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BE IT KNOWN that IGURNAM SINGH SHERGILL, of the County of Middlesex,
England a duly authorised Notary Public.

DO HEREBY CERTIFY:
Yy

THAT Douglas Malcolm Blair, a United Kingdom Gtizen, of 28 Woodthorpe Road,
Ashford, Middlesex TW15 2RH, holder of United Kingdom Passport No. 121320920,
who is well known to me, has represented to me that he is duly authorised by
Reckitt Benckiser Healthcare (UK) Ltd ("the Company"), to represent it in this
matter has today caused the annexed electronic copy Technical and Maintenance
Documentation of the Medical Device, Durex® Air Natural Rubber Latex Condoms
for use in Russian Federation to be produced to me and that he has represented to
me on behalf of the Company that the annexed document is an electronic copy.

SIGNED & SEALED at 22 Bath Road, Hounslow, Middlesex TW3 3EB this 22"
September 2021.

Protocol Number:

Gumam Singh Shergill

Notary Public

Gumam Singh Shergill B.A. (Hons)
Notary Public
SHF.RGILL&Co.

22 Bad\ Road, Howulow, Middx
nV3 3LB
Cniled Kingdom Tel: 020 8570 2323
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proved by:

Andrew BrouTiliill

Global Regulatory AfTairs Manager
Date: Sep 17,2021

Signature:

TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE
Durex® Air natural rubber latex condoms

Reckiti Benckiser Healthcare (UK) Ltd., UK
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NAME OF THE MEDICAL DEVICE
Durcx<® Air natural rubber latex condoms

PURPOSE OF THE MEDICAL DEVICE

Condoms are used as a barrier contraception to prevent unwanted pregnancy and

and other sexually transmitted diseases.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE

Medical Device is intended to be used by laypersons.

MEDICAL DEVICE POTENTIAL RISK CLASS: 2b

STERILITY
The device is non-sierile.

MEDICAL DEVICE DESCRIPTION

The condoms are made of natural latex, lubricated with silicone, smooth, colourless, straight-walled, teat-

ended.

TECHNICAL CHARACTERISTICS
The condom is made in accordance with the manufacturer's specification.

Technical parameter

Condom length, mm

Condom width, mm

(measured at 30 mm from the

bead)

Teat length, mm

Thickness, mm

Bead thickness, mm

Condom weiglit (after
removed from the primary
package), g

Rlongation, %

Elongation, % (aged)
Freedom from holes

Tensile strength, mPa

Tensile strength, mPa (aged)
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Spedfleation
180£10

52 +2

16+7

0.042 +0.002 /-
0.001

1-2

10+0.5
Median 700 Min
Median 600 Min
Impermeable

Median 20 Min
Median 17 Min

Test Method used by the
BUUsfiKtarer
ISO 4074:2015 clause 9.3.1
Annex D

I1SO 4074:2015 clause 9.3.2
Annc.x E

Appendix 1

I1SO 4074:2015 clause 9.3.3
Annex F

Appendix 2

Appendix 3

ISO 4074:2015 Annex J
ISO 4074:2015 Annex)

ISO 4074:2015 clause 12
Annex M

ISO 4074:2015 Annex)
ISO 4074:2015 Annex )

Frequency
Every batch

Every batch

Once a month

Every batch

Eveiy batch

Once a month

Once a month
Once a month

Every batch

Once a month

Once a month



IlyAW MATERIALS (% material is based on theoretical value)

. Nominal content of the material, Trade name
Material 0%+/-10%
Basic material:
« Compounded Natural Rubber latex 69.60 Exceltex D
Dusting material:
Absorbo HP
- Com starch 152 _
- Magnesium Carbonate 0.43 Magnesium (_:arbonate Extra
Light
Lubricant:
- Silicone 28.38 - 28.43 BRB Silicone Oil DM 350 EP
Zeus Odour masking agent
- Odour masker 0.02-0.07 FLA70281%/
Transatak TAK-181256**
Raw Material Additional Information
Compounded Natural Rubber Exceltex D is a trade name of natural latex raw material used in the
latex comnounded NRL
Silicone BRB Silicone Oil DM 350 EP is a trade name of the silicone
Odour masker *Zeus Odour masking agent FI>A7028] and **Tran5alak TAK-181256 are
trade names of the odour masker
PACKAGING

PRIMARY PACKAGING
The condom is packaged in an individual package of multi-layer material (foil).

Package dimensions:
A Individual foil: 60£2 mm x 60£2 mm.

Primary package material:
Frontal foil layer:
PET/AL/PE/SURLYN
Back foil layer:
PET/AL/PE/SURLYN

‘rom the outer torihe inner foil layer:

PET = Polyethylene tercphthalate or Polyethyl benzcnc-1,4-dicarboxylatc)
AL = Aluminium

PE - Polyethylene
SURLYN = Brand name of ionomer resin

The condom in the primary packaging is packed into the secondar>' one - carton pack - of the quantity
indicated in the secondary package.
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SECONDARY PACKAGISG

Secondary packaging is a carton pack, wrapped with the transparent tape where applicable. The quantity
condoms is indicated in the package.

