evaluation and
testing within a risk management process
7 Regulatory’ EN ISO 10993-5:2009
document Biological evaluation of medical devices — Part 5: Tests for in vitro
cytotoxicity.
8 Regulatory ENISO 10993-10:2013
document Biological evaluation of medical devit~ee” Part 10: Tests for irritation

and skin sensitization A

MEDDEYV 2.12-1 Guidelines on a Medical Devices Vigilance System
9 Regulatory

document
Reaulato ISO 4074:2015 (E)
10 g ry Natural rubber latex male condoms. Requirements and test methods
document
11 Guidance MEDDEV 2.7.1 Rev. 4, Jure 2016
document Clinical evaluation: a guide for manufacturers and notified bodies
MEDDEV
12 Guidance MEDDEV 2.:_L2 Rey._2.5.0, January 2012
Post-registration clinical studies
document
MEDDEV

14. Information on the sterile condition of medical device, sterilisation method and the
procedure for dealing with breaches of sterile packaging.
Not applicable. Condoms are supplied in non-sterile form.

15. Information on the treatment of the medical device for its reuse, including cleaning,
disinfection, packaging and, if necessary, resterilisation method, as well as criteria for the
suitability for use of the medical device.

Not applicable. Condoms are disposable medical products and are not subiject to reusing, cleaning,
disinfecting or packaging. After application, they are disposed of as household waste.

16. Precautions

- Condoms are intended for single-use only.

- Do not use a condom if the individual packaging is visibly damaged.

- Stop and check the condom if you feel it slipping or squeezing your penis hard, as this can cause the
condom tearing.

- If acondom is torn when used or has holes in it, we recommend that you seek medical attention as soon
as possible, but not later than 72 hours after the incident.

- No method of contraception provides 100% protection against unwanted pregnancy or HIV and STls. If
you suspect that you or your partner may have gotten pregnant or infected, see a doctor immediately.

- If you are allergic to natural latex products, consult a doctor before using them.

- Make sure there is sufficient lubrication. If necessary, use water-based lubricants. Do not use oil-based
lubricants such as lubricating jelly, mineral oil or vegetable oil-bases lubricants, as these can damage the
condom.
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- When using medications that may come into contact with a condom, you should consult your
doctor.

17. Information about the circumstances in which the consumer should consult a health care

provider.
If allergic reactions occur, stop using and consult a doctor if necessary.

18. Information on the initial issue of operating documentation.
First issue.

19. The procedure and conditions for disposal or destruction of a medical device.
Used condoms should be disposed of as household waste. It is prohibitted to flush condoms down

the toilet.

20. Manufacturer's Warranty.
The manufacturer guarantees that condoms comply with the requirements of this regulatory

document, subject to the conditions of transportation and storage.
The manufacturer is not responsible for the consequences caused by improper use of the product.

The warranty period is 5 years.
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MepeBoj, C aHrIMIACKOTO A3bIKa Ha PYCCKUIM Si3bIK

KAPEKC MHOACTPWN3 CAH. BX/A.
(Per. Ne 170363-X)
«YTBEp>XAatro»

OT nveHn KAPEKC MHOACTPU3 COH. BXA.

/TMognuck/ o Nenr KnaH, OupekTop

/TMeyvars/ Kapekc NHpacTpus CoH.bxa (170363-X)

SKCIMMYATAUNOHHAA AJOKYMEHTTALA

MpesepBatuBbl U3 HaTypanbHoro natekca KING, VIZIT, VIVA B BapnaHTax UCMNOSTHEHUSA.
Mpounssoactea KomnaHuum Karex Industries Sdn. Bhd., 31-04, Level 31, Menara Landmark No. 12,

Jalan Ngee Heng, .lohor Bahru Johor, 80000, Malaysia

/Mevatb/: HOTAPWNYC*YOHT tOH CUH* KNAHI, CENAHTOP

3ABEPEHO HOTAPNYCOM
/nognuce/
YOHT IOH CUH
HoTtapuyc
KnaHr CenaHrop
PN/WKL/25/39/97

11 mas 2021 .
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(

. HaumeHoBaHMe MegUNUHCKOI0 13enns, BKarvas BapnaHThbl UCNOMHEHNA.

JaHHasa cBogHas sKcnyaTaunoHHas AOKYMeHTaumMsa OTHOCUTCA K MeNLMHCKOMY U3aennto

|. MpesepBaTuBbl U3 HaTypanbHoro natekca KING, BapuaHTbl UCMONHEHUS:

1 lMpe3epBaTtmebl KING HERO knaccunyeckue - 2, unn 3, nam 4, nan 5, unm 6, nnn 9, nnm 10,
nnn 12, unn 14, unn 15, nnn 18, nnn 21, nam 25, nunn 30, nnn 33, unm 50, nnn 69, nnm 100 wr./yn.
2. MNpe3epBaTtmebl KING SENSOR 4yBCcTBUTENbHbIE - 2, nn 3, unn 4, unn 5, unn 6, nnn 9, nnn
10, nnn 12, nnn 14, nan 15, unan 18, nnn 21, nam 25, nnn 30, nnn 33, nan 50, nnn 69, nam 100
wr./yn.

3. MNpe3epBaTtBbl KING SEXY BEADS To4yeuHble - 2, unn 3, nam 4, unn 5, unn 6, nnn 9, nnn
10, in 12, nin 14, nnn 15, nnn 18, nnn 21, nnm 25, nnn 30, unm 33, nam 50, nnn 69, nnan 100
Lr./yn.

4. lNMpesepBaTtBbl KING SYNCHRO niponoHraumsa + ctumynauma —2, unn 3, unn 4, nin 5, nnn
6, nnm 9, nnn 10, unn 12, nnn 14, nan 15, nnn 18, unn 21, nnn 25, nnn 30, nnn 33, nnn 50, nnn
69, unn 100 wr./yn.

5. MNMpe3sepBatvBbl KING VULCANO cBetawpmecs - 2, unm 3, unn 4, unn 5, nunn 6, nnm 9, nnmn 10,
mnn 12, unn 14, unn 15, unn 18, unm 21, nnun 25, nnn 30, nnn33,nnn 50, nnn 69, nnn 100 wr./yn.
6. MNpesepBaTtBbl KING ANATOMIC aHaTomMunyeckue - 2, unn 3, SAm4, unn 5, unn 6, nnm 9, nnm
10, i 12, nnn 14, nunn 15, unn 18, nnn 21, nnn 25, nnn 30, nam 3, nav 50, nam 69, nnan 100
L. /yn.

7. MpesepBaTBbl KING INFINITY pyBeTHble U apoMaTHble (OpaH>KeBble/MaHro) - 2, unu 3, unm
4, nin 5, nim 6, unn 9, nnn 10, nnn 12, nnn 14, unn 15, nnn 18, unn 21, nnn 25, nnn 30, nunn 33,
unn 50, nnm 69, nnm 100 wr./yn.

8. Mpe3epBaTtmBbl KING INFINITY uBeTHble M apoMaTHbIe (YepHble/Kona) - 2, unn 3, unu 4, Unu
5 nmm 6, uin 9, nnn 10, nunn 12, nam 14, nam 15, nunn 18, nnm 21, nam 25, nnn 30, nnn 33, nnn
50, vnn 69, nnn 100 wr./yn.

9. MpesepBatvBbl KING INFINITY uBeTHble 1 apomaTHble (hroneToBble/>keBaTe/lbHasA Pe3nHKa)
-2, mm 3, unn 4, nnn 5, nnn 6, in 9, nnn 10, nnn 12, unn 14, nnn 15, nnn 18, unn 21, nnn 25,
nnn 30, nuan 33, nnn 50, nnm 69, nnn 100 wr./yn.

10. Mpe3epBaTmBbl KING INFINITY uBeTHble U apoMaTHbIe (PO30Bble/BULLHA) - 2, AW 3, Unn 4,
unn 5, nnn 6, unn 9, unn 10, nan 12, nnn 14, nan 15, nnn 18, nnn 21, nam 25, nan 30, nnn 33,
vnn 50, unn 69, nnn 100 wir./>Tl.

11. Mpe3sepBatvBbl KING INFINITY uBeTHble  apoMaTHble (KpacHble/nnun) - 2, unn 3, unun 4,
unn 5, nm 6, nin 9, nan 10, nnn 12, nnn 14, nan 15, nan 18, nnm 21, nan 25, namn 30, nan 33,
unn 50, nnm 69, nnmn 100 wr./yn.

12. MNMpe3sepBaTvBbl KING MONSTER XXL yBennyeHHoro pasvepa - 2, unm 3, unm 4, nnn 5, nnm
6, unn 9, nnn 10, nnn 12, nnn 14, nnn 15, nnn 18, nnn 21, nan 25, nam 30, unm 33, nnm 50, nnm
69, nnn 100 wr./yn.

13. MNpe3sepBatuebl KING BLASTER cynepctumynmpytouine - 2, unn 3, unn 4, unn 5, nnm 6, nnm
9, mnm 10, unn 12, nunn 14, nnn 15, nnam 18, nunn 21, nnn 25, nam 30, nnm 33, nnn 50, nnn 69, nnn
100 wrr./yn.

14. MNpe3epBaTtmebl KING ULTRA EGO cynepToHKue - 2, unn 3, unn 4, nnn 5, unn 6, nnn 9, nnm
10, nin 12, unn 14, nan 15, nnn 18, nnn 21, nam 25, nnn 30, nnn 33, nam 50, nnm 69, nnm 100
wr./yn.

15. MNMpe3epBaTtmBbl KING EBONY gna He6AHAJIbHOro cekca - 2, unv 3, unn 4, unn 5, unun 6,
mnn 9, nnn 10, nin 12, unn 14, nnn 15, nnn 18, unn 21, nnn 25, nnn 30, nnn 33, nan 50, nunn 69,
unn 100 wr./yn.

16. MpesepBaTBbl KING ROCKET cynepob6neratwouwme - 2, unn 3, unn 4, nnn 5, nan 6, nnn 9,
unn 10, im 12, nnn 14, nnn 15, nnn 18, unn 21, nnn 25, nan 30, nnn 33, nan 50, nan 69, nnmn
100 wr./Zyn.

11 BapuvaHTbl UCNOMTHEHUS KOMMJIEKTY OTCSA B FPYMMOBYO YNaKOBKY:
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I. MpesepBatmebl KING SUPER TEAM, B cocTase:

- MNpe3epBatmBbl KING HERO knaccuyeckue - 4 uir.

- Mpe3epBatvBbl KING SENSOR 4yBCTBUTENbLHBbIE - 4 LLT.

- Mpe3epBatmBbl KING SYNCHRO nponoHraymsa + CTUumMynsaumsa - 2 L.

- MNpe3epBatuBbl KING ANATOMIC aHaTOMMYecKue - 2 LLT.

- Mpe3sepBatvebl KING BLASTER cynepctumynupyoLime - 2 L.

- MNpe3epBatuBbl KING VULCANO cBeTAwpecsa - 2 ui.

- MpesepBatvBbl KING INFINITY uBeTHble U apomartHble (opaHXkeBble/MaHro - 1 wir.,
yepHble/Kona —1wWT.) - 2 .

Bcero: 18 wm./yn.

/Mevatb/: HOTAPWYC*YOHT IOH CUH* KNAHE CENTAHIOP

2. NMpesepBatvebl KING SUPER TEAM plus, B cocTaBse:
- Mpe3epBaTtuebl KING HERO knaccunyeckue - 4 uir.
- MpesepBaTtebl KING SENSOR uyBCTBUTENbHbIE - 4 LLIT.
- MpesepBaTtmBbl KING SYNCHRO nponoHraunsa + ctumynaums - 3 L.
- [Mpe3epBaTvBbl KING ANATOMIC aHaTOMUYeCcKue - 2 LUT.
- Mpe3epBatuBbl KING BLASTER cynepctumynupyioLime - 3 LUT.
- MpesepBatuBbl KING VULCANO cBeTdwmeca - 2 L.
- Mpe3epBatBbl KING INFINITY uBeTHble U apomaTHble (opaHXkeBble/MaHro - 1 LT,
yepHble/Kona - 1 wWT., uroneToBble/>keBaTe/lbHasA pe3vHKa -~ 47 T.) - 3 L.
Bcero: 21 wr./yn.
3. lMNpesepBatmBbl KING Super Big Bang Box, B cocTaBe:
- MNMpesepBatuBbl KING HERO knaccu4yeckue - 6 LUT.
- Mpe3epBatuBbl KING ULTRA EGO cynepToHKuMe - 6 LLT.
- Mpe3epBatuBbl KING SYNCHRO nponoHraumga + CTumMmynsagms - 6 L.
- MNpe3epBaTtmebl KING BLASTER cynepctumynupyrowme - 6 LLUT.
- Mpe3sepBatyBbl KING SEXY BEADS TO4Ye4YHble - 6 LUT.
Bcero: 30 wr./yn.
4. TMpesepBaTyBbl KING Super Big Bang Box Plus, B cocTase:
- IMpesepBaTrBbl KING HERO knaccuyeckue - 6 LUT.
- Mpe3epBatuBbl KING ULTRA EGO cynepToHKuMe - 6 LuT.
- Mpe3epBaTrebl KING SYNCHRO nponoHrauus + CTUMynauma - 6 LuT.
- Mpe3epBatmBbl KING BLASTER cynepctumynupyrouime - 6 L.
- MNpe3epBatmebl KING SEXY BEADS To4eyHble - 6 WiT.
-Mpe3epBaTnebl KING EBONY ana He6AHAJIbHOro cekca - 3 LUT.
Bcero: 33 wm./yn.
5. Tpe3epBatmBbl KING of GALAXY, B cocTase:
- MNpe3epBatuBbl KING HERO knaccunyeckume - 1 uiT.
- MNpesepBaTtebl KING SENSOR 4yyBCcTBUTE/NbHbIE - 1UT.
- Mpe3epBatuBbl KING SEXY BEADS To4euHble - 1 uiT.
- Mpe3epBatmBbl KING SYNCHRO nponoHrayuga + ctumynauuns - 1.
- MNMpe3epBatuBbl KING VULCANO cBetdwmecsd - | .
- MNMpe3epBatvBbl KING ANATOMIC aHatoMUyeckue - | LUT.
- MNpesepBaTtuBbl KING INFINITY uBeTHble 1 apoMaTHble (KpacHble/nnum) - 1 uir.
- Mpe3epBatvBbl KING MONSTER XXL yBennyeHHoro pasmepa -1 Lur.
- MNMpe3epBatvBbl KING BLASTER cynepctumynupytowime - 1 wr.
- Mpe3epBatvBbl KING ULTRA EGO cynepToHKue - | LuT.
-Mpe3epBatmBbl KING EBONY ansa He6AHA/JIbHOro cekca - 1 LwuT.
- Mpe3epBatnBbl KING ROCKET cynepob6neratouime - 1 LT.
Bcero: 12 um./yn.
6. lMpesepBaTtmebl KING SUPER CHALLENGE BOX B cocTaBe:

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



- MpesepBatmebl KING HERO knaccuyeckue - 12 wir.