SECONDARY PACKAGING SPECIFICATION - 5 comioms in a pack

Dimensions
Value Tolerance
Length, mm 64,5 +/-1
Width, mm 19.5 +/-1
Height, mm 74 +-1

Type/ Material
Folding Solid Board Carton/'Metallic board

SECONDARY PACKAGING SPECIFICATION-12 condoms in apack

Dimensions
Value Tolerance
Length, mm 63 +-1
Width, mm 37 +/-1
Height, mm 124 +/-1

Type/ Material
Folding Solid Board Carton/Metallic board

PACKAGE CONTENTS OF THE MEDICAL DEVICE

The medical device is packed in a secondary / consumer package of 3 pcs. a pack or 12 pcs. a pack. It is
accompanied by the instruction for consumers that can be enclosed in die package or printed in the inside
and / or outside of the package.

LABELLING INFORMATION

Each individual package is labelled with:
e trademark;

- lot number (LOT);

- expiry date.

h —m.} = "

Use by/Expiry date

Lot number
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Additional information can be printed on the individual package including reference to international
standards.

The follovving information is applied to the outer surface of the secondary/ consumer package:
» condom description (colour, teat type, ribbing);
mquantity of condoms in consumer package;

- nominal condom length;

mnominal condom width;

- indication that the condom is lubricated;

- indication that the lubricant does not contain spennicide:
e indication that the condom contains natural latex;

« storage guidelines;

» name and address of the manufacturer;

"country oforigin (ifapplicable);

* lot number;

mexpiry date.

Symbols used for labelling and what they mean:
Use by/Expiry date

Lot number

LOT

Contains natural latex

Additional information can be printed on the outer surface of the secondary/ consumer package including
reference to international standards.

Outer or inner surface of consumer packages and/or package insert contains prescribing information, which
includes:

- reminder to handle the condom carefully, including when removing it out of the package;

- indications, contraindications, precautions for use, possible side etfects;

- method of application;

* necessity to remove condom right after sexual intercourse;

- necessity to exclude petroleum- and oil-based lubricants; /
- necessity to use safe additional lubricant if needed;

- necessity to copsult a specialist on compatibility with topical medications;

- disposal instructions for used condoms;

« condoms are disposable products.

INDICATIONS
- prevention of unwanted pregnancy;
- protection from HIV and otlicr sexually transmitted diseases.

CONTRAINDICATIONS
Hypersensitivity or allergy to any of the components in condom composition.
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PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and thi
possibility of catching sexually transmitted infections. Check the expiry date on the condom wrapper before
you use it. Do not use the condom after the expiration date. 1fthe individual container is obviously damaged

or deterioration in tlie properties of the condom is detected discard that condom and use a new one from an
undamaged package.

Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (petroleumjelly,

baby oil), some pessaries and some topical medicines that are applied to the penis or vagina can damage
condoms,

Stop use ifyou feel discomfort or irritation while using the condom. y
Consult a specialist;

- about the compatibility of condoms with other contraceptives;

« ifyou are using topical medicines applied to penis or vagina:

e if irritation/discomfori persists after use;

« ifyou are unsure ifyou are allergic to latex;

* ifa condom leaks or bursts during use (do this as soon as possible and within 72 hours).

For anal sex or if it is necessary use additional lubrication on the outside of the condom.

Condoms may present a choking hazard. Keep out of reach of children. If you use a condom for oral sex
first, you should use a new condom for any other type of sex that follows.

Use a condom only once. Reuse may increase risk of failure or infection.

None of the contraception methods can guarantee 100% protection against unwanted pregnancy. HIV and
other sexually transmitted diseases.

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, which, like any component of the condom, might cause allergic
reactions including anaphylactic shock if user is allergic to latex.

APPLICATION

Tear the package at the toothed edge and handle the condom carefully as it can be damaged by fingernails
and sharp objects.

Make sure that the condom is not inside out. Having squeezed the teat place tlie condom on the top of the
erect penis. Roll down to its base. Ifthe condom doesn’t unroll, it may be on backwards, discard and use a
new one. Stop and check if you feel the condom slipping off or tightening excessively onto the penis
because this might lead to breakage.

Soon after ejaculation pull the penis out holding the condom firmly at the base of the penis and carefully
take the condom off.

Dispose in a bin. Do not flush the condom down the toilet.

TRANSPORTATION CONDITIONS
There are no specific conditions of transportation.

USAGE CONDITONS

There are no specific conditions required when the medical device is used for its purpose, indications,
contraindications, usage application, taking into account possible side effects and precautions for use.

STORAGE CONDITIONS AND SHELF LIFE

Store the product in a dry place at 0-25 °C. AV'oid mechanical impact and direct sunlight.

The condom must not come into contact with petroleum products, phenols and their derivatives, oils of
petroleum origin, gasoline, kerosene and other organic substances.
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SbelfUre- 5 years.

RISK MANAGEMENT OVERVIEW
Risk assessment relating to the use ofthe medical device has been conducted in accordance with 1ISO 14971
Medical devices - Application of risk management to medical devices.

SUMMARY OF TESTS and RESULTS
BIOCOMPATABILITY TESTS

Test International standard Result

Cytotoxicity ISO 10993-05 Toxicity' at 1:4 dilution*
Sensitization ISO 10993-10 Non-sensitizer

Vaeinal irritation ISO 10993-10 Non-irritant

Penile irritation ISO 10993-10 Non-irritant

Rectal irritation ISO 10993-10 Non-irritant

Systemic toxicity ISO 10993.10 No mortality

*fSO 10993-5 suggests that a response grade of moderate or severe should be considered a cytotoxic effect. The typical condom
result has been found not to be associated with any problem in the regular use of condoms by the male or female para”. Ifthe
results of other testing (typically sensitization and irritation tests) and associated evaluations are seen as acceptable then the
cytotoxicity result should  considered in context and the condom considered to meet the requirement of ISO 10993. The results
indicate diat Durex Air natural rubber latex condoms can be considered to be potentially biologically safe.

MANUFACTURING PROCESS
See Appendix 4

MEDICINAL OR PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL
DEVICE
Not applicable.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Compounded natural rubber latex contains casein (0.02% + 10% of the contents of it, functions as a
stabilizer) that is considered as a derivative from lissue/matcrials of animal origin as it is extracted from
milk.

Casein (milk protein) is a natural by-product of milk. It has no known toxic effects although it may cause
areaction in individuals with an allergy to milk. The exposure from the condoms is considered not to pose
any additional risk to users of the condoms.

The de\ice docs not contain any human blood derivatives.

STERILIZATION
The medical device is presented as a non-sterile device and is not intended to be sterilized thereafter.

SOFTWARE DFMGN, DEVELOPMENT AND VALIDATION
Not applicable. /

MAINTENANCE AND REPAIR
Not applicable, as the product should be disposed of after a single use by a user.

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The devices should be used in accordance with the instructions for use.

In household use, the product is disposed of as household waste. Do not put it down the drain.
In all other cases, the condoms are disposed of in accordance with local requirements.
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Method used bv the manufacturer
Appendix 1: Test method for condom teat length determination (D8291875)

»  Sample preparation:
0 Dipped condom
Dry dipped condom before rolling will be used for this test. Stretch the condom slightly twice to

smooth out the wrinkles.

0 Condom in container
Move the condom inside the individual container such that it is away from the area where the
container isto be torn. Tear the container and remove the condom. Do not use scissors or other sharp
instruments to open the package.

Unroll the condom, stretch it slightly twice to smooth out the wrinkles. Lubricants may be removed
by washing with a suitable solvent. If a solvent is used to remove the lubricant an adequate period
of drying should be allowed before testing.

e Put the condom over the mandrel, having a rounded end with a diameter of (25+2) mm with a scale divided
into millimeters and dimensions with the zero beginning at the rounded end, and let it hang freely,
stretched only by its own mass.

» Mark a point at the junction of condom teat and the shoulder of the condom. See Figure 1andPictui® 1

Tt ingth

Fiffure 1 Lenuth of condom teat

Picture 1  point marked at the junction of condom teat and the shoulder.

Remove the marked condom out from the mandrel. 1ny it flat and put the ruler on top and measure the
distance between the marked point and teat end by using a calibrated ruler and record the result.
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Appendix 2: Test method for measurement of condom bead thickness (LAB/LT-DMS/16, D8291143)

» Take a condom out of the pack or use a dried condom and spread it out gently.

»  Measure the thickness ofthe bead by thickness gauge with the nearest reading of0.01 mm.
* Repeat the measurement another 2 times.

e Average condom bead thickness for individual condom will be calculated.

Appendix 3: Test method for weight of dried condom + powder + lubricant (remove from foil) and Condom
weight in primary package (D8291956)

Weigh individual foiled condom and record the weight (W 1).

¢ Weigh a dfy and clean petri dish and tare zero. >

»  Move the condom Inside the individual package such that it is away from the area where the package is to
be tom. Tear the package. Do not use scissors or other sharp instruments to open the package.

* Remove the condom carefully out of the opened foil package by using a dfy and clean forceps and place it
on the petri dish. Record the weight of condom (W2).

¢ Ensure that petri dish and forceps are dry and clean before testing next sample.

*  Weight of foil package and remaining lubricant and powder after condom removal (W3) = WI - W2

10
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Appendix 4
PRODUCT MANUFACrUJUNG FLOWDIAGRAM
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Approved by:

Andrew Brownhill

Global Regulatory Affairs Manager
Date: Sep 17,2021

Signature:..flbii

« |

MAINTENANCE DOCUMENTATION
(Instruction for use)
OF THE MEDICAL DEVICE

Durex® Air natural rubber latex condoms

Reckitt Benckiser Healthcare (UK) Lid., UK
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NAME OF THE MEDICAL DEVICE
Durex® Air natural rubber latex condoms

MANUFACTURER
Reckilt Benckiser Healthcare (UK) Ltd., 10-VIOS Bath Road. Slough. Berkshire. SI.I 3 UH. UK.

MANUFACTURING SITE*

Qingdao London Durex Co |td., No 1-13 Shangma Part, Aodong Road. High-tech Industrial
Development Zone, Qingdao City. Shandong Piovince. P. R. China.