- MNpe3sepBaTtBbl KING SENSOR 4dyBCTBUTE/IbHbIE —4 LLIT.

- MNMpesepBatvBbl KING SEXY BEADS TouyeuHble - 4 L.

- MpesepBatvBbl KING SYNCHRO nponoHraums + CTUMynsgusa - 4 .

- MNpe3sepBaTtebl KING VULCANO cBeTAwpecs - 4 L.

- MNpesepBatmebl KING ANATOMIC aHatomuyeckue - 4 it

- Mpe3sepBatvBbl KING INFINITY uBeTHble M apomaTHble (OpaH>XeBble/MaHro -» 1 LuT.,
yYepHble/Kona - 1 WT., gmoneToBble/>keBaTe/lbHasA pe3nHKa - 1LWT., KpacHble/nnuv - 11T.) -
4 uir.

- MpesepBaTtmebl KING MONSTER XXL yBennyeHHOro pasmepa -4 Lur.

- MNpe3epBatuebl KING BLASTER cynepctumynupytowime - 4 L.

- Mpe3epBaTnebl KING EBONY gna He6AHAJIbHOro cekca - 4 LuT.

- MpesepBatmBbl KING ROCKET cynepob6neratowime - 2 LLT.

Bcero; 50 wr./yn.

/MNevatb/: HOTAPUYC*YOHT IOH CUH* KNAHI, CEJTAHTOP

7. MpesepBatuBbl KING Hero Box, B cocTaBe:
- MNpesepBatebl KING HERO knaccuyeckue - 10 L.
- MNMpe3epBatmBbl KING SENSOR uvyBCcTBUTENbHbIE - 10 LUT.
- Mpe3epBaTtmBbl KING SYNCHRO nponoHraumsa + ctumynauma - 10 .
- Mpe3epBatuBbl KING ANATOMIC aHatomuyeckue - 10 LuT.
- Mpe3epBatuBbl KING BLASTER cynepctumynupytowme - 10 .
- Mpe3epBatmBebl KING VULCANO cBeTawpmecsd - 10 .
- MpesepBatmebl KING INFINITY uBeTHble U apomaTHble (0p2(1MkeBble/MaHro - 2 L.,
yepHble/Kona - 2 WT., PUOoNeToBble/>KeBaTeNbHasa pe3nHKa - 2 LUT., PCioBble/BULLIHA - 2 LUT.,
KpacHble/nuun - 2 wT.) - 10 .
e MNpesepBaTtebl KING ULTRA EGO cynepTtoHkue - 10 L.
- MpesepBaTtmebl KING EBONY ans He6AHA/TbHOro cekca - 10 L.
e [pe3sepBatmBbl KING ROCKET cynepob6neratowme - 10 LuT.
Bcero: 100 wr./yn.

Il. [Npe3epBaTuBbl U3 HaTy pasibHOro natekca VIZIT, BapnaHTbl UCNO/THEHNA:

1 MpesepBatuBbl VIZIT Classic Knaccuyeckue - 2, unn 3, unn 4, unn 5, nam 6, nnn 9, nnn 10,

v 12, unu 14, unn 15, unn 18, nnn 21, nnun 25, nnmn 30, nnu 33, nnn 50, nnn 69, nnm 100 wwr./yn.
4 2. MNpesepBaTtmBbl VIZIT Dotted ToueuHble - 2, unn 3, nunn 4, unn 5, unn 6, nam 9, nam 10, nnn

12, nnn 14, nnn 15, unn 18, unun 21, unn 25, nnn 30, unn 33, nnm 50, unn 69, nnn 100 wr./yn.

3. MpesepBatuBbl VIZIT Ribbed Pebpuctbie - 2, unn 3, nnn 4, nnn 5, nnn 6, nnn 9, unn 10, unm

12, unn 14, nan 15, uan 18, nnun 21, nam 25, nan 30, unn 33, unm 50, nnm 69, nan 100 wr./yn.

4. MNpe3epBatmebl VIZIT Color LiBeTHble apomMaTu3npoBaHHble (3eneHble/MATa) - 2, uin 3, unn 4,

unn 5, unn 6, unm 9, unn 10, nnn 12, nnn 14, nan 15, unn 18, nnm 21, nnn 25, nnn 30, nnn 33,

nnm 50, nnn 69, nan 100 wr./yn.

5. MpesepBaTtuBbl VIZIT Color LiBeTHble apoMaTU3npoBaHHble (KpacHble/KyoHNKA) - 2, unn 3,

umm 4, unn 5, nnn 6, nnn 9, unn 10, unn 12, nnn 14, nan 15, nnn 18, nnn 21, nnn 25, nnn 30, nn

33, nnn 50, nnm 69, nnn 100 wir./yn.

6. MpesepBaTBbl VIZIT Color LiBeTHble apomMaTusnpoBaHHble (OkenTble/6aHaH) - 2, unn 3, unn 4,

unn 5, unm 6, unn 9, unn 10, nn 12, nnn 14, nnn 15, nan 18, nnm 21, vinn 25, nnn 30, nim 33,

nnm 50, nnn 69, nunn 100 wr./yn.

7. MNMpe3epBatvBbl VIZIT Large YBennyeHHOro pasvepa - 2, unm 3, inn 4, nan 5, nnn 6, nnmn 9,

vmn 10, nnm 12, nnn 14, nan 15, nam 18, nnm 21, nan 25, nan 30, nnn 33, uam 50, nnn 69, nnn

100 wr./Zyn.
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8. Mpe3epBatvBbl VIZIT HI-TECH Ultra light ¥YnbTpaToHkue - 2, uin 3, unu 4, unn 5, nnm 6,
mnn 9, nnn 10, nnn 12, unn 14, nnn 15, unn 18, unn 21, nnn 25, nam 30, nnn 33, nnn 50, nnm 69,

nnn 100 mT./jTi.
9. MpeszepBatuBbl VIZIT HI-TECH Sensitive CBepx4yBCTBUTE/bHbIE, KOHTYPHbIE aHATOMMYECKOM
dopmbl - 2, unn 3, unn 4, nnn 5, unm 6, nam 9, nan 10, nan 12, unn 14, nan 15, unn 18, unn 21,

vnn 25, unn 30, nnn 33, nam 50, unm 69, nnn 100 wir./yn.
10. Mpe3epBaTtmBbl VIZIT HI-TECH Comfort KomdiopT opuruHansHomn opmbl - 2, nunn 3, nnn 4,
mnn 5, nnn 6, unn 9, nnn 10, nnn 12, nnn 14, nan 15, nnn 18, nnn 21, nan 25, nam 30, nnn 33,

unm 50, unn 69, nnn 100 wr./yn.

11. Mpe3epBatuBbl VIZIT HI-TECH Pleasure C KonbuamMy U MynbIpbIlLUKa.MU, KOHTYPHble
aHaToMmyeckoi opwmbl - 2, uam 3, nim 4, uan 5, nin 6, nnm 9, nan 10, nnn 12, nin 14, nnn 15,
vnn 18, unn 21, nnn 25, nnm 30, unn 33, unm 50, nnm 69, nnn 100 wir./yn.

12. MpesepBatvBbl VIZIT HI-TECH Fix C hnkcupyowmm Konbuom - 2, unn 3, unn 4, unn 5, nnn
6, unn 9, unn 10, unn 12, nnn 14, nnn 15, nnn 18, unn 21, nnn 25, nnn 30, nnn 33, nnn 50, nnn

69, unn 100 wr./yn.
I11. Mpe3epBaTnBbl U3 HaTypanbHOro natekca VIVA, BapuaHTbl UCNOMTHEHUA:

1 lMpes3epBaTtumBbl VIV A Knaccnyeckue -2, nnm 3, nnn 4, unn 5, nnn 6, unn 9, nnn 10, nnin 12,
unn 14, nnn 15, nnn 18, nnn 21, nim 25, nnn 30, nnn 33, unu 50, nnn 69, nnn 100 Lwr./yn.

2. MNpesepBaTtuBbl VIV A YnbTpaToHkue - 2, unn 3, unm 4, nnn 5, unn 6, nnn 9, nnm 10, nnn 12,
unn 14, nnan 15, nan 18, nnm 21, nnn 25, unmn 30, nnm 33, nnm 50, nnn 69, nnn 100 wr./yn.

3. Mpe3epBaTuBbl VIV A Pebpuctble - 2, unn 3, unn 4, nunn 5, nnm 6, nnm 9, nnn 10, nnu 12, nnn
14, iin 15, nnn 18, nnn 21, nnm 25, nan 30, unm 33, nam 50, nnm 69, nnn 100 wr./yn.

4. MNpe3epBatmBbl VIV A TodeuHsble - 2, v 3, unn 4, nnm 5, nnn 6, nam 9, nnn 10, nnn 12, nnn
14, nin 15, nnn 18, unn 21, nnn 25, nnn 30, unn 33, nnn 50, nnm 69, nnm 100 wir./yn.

5. MpesepBatmebl VIV A LIBETHble apoMaTn3npoBaHHbIe (KpacHble/KnybLika) -2, uan 3, unm 4,
mnn 5, nnn 6, unn 9, nunn 10, unn 12, unn 14, unn 15, nunn 18, nunn 21\ hjjh 25, nnn 30, nnn 33,

nnn 50, nan 69, nnn 100 wr./yn.

Knacc 6 B cooTBeTCcTBMU € npaBunom 14 TMpunoxkeHus IX AWPeKTUBbl MO MEAULMHCKNM
nagennam MDD 93/42/EEC.

/Mevatb/: HOTAPUYC*YOHT IOH CUH* KNAHI, CETAHIOP

2. VHopmaumsi 0 Npon3BoAnTeNe 1 YNOIHO.MOYEHHOM MpeACcTaBUTeNe NMPOM3BOANTENS.

2.1. B OTHOWEHUN NPon3BOANTENS (M3rOTOBUTENS) MEAULUHCKOTO U3LENNS.

Karex Industries Sdn. Bhd. (Kapekc NHgacTpus CaH.bxa.)

Apapec peructpauun: 31-04, Level 31, Menara Landmark No. 12, Jalan Ngee Heng, Johor Bahru
Johor, 80000, Malaysia (31-04, staxk 31, MeHapa JflaHamapk, Ne 12, >kanaH Hopkn XeHr, J>Koxop
Bapy-/>xoxop, 80000, Manaiians)

Anpec mecTa npoussoacTBa: PTD 7906 & 7907, Taman Pontian Jaya, Batu 34, Jalan Johor,
82000 Pontian, Johor, Malaysia (NMT/A 7906 n 7907, TamaH MoHTuaH [ykais, baty 34, kanaH
Jbkoxop, 82800 MoHTUNCKMA paiioH, Oy)xoxop, Manaiians)

Ten: +60 7 687 8833/688 1996, e-mail: kisp@karex.com.mv. www.karex.com.my

2.2. B OTHOWEHUM YNOSIHOMOYEHHOrO MNpeACTaBUTENA nNpousBoAuTeNns (M3roTOBUTENS)
MeLVNUUHCKOro u3genus.

OO6LLEeCcTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «BOJIEAP» (OO0 «BOJIEAP»), Poccus,
115201, r. MockBa, Kawwmpckuii npoesg, 4. 13, nomeweHne X1V, Ten./dakc +7 (495) 787-92-68,
e-mail: info@.bolear.ru. www.bolear.ru.
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3. HasHauyeHVe MEAMLVHCKOIo W34enns C yKasaHWeM rMoTeHUManbHoro notpeébuTens
MEeANLNHCKOro N3aenus.

MpesepBaTuBbl  MNpeAHasHaueHbl A8  VHAUBUAYA/bHOrO  WCMONb30BaHUS B KayecTsBe
NPOTMBO3a4aTOUYHOro CPEeACTBa, a Takke A1  NPOMUIAKTUKMA U NPeaoxpaHeHus  oT
NHEKLIMOHHbIX 3a60N1eBaHuiA, NepeaatoLLMXCs MNONOBbIM NMyTeM. HasHaveHMe pacrnpocTpaHseTcs
Ha BCe BapuaHTbl UCTMONHEHWS MEAVLIMHCKOIO U3Aenusi.

MoTeHUMaNbHble NOTPEGUTENN: My>KUMHbI NMO/OBO3PE/NOro Bo3pacTa.

4. NMoKasaHMA K MPUMEHEHUNIO MEAVULNHCKOrO U3aenust.
Mpe3epBaTyBbI ABASOTCA NPOTMBO3a4aTO4YHbIM CPeACTBOM M 3alUTHBLIM CPeACTBOM OT MHApeKLMiA
1 6one3Heit, NepefalroLNXcA MOMOBbIM MNyTeM. [pe3epBaTuBbl MO3BOASOT 060MM MOMOBbLIM
napTHepamM MpPUHMMAaTb ydacTue B MNaHUPOBaHUM CeMbW. Kpome Toro, OHM MOryT ObITb
MCMNO/b30BaHbl MPWY BbISIBNEHHOM anneprm >KeHLyHbI Ha criepMy.

5. ®YyHKLUMOHAaNbHbIe XapaKTepPUCTUKM N Ha3HaUYeHne MegMLNHCKOro U3ge.Lus.
®OYHKUMOHa/bHbIE XapaKTePUCTUKM MPe3epBaTVBOB - 3allMTa OT HeXKenaTelbHo 6epeMeHHOCTH,
I OT VHMEKUWI 1 GonesHelt, nepeaatoLLMXcs MonoBbIM NyTeM. ®YHKLMOHANbHbIE XapaKTePUCTUKN
pacnpoCcTPaHSIOTCA Ha BCe BapuaHTbl UCMOMHEHWS Npe3epBaTUBOB.
Mpe3epBaTuBbl  MNpeAHa3HadeHbl AN UHAMBUAYaNbHOrO  WCMOML30BAHUA B  KayecTse
NnpoTMBO3a4aTOYHOro CPeAcTBa, a Takke A18 NPoUNaKTUKN U MpeaoxpaHeHus oT
NHEKLIMOHHBIX 3a60M1eBaHNii, NepeaatoLLMXca NoaoBbIM NyTeM. HasHaueHne pacnpocTpaHseTcs

Ha BCE BapuaHTbl NCMNOJIHEHNA MeANLNHCKOro n3aenns.