*information about the place of manufacture is presented in the outer side of the secondary/consumer
packafting in theformat "The country oforigin: [country] '

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
Reckilt Benckiser Healthcare LLC, Floor 3.4 Shlyuzavaya emb., Moscow, 115114. Russia.
Phone; +7 (495) 961 25 65; fax: +7 (495) 961 25 66

PURPOSE OF THE MEDICAL DEVICE
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect againk HIV
and other sexually transmitted diseases.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE
Medical Device is intended to be used > laypersons.

MEDICAL DEVICE COMPOSITION AND DESCRIPTION
The condoms arc made of natural latex, lubricated with silicone, smooth, colourless, straight-walled, teat-
ended.

TECHNICAL CHARACTERISTICS**
The condom is made in accordance with the manufacturer’s specification.

ANANce o Tecbnlcalpagw«»r-' - - -
Condom length, mm isoi”io
Condom width, mm 5242
(measured at 30 mm from the bead) -
Teal length, mm 16t7
Thickness, mm 0.042 +0.002/-0.001
Bead thickness, mm N2
Condom weight (after removed from the primary package), g 10405
Elongation. % Median 700 Min

Elongation, % (aged)

Median 600 Min

Freedom from holes Impcmicablc
Tensile strength, mPa Median 20 Min
Tensile strength, mPa (aged) Median 17 Min

**main technical characteristics are presented in the outer side ofthe secondary/consumer packaging as
"nominal length -180 mm: nominal width - 52 mm ”
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PACKAGE CONTENTS OF THE MEDICAL DEVICE***

The medical device is packed in a secondary / consumer package of 3 pcs. a pack or 12 pcs. a pack,
accompanied by the instruction for consumers that can be enclosed in the package or printed in the i
and / or outside of the package.

***quantity ofcondoms ispresented in the outer side o fthe secondary”consumerpackaging, the instruction
for consumers isprinted in the inner side ofthe secondary“consumer packaging

LABELLING INFORMATION

Each individual package is labelled with:

e trademark;

- lot number (LOT); y
- expiry date.

Use by/Expiry date

« t L J

LOT

.be d
Additional information can be printed on the individual package including reference to internationa
standards.

Lot number

The following information is applied to the outer surface of the secondary/ consumer package:
- condom description (colour, teat type, ribbing);

« quantity of condoms in consumer package;

e nominal condom length;

mnominal condom width;

- indication that the condom is lubricated:

mindication that the lubricant does not contain spermicide;
- indication tliat the condom contains natural latex;

- storage guidelines;

* name and address of the manufacturer;

- country of origin (if applicable);

- lot number;

- expiiy' date.
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Additional information can be printed on the outer surface of the secondary/ consumer package including
reference to international standards.

Outer or inner surface of consumer packages and/or package insert contains prescribing information, which
includes:

- reminder to handle the condom carefully, including when removing it out of the package;
- indications, contraindications, precautions for use. possible side effects:

» method of application;

- necessity to remove condom right after sexual intercourse:

* necessity to exclude petroleum* and oil-based lubricants;

* necessity to use safe additional lubricant if needed:;

* necessity to consult a specialist on compatibility with topical medications;

mdisposal instructions for used condoms;

« condoms are disposable products.

INDICATIONS
- prevention of unwanted pregnancy:
- protection from HIV and other sexually transmitted diseases.

CONTRAINDICATIONS
Hypersensitivity or allergy to any of the components in condom composition.

PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the
possibility of catching sexually transmitted infections. Check the expiry dale on the condom wrapper before
you use it. Do not use the condom after the expiration date. Ifthe individual container is obviously damaged
or deterioration in the properties of the condom is detected discard that condom and use a new one from an
undamaged package.

Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (petroleum jelly,

baby oil), some pessaries and some topical medicines that are applied to the penis or vagina can damage
condoms.

Stop use if you feel discomfort or irritation while usingthe condom.

Consult a specialist:

« about the compatibility of condoms with other contraceptives;

« ifyou are using topical medicines applied to penis or vagina:

- ifirrilation/discomfort persists after use;

«if you are unsure if you are allergic to latex:

«ifa condom leaks or bursts during use (do this as soon as possible and witliin 72 hours).

%
For anal sex or ifit is necessary use additional lubrication on the outside of the condom.

Condoms may present a choking hazard. Keep out of reach of children. If you use a condom for oral sex
first, you should use a new condom for any other type of sex that follows.
Use a condom only once. Reuse may increase risk of failure or infection.

None of the contraception methods can guarantee 100% protection against unwanted pregnancy, HIV and
other sexually transmitted diseases.

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, which, like any component of the condom, might cause allergic
reactions including anaphylactic shock if user is allergic to latex.
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APPLICATION

Tear the package at the toothed edge and handle the condom carefully as it can be damaged by fmgerr
and sharp objects.

Make sure that the condom is not inside out. Having squeezed the teat place the condom on the top of the
erect penis. Roll doTito its base. If the condom doesn't unroll, it may be on back™ards, discard and use a
new one. Stop and check if you feel the condom slipping off or tightening excessively onto the penis
because this might lead to breakage.

Soon after ejaculation pull the penis out holding the condom firmly at the base of the penis and carefully
take the condom off.

Dispose in a bin. Do not flush the condom down the toilet.

STORAGE CONDITIONS AND SHFXF LIFE A

Store the product in a diy place at 0-25 ®C. Avoid mechanical impact and direct sunlight.