6. PUCK MpuMeHeHUs MeAULIMHCKOro Wu3Aenusi, MpoTUBOMOKasaHus, OXuaaemblie W
npeackasyemble N0604YHble 3PPEKTbI, CBA3AHHbIE C MPUMEHEHMEM MeAMHCKOI0 NU3aenus.

6.1. NMpoTwnBONOKa3aHNAa K NMPUMEHEHUIO.
K npumeHeHMIO Npe3epBaTUBOB HET 0COObIX MPOTMBOMNOKa3aHWiA, KpoMe anfeprum ogHOro u3
MapTHEPOB Ha naTteKkc (NPOTUBOMOKAa3aHWA PacnpoCTPaHAKTCA Ha BCe BapuaHTbl WUCMONHEHMUSA

rnpe3epBaTMBOB).
6.2. Mo60oYHbIE 3PhEKTbI.
Anneprmyeckume peakuum (Mob6o4YHble 3dheKTbl pacNpPOCTPaHAKTCA Ha BCe BapmaHTbl MICMOTHEHUS

npesepBaTVBOB).

7. OCHOBHble TEXHNYECKMNE XapaKTEPUCTUKWN.
Mpe3epBatmBbl  Ans UHONBUAYAIbHOTO  UCMOMb30BaHUA  SABAAKOTCA  HECTepU/ibHbIMU
ofHOpa3oBbIMU nsgenmamMn. OTKPbITbIA KOHEL, npesepBaTyiBa 3aKaTtaH B BEHUMK (419 ypobeTea
HageBaHMs). Ha noBepxXHOCTM Mpe3epBaTVMBOB OTCYTCTBYHOT BUAUMbIE AedeKTbl (CKnagku,
HagpbiB NN aechopmMaums BEHYMKA, BKNOUYEHNS KayuyKOBOI0 M He Kay4yKOBOro XapaKTepa).
Mpe3epBaTvBbl MMEKT UWIMHAPWYECKYHD (hopMy MO A/VnHE € Hakonutenem. [oBepXHOCTb
npesepBatvBa rnagkad WM TeKCTypupoBaHHasa (TodyedHasd, pebpuctas), npo3padvHas,
HeoKpallleHHast U OoKpalleHHas (LBeTHble apoMaTU3NPOBaHHbIE).

Mpes3epBaTVBbI MMEIOT Creaytolme pasmepbl, NpuBedeHHble B Tabnuuax 1,2,3,4,5,6,7, 8,9,10,
1w 12

Tabmmua 1 MpesepBatviebl KING HERO knaccmyeckme; KING INFINITY uBeTHble 1 apOMaTHbIE;
VIZIT Classic Knaccuueckue; VIZIT Color LiBeTHble apomMaTunsnpoBaHHbie; VIVA Knaccunueckue; VIVA

LiBeTHble apoMaT13NpPoBaHHbIE
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MapameTpsbl 3HaueHuA

OnnHa He meHee 180 mv
LnprHa 53 (£2) mwm
TonwpHa 0,060-0,080 Mm

/Nevatb/; HOTAPUYC*YOHT tOH CUH* KNAHI, CENAHTOP

MapameTpbl 3HaveHus

OnHa He meHee 180 v
LLvprHa 53 (+2) mm
TonwmHa 0,045-0,065 Mmvi

Tabnuua 3. MNpesepBaTtvBb! KING SEXY BEADS To4euHble, KING SYNCHRO npornoHraums +
ctmvynaums, VIZIT Dotted Toueunble, VIZIT Ribbed Pebpuctbie, VIVA TodeuHble, VIVA Pebpuctbie

MapamveTpbl 3HaueHuA

OnnHa He meHee 180 Mm
LLnprnHa 53 (£2) mm
TonwpHa 0,065-0,085 mwv

Tabnuua 4. Mpesepsatiebl KING VOLCANO cBeTALLMecA

MapameTpbl 3HaueHVA

OnnHa He meHee 180 mm
LLvprHa 53 (¥2) mm
TonwpHa 0,095-0,115 vm

Tabmmua 5, MpesepsatvBbl KING ANATOMIC aHatomunyeckve, VIZIT HI-TECH Comfort Komdopt
opurmHanbHor goopmbl, VIZIT HI-TECH Sensitive CBepXxuyBCTBUTE/bHbIE, KOHTYPHbIE aHATOMUYECKOM

doopmbl

MapameTpbl 3HaueHs™
AnvHa He meHee 180 Mm
LLnpnHa 52 f+2) mm
TonwmHa 0,075-0,095 M

Tabnuua 6. MpesepBaTtyBbl KING MONSTER X XL yBennueHHoro pasmvepa, VIZIT Large YBennyeHHOro
pasvepa

MapameTpbl 3HaueHns

AdnnHa He meHee 190 Mm
LnprHa 60 (£2) Mm
TonwpHa 0,065-0,085 Mm

Tabnmua 7. MpesepBatviebl KING BLASTER cynepctimynvpytoLme

MapameTpbl 3HaueHns

AdmHa He meHee 180 Mm
LnprHa 52 (£2) Mm
TonwmHa 0,065-0,085 mMm
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Tabnunua 8. MpesepBaTuBbl KING ULTRA EGO cynepToHkue, VIZIT HI-TECH Ultra light
YneTpaTtoHkue, VIV A YnbTpaTtoHkue

MapaveTpbl 3HayeHuA

OnnHa He meHee 180 Mm
LvprHa 53 (£2) mm
TonwpyHa 0,037-0,053 mm

Tabnunua 9. MNpesepBaTtmebl KING EBONY gna He6AHAJIbHOro cekca

MapameTpbl 3HaueHns

OnnHa He meHee 180 Mm
LLvprHa 53 (£2) mm
TonwuHa 0.095-0,115 mm

/Mevatb/: HOTAPWUYC*YOHT tOH CUH* KNAHI, CETAHIOP

Tabnuua 10. MpesepBaTtmebl KING ROCKET cynepobneratouwue

MapameTpbl 3HaueHus

JdnvHa He meHee 170 Mm
LinpnHa 49 (£2) Mm
TonwmHa 0,060-0,080 mMm

Tabnuua 11. MMpesepBatuBbl VIZIT HI-TECH Pleasure C KofbuaMun U NynbipbilUKamu,

KOHTYPHbIE aHAaTOMNUeCKO hopMbl

MapameTpbI 3HayeHuA

AnvHa He meHee 180 Mm
LnprnHa 53 (£2) mm
TonwmHa 0,075-0,095 mMm

Tabnuua 12. MNpesepBatvBbl VIZIT HI-TECH Fix C (hukcnpyoLwmM Ko/bLLOM

MapamveTpbl 3HaveHVA

JdnvHa He meHee 180 mm
LLvprHa 49 (£2) Mm
TonwmHa 0,045-0,065 mwv

8. lepeyeHb W onucaHWe MaTepuasoB MeAULMHCKOIO W3M4eNNA, BCT/NNAKOLWEro B
HenocpeACTBEHHbI WX OMOCPeAOBaHHbIN KOHTAKT C OpraHu3mMom nauueHTa (Tesiom
YesioBeKa).

HenocpeAcTBEHHbIV KPaTKOBPEMEHHbIA KOHTAKT CO CAN3UNCTON 060/104KOIN U HEMOBPEXKOEHHOM
KOXKE YenoBeKa - HaTypalbHas faTeKCHasi CMeCb, MPUCbINKa, CMasKa, MUIMeHT (ToNMbKO Ans
UBETHbIX MNpe3epBaTVBOB) W apomMaTmsaTop (TOMbKO AN LBETHbIX  MNpPe3epBaTUBOB).
KpaTKOBpPEMEHHbIA KOHTaKT C HernmoBPeXKAEeHHbIM KOXXHbIM MOKPOBOM pyK - honbra ans
npe3epBaTyBOB. Bnj KOHTaKTa pacnpocTpaHseTcsl Ha BCe BapuaHTbl UCMONHEHMNSA MeOULIMHCKOro
n3genms.
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9. OnucaHne NPUHALNEXHOCTEN, MEANLUMNHCKMX W3LENNIA UK M3aenniA, HC SIBASIOLLMXCS
MeAULMHCKMMM, MO NPeLyCMOTPEHHbIX 4711 UCMO/Mb30BaHMs B KOMBUHALUN C 3asiB/IEHHbIM
MEeAVLMNHCKUM M3aenvem (Npy Hanmumm).

He npvimeHumo.

10. NHdopMaunsi 0 Ha/IMUUM B MEAULMUHCKOM W3AENNN NEeKapCTBEHHOro cpeacTsa Ans
MEAULIMHCKOTO  MNMPUMEHEHUS, MaTepuanoB >KMBOTHOrO U (MAM)  YesloBEYECKOro

MPOUNCXOXAEHNA.

He npumeHnMo. Mpe3epBaTMBbI He COAEP>KaT NeKAPCTBEHHbIX CPEACTB, MATEPMANOB YKMBOTHOMO
1 (MNN) YeNOBEYECKOTO MPOUCXOXKAEHWS.

11. ViHdopmauma 0 nopsiike YCTAHOBKW, MOHTaXKa, HACTPOMKM, KalMOPOBKU U UHbIX
AECTBUSAX, HEOBXOAUMbIX [/151 BBOAA MEAULIMHCKOrO 13aenns B 3KCM/yaTauuio.

JocTaHbTe npesepBaTMB U3 YNAKOBKN M MOCMOTPUTE, KaK OH packpblBaeTcs. Mpe3epBaTuB Nerko
packaTbIBaeTCA B OIHOM MOMOXEHUN U MPAKTUYECKU He PacKaTbIBaeTCs B APYrOM.

Mpe3epBaTVB HafeBaeTCA TONbKO Ha BO3GY>KAEHHbLIV MOMOBOM uneH! HaKMWUTe Ha KOHUMK
npesepBaTnBa, YTO6bl YAaNUTh BO3AyX. PacnonoXmTe npesepBaTyB Ha KOHLIE MOM0BOro YneHa n
ApPYroii pyKoii packataiite ero no BCeid A/IMHe YfeHa 0 CaMOoro ero 0OCHoBaHWs.

Mocne ceMsn3BepXXeHUS yaannuTe Npe3epBaTviB, NoKa MofoBoi YeH elle Bo3Gy>KaeH. Bo3bMuTe
3a npe3epBaTMB y OCHOBaHWS Y/eHa 1 ckaTaiiTe ero. He Kacaiitech nNpe3epBaTvBOM WM MEHNCOM
Bnarasviia rnocne Toro, Kak npesepBaTuB CHAT.

3aBSHKATE  UCMONb30BaHHbLIN Mpe3epBaTVB M MNOMECTUTE B eMKOCTb A/ 0TXodoB. He
BblGpacbkIBaiiTe NCMOMb30BaHHbIE NPE3epPBaTMBbLI B KAHAN3aUMIO.

12. TpeboBaHMA K MOMELUCHUAM, B KOTOPbIX MpefnonaraeTca ycraHoBKa (MOHTaX)
MeANLMHCKOr0 M3fenns, a Takxke TpeboBaHUA K MOArOTOBKE W.LU KBa/UduKauum nu,
OCYLLIECTB/IAOLWNX YCTAHOBKY (MOHTaX) MeANLUHCKOIO WU3eNns.

He npvimeHumo.

/Nevatb/: HOTAPWUYC*YOHT IOH CUH* KNAHI, CENTAHIOP

13. VIHdopmauusi Ans nNpoBepKu MpaBUIbHOCTM YCTAHOBKM (MOHTaXa) MeauLMHCKOro
nsgenns 1l ero roTOBHOCTU K Ge3omnacHol paboTe sKcnyaTauum.

a) CopgepXXaHme W NEPUOAUYHOCTb TEXHMYECKOro O06CAYXXUBAHUA, BK/AKYAA OUYUCTKY W
Ae3nHpeKyno MegNLMHCKOTo n3genus.

He npumeHumo.

6) MepeyeHb nNpefoCcTaB/IEHHbIX Mpou3BoguTenemMm (M3roToBMTENEM) MEAULMHCKOIO W3AENNs
CBefeHWUn, Kutlouyeid, naposein gocTyna, Nporpamm, HeO6XOAMMbLIX AN MOHTaXa, HakIagku,
KCnayaTaynmm n TexHn4yeckoro O6CJ‘Iy)KI/IBaHI/I$I MEeANLUMHCKOIO n3gesnna.

He npumeHnmo.

B) MNepeyeHb pacxofHbiX MaTepunanos (KOMNOHEHTOB, peareHTOB), a TakKXe npouefypy ux
NMPUMEHEHMNA N 3aMEHbI.

He npumeHuMo.

r) HeobxogumocTb KanubpoBKM a8 obecneveHns Hapgaexauwieih n 6e3onacHoii paboThl

MeOANLIMHCKOTO U3aennda B Te4eHne cpoka ero C]'Iy)K6bI.
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He npumeHnmo.

4) MeToAbl CHUXEHWUS PUCKOB, CBA3aHHbLIX C YCTAHOBKOW, KaJMOGPOBKOW WM TEXHUYECKUM

06CNy>XUBaHNEM MeAULNHCKOTO U3genus.

He npumeHnmo.

e) WHdopmauus o0 MOHTaxe, Hanagke, HacTpolike, KanubpoBke W WHbIM [eliCTBUAM,

HeobXxo4MMbIM 718 BBOAA MEAULMHCKOro u3fenns B 3KcnayaTauuio W ero npasusbHOM

akcnayaTaumn (MPUMEHeHns).

JocTaHbTe npe3epBaTmB 13 YNMaKOBKN N NMOCMOTPUTE, Kak OH pacKpbiBaeTcA. [pe3epBaTuB N1erko

packaTbIiBaeTCsl B O4HOM MOJIO>KEHUN N NPaKTUNYECKUN He pacKaTbIiBaeTCs B APYroMm.

Mpe3epBaTnB HafeBaeTCA TONbKO Ha BO30OYXAEHHbIV MO0M0BOI ufieH! HakmuTe Ha KOHUMK

rnpesepBaTmBa, YTOObI yAaINTb BO3AyX. Pacnonodxute npesepBaTvB Ha KOHLE MOSIOBOro YeHa n

OPYroi pyKow packartainTe ero no Bcen AjMHe YfieHa J0 CamMmoro ero OCHOBaHUs.