The condom must not come into contact with petroleum products, phenols and their derivatives, oils of
petroleum origin, gasoline, kerosene and other organic substances.

Shelf life - 5 years.

MEDICINAL OR PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL
DEVICE
Not applicable.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN****

Compounded natural rubber latex contains casein (0.02% = 10% of the contents of it, functions as a
stabilizer) that is considered as a derivative from tissue/materials of animal origin as it is extracted from
milk.

Casein (milk protein) is a natural by-product of milk. It has no known toxic effects although it may cause
a reaction in individuals with an allergy to milk. The exposure from the condoms is considered not to pose
any additional risk to users of the condoms.

The device does not contain any human blood derivatives.

****warning about possible side effect in theform ofthe allergic reaction because of the natural latex
contained in the medical device composition is presented in the inner side of the secondary/consumer
package

STERILIZATION
The medical device is presented as a hon-sterilc device and is not intended to be sterilized thereafter.

USAGE WITH OTHER MEDICAL DEVICES*****

Condoms can be used on their own to prevent from STIs and pregnancy and aren’t intended to be used in
conjunction with other medical devices.

However, consumers can use condoms with condom compatible lubricants if needed.

**x*F*recommendation to use compatible with condoms lubricant when it is necessary’ is presented in the
inner side o fthe secondary/consumer packaging

INSTALLATION, MAINTENANCE, CALIBRATION
Not applicable.

CLEANING, DISINFECTION, STERILISATION OF THE MEDICAL DEVICE
Not applicable.

INTERNATIONAL STANDARDS
ISO 13485
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«|

iSO 14971
(SO 4074

PRECAUTIONS TO BE TAKEN BY USER RELATED TO THE DISPOSAL OF THE DEVICE
Durex Air natural rubber latex condoms should be disposed in a bin. The condoms should not be flushed
the condom down the toilet.

DATE OF THE |ISSUE / THE LATEST REVISION OF THE MAINTENANCE
DOCUMENTATION
The medical device includes an indication of the latest revision within the instruction for use.

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The de\ices should be used in accordance with the instructions for use.

In household use, the product is disposed of as household waste. Do not put it down the drain.
In all other cases, the condoms are disposed of in accordance with local requirements.

ENVIRONMENI SAFETY REQUIREMENTS
With proper usage, storage and disposal Durex® Air natural rubber latex condoms have no negative impact

on the environment.
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Appendix to the Maintenl
documentation of the medical devH
«Durex® Air natural latex condoms»

Information
to beprinted in the inner side

ofthe secondary/ consumer package
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I.K I 2.WW 3.wwn A
Read the instruction carefully before use. especially if condoms are used for oral or anal sex.

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the
possibilit) of catching sexually transmitted infections.

ATTENTION: Check the expiry date on the condom wrapper before you use it. Do not use the condom
ailer the expiration date. If the individual container is obviously damaged or deterioration in the properties
of the condom is detected discard that condom and use a new one from an undamaged package.

PURPOSE/ INDICATIONS
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against HIV
and other sexually transmitted diseases. The medical device is intended to be used by laypersons.

APPLICATION
1. Tear tlie package at the toothed edge and handle the condom carefully as it can be damaged by fingernails

and sharp objects.
t
2. Make sure tliat the condom is not inside out Having squeezed the teal place tlie condom on tlie lop of

the erect penis.

3. Roll down to its base. Ifthe condom doesn’t unroll, it may be on backwards, discard and use a new one.
Stop and check if you feel the condom slipping off or tightening excessively onto the penis because this
might load to breakage.

Soon after ejaculation pull the penis out holding the condom firmly at the base of the penis and carefully
take the condom off.

4. Dispose in a bin. Do not fiush the condom down the toilet.
For anal sex or if it is necessary’ use additional lubrication on the outside of the condom.

Condoms may present a choking hazard. Keep out of reach of children. If you use a condom for oral sex
first, you should use a new condom tor any other type of sex that follows.

Use a condom only once. Reuse may increase risk of failure or infection.

CONTRAINDICATIONS
Hypersensitivity or allergy to any of the components in condom composition.

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, which, like any component of the condom, might cause allergic
reactions includ”™g anaphylactic shock ifuser is allergic to latex.

PRECAUTIONS FOR USE
Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (petroleumjelly,

baby oil), some pessaries and some topical medicines that are applied to the penis or vagina can damage
condoms.

Stop use ifyou feel discomfort or irritation while using tlie condom.

Consult a specialist:
- about the compatibility of condoms with other contraceptives;
- ifyou are using topical medicines applied to penis or vagina:
« if irritation/discomfon persists after use:

8

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



- ifyou are unsure if you are allergic to latex;
- ifa condom leaks or bursts during use (do this as soon as possible and within 72 hours).

None of the contraception methods can guarantee 100% protection against unwanted pregnancy. HIV and
other sexually transmitted diseases.