Mocne cemaAn3BEPXKEHNA yaannTe npesepsBaTyvB, MNoKa NoJIoBOM YneH elle BO36Y>KAeH. Bo3bmuTe

3a npes3epBaTyvB y OCHOBaHWA 4neHa 1 ckaTawTe ero. He kacanTechb nNpe3epBaTMBOM UM NMEHNCOM

Bfarasmuia nocsie Toro, Kak rpesepsaTvB CHAT.

3aBsHKMTe UCMONb30BaHHbIA Npe3epBaTMB W MNOMECTUTE B €MKOCTb Ans  oTxogoB. He

BblbpacbiBaiTe NCNOb30BaHHbIE MNPe3epBaTUBbI B KAHAN3ALMIO.

X) WVHdopmauusas 0 nepeyHe OCHOBHbIX XapakKTepucTUK MO 3KcnayaTauum (NPUMeHeHWo)

MeANLUHCKOrOo n3fenus, ycnoBuamM T PaHCcnopTUPOBKU N XpaHEHUS.

SKcnyartauma npesepBaTvBOB OCYLLECTB/IAETCA:

- Mpy TemnepaTtype OKpy>katwoLlle cpeabl oT +5°C go +35°C M OTHOCUTENbHON BAaXKHOCTU
BO3a4yXxa He 6onee 85%;

- MpyY Temrnepartype Tena 4vyenoseka ot +32®C no +42°C.

YcnoBus TPaHCIOPTUPOBKY;

MpesepBaTVBbl A0/MKHbLI TPAHCMOPTUPOBATLCA KPbITbIM TPaHCMOPTOM BCEX BWAOB B COOTBETCTBUU C

npaswiaMn NepeBo3ky rpy30B, AEMCTBYIOLLMMU Ha TPaHCMOPTe AaHHOM0 BUAa, NMpY TeMnepary’'pe oT MYHYC

500 go nntoc 50°C  (OTHOCUTENbHas BNAYXKHOCTb Bo3gyxa 80% npum Temnepatype 25°C). [Mpm

TPaHCMoOPTUPOBaHN MPe3epBaTMBOB MPY MUHYCOBBLIX TeMrepaTypax MxX crefyeT pacrakoBbiBaTb Mocrne

BbIOEPXKKM B TeHeHVe 1 CyTOK C MOMEHTa MOMyYeHWs MPW HOP.MavTbHbIX KIMMaTUYECKMX YCIOBUSIX.

B npougecce TpaHCMOPTUPOBKM CrefyeT UCMonb3oBaTb YUCTble CpeAcTBa U cobniogatb  Mepbl

MPefOCTOPOXHOCTU: He CTaBUTb TSXKENbIV FPy3 Ha U3AEeNUA, He J0MyCKaTb KOHTaKTa U3fenvs ¢ OCTPbIMM

npeaMeTaMu, NPeSoxXpaHsaTb OT YAAP0B, He Nnogseprarb MPOoAyKT BO3AEUCTBUIO NPAMBIX COTHEYHBIX Ty4Yei.

Ycnosusa xpaHeHus:

Mpe3sepBaTviBbl CregyeT XpaHUTb B 3aBOACKOM YIMAKOBKE, B 3aKPbITOM CKNaACKOM TMOMELLEHUN v

Temnepatype ot O'C o +35°C 1 OTHOCUTENBHOWM BMa>KHOCTU BO34yXa He Bbile 80% Ha pacCTosHUN He

MeHee 1 M OT OTONUTENbHBLIX MPMBOPOB. Mpy XpaHeHUN Npe3epBaTyBbl AO/MKHBLI ObITb 3alLMLLEHbI OT

[LEeCcTBMS NPSAMbIX COMHEYHbIX Ty4eii.

CpokK rogHocTu 5 fieT ¢ garbl Npom3BoACTBa. He 1Cronb30BaTh Mo UCTEHEHUN CPOKa roAHOCTU.

/MNevatb/: HOTAPNYC*YOHT IOH CUH* KNAHI, CENTAHIOP

3) I'Iepequb NpUMEeHAEMbIX NPOM3BOAUNTENEM MeagnLWnHCKOro n3genus HaluMOHaNbHbIX

n/n
Tvn
OnuncaHne cTaHdapTa
JOKyMeHTa
HopmaTtumBHbIii
1 P aKT MDD 93/42/EEC MeauUVHCKMe Npubopsbl, YCTPONCTBa, 060pyaoBaHme
HOPMATVIBHb A EN ISO 13485:2016
2 aKT M3pgenva megrumHekme. CUCTEMbI YNPaB/ieHVs KavecTBOM. TpeboBaHuA K

PErynMpOoBaHMIO.
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. EN ISO 14971:2012 (E)
HopmartvBHbIn

3 aKT 3pennsa meguumHeKMe. MNpriMeHeHme CUCTeMbI YrpaBieHns
pycKaMn K MeAVILIMHCKUM U30ENNAM
4 HopMaTVBHbIVi EN ISO 15223-1:2012
MepmunHckmne npmbopbl. MeanumHCKmne npruoéopbl CUMBOSbI,
axr NCMoJib3yeMble C METKaMU, MapKMPOBKa U UHopMaLLMs, KoTopast
noctasnseTca. O6wme TpeboBaHUSA.
5 HOPMATVBHBIVA EN 1041:2008
aKT MeauuMHCKME n3gennsi, tHopMauus npeacrasnsemMast
npovnsBoanTeNem
6 HopMaTUBHb A EN ISO 10993-1:2009/AC:2010 5
aKT Buonornyeckasa oueHka MegMUMHCKUX nsgennin-Yacto 1. OueHka un
TecTUpoBaHMe B pamMKax npoLiecca ynpasneHuns pyuckamm
7 HopMaTVBHb I/ ENISO 10993-5:2009 5
aKT Buonornyeckas oueHkKa MegUUMHCKUX nsgenmim-4Yactb 5: VcnbiraHua
Ha UMTOTOKCUYHOCTb in vitro.
8 EN ISO 10993-10:2013

HopmaTtmBHbIV

aKT Buonornyeckas ougHka MeguLMHCKUX nsgennin-Yactb 10: TecTbl Ha

pasgpa>keHne n CGHCI/I6VII'II/I36\LI,I/II'O KO>XnN

o HopMATVBHBIiA MEDDEYV 2.12-1 Cucrtema Haasopa 3a MeAVLIMHCKUMU U3LENNAMU

aKT
ISO 4074:2015 (E)

MpesepBaTViBbl 13 HATYPaTbHOIO Kay4yyKOBOro fiatekca. TpeboBaHus n
METO/bl UCMbITaHWIA

N  Pykosogcteo MEDDEV 2.7.1 Pen.4, nioHb 2016r.

HopmaTuBHbI
aKT

MEDDEV OueHKa KIMHMYECKMX AaHHbIX: PYKOBOACTBO /1 NPOU3BOAUTENEN 1
HOTUMLIMPOBAHHBLIX OPraHoB
12 MEDDEYV 2.12 pepakuma 2.5.0, sHeapb 2012r.
PyKOBOACTBO MNocTperncTpauyioHHbIe KIMHNYECKWE 1CCneaoBaHVA
MEDDEV

14. NHdopmaumss 0 CTepusIbHOM COCTOSSHAM MeAMUMHCKOrO UW3Aenvs, MeTode ero
cTepuamnsaumm 1 o NopsiLKe AeACTBUIA B C/lyvae HapyLLeHUs CTePUIbHON YNaKOBKMU.
He NMPUMEHNMO. rlpe3epBaTVIBbI NnocTaB/IAKOTCA B HECTEPWM/IbHOM BUMAeE.