Date of (he latest revision o fthe instruction:
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MepeBof C aHIINIACKOTO A3blKa Ha PYCCKUIA S3bIK

Kpyrnaa penbedHasa neyatb: 'ypHam CuHrx Leprunn, rocyaapcTBeHHbI HOTapuyc

OA BYLAET W3BECTHO, uto a4, T'YPHAM CUHIX WEPrAA (GURNAM SINGH
SHERGILL), rpagctBo Mwupgancekc, AHrnmsa (County of Middlesex, England), AomKHbIM
06pa3oM yMnoSHOMOYEHHbI rOCyAapCTBEHHbIA HOTapuyc,

HACTOAW VM NMOATBEPXAIO:

UTO [Ayrnac Mankonem bnap (Douglas Malcolm Blair), rpaxpgaHuH CoegMHEHHOro
KoponeBcTtsa, agpec: 28 Byatopn Poaa, Suwdopa, Mugancekc TW15 2RH (28 Woodthorpe
Road, Ashford, Middlesex TW15 2RH), Bnageney nacrnopta rpaxgaHnHa CoefWHEHHOrO
KoponesctBa Ne 121320920, NMYHOCTb KOTOPOr0 MHOM YAOCTOBEPEHa, LO/MKHbIM 06pa3om
YNONHOMOYEHHbI KoMNaHuein PeknTtTt BeHknsep Xenckaap (KOK) (Reckitt Benckiser Healthcare
(UK) Limited) («kKoMmnaHua») Ha npeAcTaB/fieHWe ee UHTEPECOB MO AaHHOMY BOMPOCY, CerofHs
NPefoCTaBU/l MHE MPUIOXKEHHYHK 3N1EKTPOHHYK KOMUK TEXHUYEeCKOW W 3KChayaTauMOHHOM
AOKYMEHTALUUN Ha MeAauUMHCKoe u3fenne «lpe3epBaTMBbl M3 HATypanbHOro Jflatekca
Durex® Air» ona ucnonb3oBaHus B Poccuitickoit ®efepaumm 1 3asaBun 0T MMeHUM KomnaHuw,
YTO YKa3aHHbI JOKYMEHT ABNSETCS 3/IEKTPOHHON KOMNUei.

OJOKYMEHT NOAMMNCAH W CKPEMMAEH TMEYATbBLKO no agpecy 22 bar Poya,
XayHcnoy, Mugancekc TW3 3EB, cerogHs, 22 ceHtabps 2021 roga.

Homep npoTokona: 6594/21

/nognuce/
FypHam CuHrx Weprunn

FocypaapcTBeHHbI HOTapuyc
MNypHam CuHrx LWeprunn, 6akanaBp ryMaHUTapHbIX HayK (C OTINYneEM)
ocyAapCTBEHHbIN HOTapuyc
LWEPI N 3HA Ko.
22 bart Poypg, XayHcnoy, Mugancekc
TW3 3EB
CoeauHeHHoe KoponesctBo TenedoH: 020 8570 2323

Kpyrnas penbethHas nevatb: F'ypHam CuHrx LWeprunn, rocyaapcTBeHHbI HOTapuyc
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YTBEPXKAEHO:
3Hapto bpayHxunn (Andrew Brownhill)
MeHe[>Kep Mo perucrpauum rnobanbHOro peryfnaTopHoro otgena

[Hata: 17 ceHTa6pa 2021 r.
Mognucs: Inodnuch!

TEXHNWYECKAA JOKYMEHTAUNA
HA MEOVNUMNHCKOE N3AE/TVNE
[NpesepBaTUBbI N3 HATypanbHOro natekca Durex® Air

PeknTT BeHknsep Xenckaap (FOK) N1Ta., CoeanHeHHOoe KOponeBCcTBO

4\
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HANMEHOBAHWE MEAVWUWNHCKOIO N3AENTNA
Mpe3epBaTMBbl U3 HaTypanbHOro natekca Durex® Air

HA3SHAYEHWE MEONUWHCKOIO NM3AENWNA

Mpes3epBaTBbl NPUMEHSOTCS B KayecTBe 0OapbepHOro cpefacTBa KOHTpauenuuu Ans
npeAoTBPaLLEHNS HEXenaTeNbHOW 6GepemMeHHOCTM ©M  Ana  3awmuTbel oT BWUY un  apyrux
3abonieBaHunii, NepeaaroLLMXca NOA0BLIM NyTEM.

MOTEHUMANBHBIE MOTPEBUNTENN MEONUWHCKOIO N3AENNA
MeanuMHCKOe n3aenve npeaHasHauyeHo A1s UCNofb30BaHMs HenpodeccroHanamu.

KNACC NOTEHUMANBHOIO PUCKA MEANUWNHCKOTIO N3AENUVA: 2b

CTEPNNBHOCTDb
M3nenne He CTepuscbHO.

ONMMNCAHWVME MEOAVWUWMHCKOIO N3JENNA
Mpe3epBaTVBbl W3rOTOB/IEHbI W3 HATypasbHOro fiatekca, C CUIMKOHOBOM CMa3KoW, rnagkue,
6ecuBeTHbIe, NPAMON POPMbI, C HaKONUTENEM.

TEXHUWYECKUNE XAPAKTEPNCTUKWN
Mpe3epBaTVB U3roTOB/EH B COOTBETCTBMM CO CrieyutmKaLl et NpoM3BoAnTENS.

MeTog ncnbitaHms,

TexHU4YecKuii napameTp Cneumnrkaumn NCNOb3yeMbli UacTtoTa
NPON3BOANTESEM
ISO 4074:2015 nyHKT Kaxxpaasa cepus
[nvHa npesepsaTvea, MM 180+10 9.3.1 Mpunoxerve D
LLinpuHa npe3epBaTnBa, MM ISO 4074:2015 nyHKT Kaxpaasa cepus
(n3vepsetcst B 30 Mm OT 5212 9.3.2 MpunoxeHwe E
BEHUMKa)
[LMHA HaKonuTeNs, MM 16+ 7 Mpunoxenme 1 Pa3 mecsiy
0,042 + 0,002 /- 1SO 4074:2015 nyHKT Kaxgas cepus
TonwmHa, Mm 9.3.3 MNpunoxeHwve F
0,001
TONLWMHA BEHUMKE, MM 1-2 MpunoxeHue 2 Kaxgasa cepus
Macca npesepsarvsa (nocne Pa3 mecsLy
WU3BNEYEHNS U3 NEPBUYHOA 10405 Mpunoxexue 3
YNaKoBKM), T A
OTHOCUTENBHOE YAMHEHNE He wetee 700 1SO 4074:2015 Pa3 mecs
npy paspbise, % Mpunoxexve J
OTHOCUTENbHOE YO/IMHEHWE 1ISO 4074:2015 Pa3 mecsL

npwv paspbise, % (nocne

He meHee 600

Mpunoxexwe J

CTapeHus)

I1SO 4074:2015 nyHKT Kaxgas cepus
"epMeTUYHOCTb "epmeTnueH 12 MpunoxkeHre M
YCNI0BHaS MPOYHOCTb MpH He veree 20 I1SO 4074:2015 Pa3 mecal,
pacTsxeHuu, MMa Mpunoxetue J
YcnoBHasa NpoYHOCTb Npu 1SO 4074:2015 Pa3 mecsu
pacTskeHuu, mlMa (nocne He meHee 17 MpunoxeHve J

CTapeHns)
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MATEPUWANBI N3ArOTOBJNTIEHNA (% cogepXaHus maTepuana OCHOBaH Ha TEOPETUYECKOM

3HaveHuwn)

Martepuan n3rotosneHns

OCHOBHOIi MaTepuan:
- CoCcTaBHOIA HaTypasbHbIi NaTekc

OnyapuBatoLLHIA MaTepuan:
- Kanbuus kap6oHat

- MarHus kap6oHat

CmaskKa:

- CUINKOH

- MackupytoLLiee 3anax BeLleCTBO

Martepuan n3rotoBneHus
CocTaBHOIN HaTypanbHbIiA NaTexkc

CunukoH

MackmpytoLLiee 3anax BeLlecTBO

4 > YMAKOBKA
MEPBNYHAA YMNAKOBKA

HomuHanbHoe cofepxaHue

maTepuana, ToproBasi MapKa
% +/-10%

69,60 Exceltex D
152 Absorbo HP
043 Magnesium C_:arbonate Extra
Light
28,38-28,43

BRB Silicone Oil DM 350 EP

Zeus Odour masking agent
FLA70281*/
Transatak TAK-181256**

0,02-0,07

JononHutensbHasa MHhopMaums

Exceltex D - Toprosasi MapKa HaTypa/lbHOro
naTeKca, UCnob3yeMoro B COCTaBHOM HaTypasbHOM
narekce

BRB Silicone Oil DM 350 EP - Toprosas Mapka
CW/IMKOHA

*Zeus Odour masking agent FLA70281u
**Transatak TAK-181256 - Toprosble Mapku
MaCKVPYIOLLIEro 3anax BeLLecTsa

Mpe3epBaTVB YNaKOBbIBAETCA B WHAMBUAYaNbHYK YNaKOBKY W3 MHOTOC/OWHOr0 MaTtepumana

(honbry).

PasmMepbl yNaKoBKu:

MHameuayanbHasa ynakoska (honbra): 60 £ 2 MM X 60 £ 2 MM.

MaTtepuan nepBUYHONA YNaKoBKMK:
dpoHTanbHas cTopoHa GoNbru:

PET/AL/PE/SURLYN

3afHaa cTopoHa MoNbru:
PET/AL/PE/SURLYN

OT BHELLHEro K BHyTPeHHEMY €0k DONbri:

PET = MNonnatuneHTtepedTanat unm 6eH3on-1,4-gukapbokcmnar noinaTuieHa

AL = ANOMUHWIA
PE = MonnatunneH

SURLYN = Toprosoe Ha3BaHWe MOHOMEPHOWN CMObI
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Mpe3epBaTMB B MEPBUYHON YNaKOBKe MOMELLAETCS BO BTOPUYHYIO YMAKOBKY - Mauky
KapTOHHYH - B KO/IMYECTBE, YKa3blLlaeMOM Ha BTOPMYHOI YMaKOoBKe.

BTOPMUHAA YINAKOBKA
BTopnuHas ynakoBka mnpeAcTaBnsieT CO6GOA KapTOHHYH MNayky, 06epHYTYK Npo3payHoii
MAEHKOWA, rae aTo npumeHnmMo. KonnyecTBo nNpe3epBaTUBOB YKa3aHO Ha Mauke.