15. NHdopmauma o nopsigke 06paboTKuM MefUMUMHCKOro u3genus Ans ero noBTOPHOro
MCMONb30BaHNSA, BK/IIOYAA 0UNTKY, Ae3MHMEKLNIO, YNAKOBKY M MPU HEO6X0ANMOCTU METOS,
NOBTOPHOM CTEPUIN3ALUNM, 8 TAKXKE KPUTEPUU HEMPUTOLHOCTU MEeSULIMHCKOTO U3LeNns Ans
NPUMEHEHWS.

He NPUMEHNMO. |_|pe3epBaTl/IBbI ABNAKOTCA OAHOpa3oBbIM MEANLIMHCKUM  M3aeinem mn He
nogne>xxat MNMOoBTOPHOMY WCMOMb30BaHMKO, O4YUCTKE, ,u,esvmcpeku,vm 1M ynakKoBbIBaHWUIO. Mocne

MPUMEHEHUS YTUTN3NPYHOTCA Kak ObITOBOM Mycop.

/Nevats/: HOTAPUYC*YOHT IOH CUH* KNAHI, CETAHTOP

16. MepbI NpegocTOPOXHOCTHU

- I'Ipe3epBaT|/|Bb| npegHasHa4deHbl TO/IbKO A/14 04HOPa30BOro NCrojib30BaHUA.

- He I/ICI'IOI'Ib3yI7ITe npesepBarmse Mnpm BNANMbIX NMOBPEXOEHNAX I/IH,CI,I/IBI/I,CI,y&I'IbHOVI YyrNnaxkKoBKWN.

- Heo6x0AMIMO OCTaHOBUTLCA M MPOBEPUTL Mpe3epBaTyiB, eC/ Bbl HyBCTBYETE, UTO OH COCKa/b3bIBAET W
CUNMbHO C>XKan NeEHNC, TaK KaK 3TO MOXXET MNMPMBECTU K Pa3pbIBY rNpesepBartvBa.
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- B C/lyyae paspbIiBa Mpe3epBaTvBa Mpy UCTMO/b30BaHNN UM OGHAPY>KEH B HEM OTBEPCTUS PEKOMEHYEM
06paTUTLCA 33 MEAVLMHCKONM MOMOLLBI KaK MOXHO CKOpee, HO He Mo3xe, YeM uepe3 72 vaca rocne

CyYmMBLLIETOCH.
- H1 ogmnH MeTog, KOHTpaLenummn He obecrieuviBaeT 100 % 3alUMThl OT HEXKeNaTe/lbHOM 6epeMeHHOCT W
3apaxkeHnss BP1Y v 3. Ecnv Bbl Nofo3peBaeTe, UTO Bbl WM BaLll MapTHEP MO 3a6epeMeHeTb Uin

VHDMLIMPOBATLCS, HEMEL/IEHHO 06paTUTECh K Bpady.
- Ecnv y Bac ameprusi Ha M3OeNMS U3 HATypalbHOrO  /laTekca, rMepeq,  MCMonb30BaHMEM

MPOKOHCY/IbTUPYIATECH C BPAUOM.

- Y6eantecb B Ha/IMYMM AOCTATOYHOIO KO/IMYECTBA CMasKU. [py HEOBXOAMMOCTU, UCMONb3YINTE CMa3KM
Ha BOAHOM OCHOBe. He McCMonb3yliTe CMaskyM Ha Mac/siHO/i OCHOBe, HanpyMep, Ha OCHOBE BaseNMHa,
MWHEPA/ILHOrO Macria, Macnia PacTUTENbHOMO TMPOVICXOXAEHUS], TMOCKO/IbKY OHWM MOTYT TMOBPEaUTH
npe3epeaTviB.

- Mpy wVCNoMb30BaHUU EKAPCTBEHHbLIX MPEnapaToB, KOTOpPblE MOFYT KOHTAaKTUPOBaTb C

npe3epBaTUBOM, HEOBXOANMO NPOKOHCYIbTUPOBATHLCS C BPAYOM.

17.  WHhopmaumns o6 obcToATenbCTBaX, MNpU  KOTOPbIX MNOTPebuTeNlb  LO/KeH
NPOKOHCY/IbTUPOBATLCA C MEAULVNHCKAM PaboTHUKOM.
Mpn  BO3HWKHOBEHUWN  aNlepruyecknx peaKLI,VIVI, npekparnte wuCNonb3oBaHmMe w, nMnpu

HE06X0AMMOCTN, NPOKOHCYNbTUPYIATECH C BPAYOM.

18. IHthopmaLmsi 0 NepBOHaYa/IbHOM BbIMYCKe 3KCM/yaTauMOHHOMW A0OKYMEHTALHM.
BbinylieHa BnepBble.

19. MopsafoK 1 ycnoBus yTUNnsaunum Unm YHUUTOXKEHNA MEAULIMHCKOIO N3aenus.
Vicnonb3oBaHHbI Mpe3epBaTVB cleayeT YTUIM3MPOBaTb Kak GbITOBOW Mycop. 3anpelyaercs
cryckaTtb npesepBaTuB B YHUTA3.

20. MapaHTuWiHbIe 06513aTe/IbCTBA.

MponszBoanTeNb rapaHTUPYeT COOTBETCTBME MNpe3epBaTvBOB TpeboBaHWSM  HacTosILero
HOPMaTUBHOI0 AOKYMEHTa Npu cobNtoaeHNN YCNOBMIA TPAHCMOPTUPOBaHUA N XPaHEHUS.
|_|pOVI3BO,£I,VITeIIb He HecCceT OTBeTCTBEHHOCTb 3a MnocneactevA, Bbi3BaHHblE HernpaBWibHbIM
ncnonb3oBaHeM M3Oenna.

FapaHTUNHBIN CPOK aKcnnyaTaummn 5 net.

/MNevatb/: HOTAPWUYC*YOHT IOH CUH* KNAHI, CETAHTOP
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MepeBof AaHHOrO TeKCTa cAenaH MHOW, NepeBofYMKoM MaxmypoBbiM Kupunnom PycTamoBuueM,

Poccwuiickaa ®egepauns
Fopog Mocksa
BocbMoro voHa ABe TbicAYN ABajLatb NepBoro roga
A, MapTbiHOBa HaTannsa AHapeeBHa, BPEMEHHO UCMOJHAKLWAA 0693aHHOCT W HOTapuyca
ropoga MockBbl AkumoBa 'neba bopucoBuya, cBuaeTeNbCTBYI NOA/IMHHOCTb NOANUCK NEPeEBOAUYMKA
MaxmypoBa Kupunna PycTamoBuya.
Moanuce coenaHa B MOEM MPUCY TCTBUN.
JInyHoCTb NoanucasLLEero 4OKYMEHT yCTaHOoB/eHa.

3aperucTpupoBaHo BpeecTpe: M 77/09-H/77-2021-
Ynna4yeHo 3a coBepLUeHNEe HOTapuasibHoro geincTaus: 400 py6. 00 kon.

b \

HA. MapTblHOBa

BPMO HoTapuyca
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