CNEUNPUNKALNABTOPNUYHOW YMAKOBKW —S npesepsaTuBa B nauke

Pa3smepbl
3HayeHune lMorpewHoCTb
OnnHa, MM 64,5 +/- 1
LWnpuHa, mm 19,5 +/- 1
BbicoTa, MM 74 +/-1

Twun/ Matepuan
CknagHas KopobKa 13 TBepAoro kaptoHa/ MeTanim3npoBaHHbIN KapToH

CMNELUNDPUKALNA BTOPUUYHOW YNAKOBKW - 12 npesepBaTWBOB B Nayke

Pasmepsl
3HayeHue lMorpewHoCTb
OnnHa, mm 63 +/-1
WnpuHa, Mm 37 +/-1
BbicoTa, Mmm 124 +/- 1

Twun/ MaTepuan
CknagHas KopobKa 13 TBepaoro KaptoHa/ MeTannin3mpoBaHHbI/ KapToOH

KOMMNNEKT MOCTABKWN MEAVNUWNHCKOIO N3AENNA

MeanUVHCKOe n3fenne nakyeTcs BO BTOPUYHYHO/MOTPEOUTENLCKYIO YNAaKoBKY Mo 3 wT./yn. uam
12 wT./yn. ConpoBOXAaeTcs MHCTPYKLMEN Ang noTpebutenein, Kotopas MOXeT 6biTb B/IOXKEHA B
YyNaKoBKY WM HaneyaTaHa Ha BHYTPEHHeNn CTOPOHe M/U BHELLHe CTOPOHe YMaKoBKMU.

MAPKWPOBKA

Ha Kaxgoi nHaneuayanbHo ynakoBke HanevyaTaHa cnegytouas MHhopmMaLms:
- TOproBas mapka;

¢ HoMep cepun (LOT);

- flaTa OKOHYaHMA CpoKa rofHOCTH.

CumBonbl, NCNOoNb3yeEMbIE ANA MapKUPOBKK, N X 0603HaYEeHME:

logeH go/Mcnonb3oBaTh [0

J
1

LOT

L J
[ononHnTenbHas WHQOpPMaLUUs MoXeT ObiTb HaneyataHa Ha WHAMBMAYanbHOW YMNaKoBKe,

BKNKOYasa CCbINKN Ha MeXAYyHapoaHble CTaHOapThbl.

Homep cepun

Ha BHelHel CTOPOHe BTOPUYHOW / NOTPeOUTENbCKOW YMakoBKWM HamneyataHa ChefytoLlas
NH(popMaLmsa:

- onucaHune npesepsaTunBsa (LBeT, TUM KOHYMKA, PeOPUCTOCTD);

- KOIMYeCTBO Mpe3epBaTUBOB B NOTPEOUTENbCKOM YNAaKOBKe;

- HOMUHaNbHasa 41MHa Npe3epBaTnBa;

- HOMUWHa/bHaA WKUPUHa NpesepBaTnBa,
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- yKa3aHue 0 TOM, YTO Npe3epBaTNB CO CMa3KOW;

- YKa3aHue 0 TOM, YTO CMa3Ka He COLEPXUT cnepmMmuuma,;

- yKasaHue, 4TO npe3epBaTUB COAEPXMUT HaTypasbHbI NaTekc;
- YKa3aHus no XpaHeHuto;

- HaMMeHOBaHWe U aapec NPouU3BOAUTENS;

- CTpaHa npoucxoxaeHus (ecnv NPUMeHMMO);

- HOMep cepuu;

- flaTa OKOHYaHWA CPoKa rofHOCTH.

CvMBO/bI, NCNONb3YeMble NS MAPKUPOBKU, U UX 0603HAYEHME:
! FogeH go/icnonb3oBaTh Ao

i
T u

LOT

Homep cepuu

CoflepXXUT HaTypanbHbI naTekc

L J
,U.OI'IO}']HI/ITEI'IbHaFI I/IHqJOpMaLI,I/IFI MOXEeT ObITb HanmeyaTaHa Ha BHELUHIOKO CTOpOHY BTOpVI'-lHOI‘/JI/
I'IOTpe6VITefIbCKOI7I ynakKoBKW, BK/ll0Yasa CCbIJIKN Ha MeXAYHapoAHble CTaHAapThbl.

Ha BHelWwHed unM BHYTPEHHEW CTOpPOHe BTOPWUYHO/ NOTPeOUTENbCKOM YNakoBKW W/Mnn
BK/afbllle COAEPXMTCS cnefytoLllas nHpopmawms:

- HarnoMWHaHue 0 HeoOXOAMMOCTM aKKypaTHOro obpalleHus ¢ npe3epBaTMBOM, BK/tOYas ero
n3BeYeHNe N3 YNaKoBKM;

nokasaHus, NPOTUBOMOKa3aHWs, MePbl NPefOCTOPOXHOCTH, BO3MOXHbIE MO6OYHbIE 3MDEKTDI;
Cnocob NpUMeHeHus;

HeobX04MMOCTb YjaNeHns npesepsaTuBa cpasy Mocsie CeKCyaibHOro KOHTaKTa;
HEeo6X04MMOCTb UCK/TIOYEHMNSA CMA30K HEDTAHOIO MPOUCXOXAEHNA U HAa MAC/IHOW OCHOBE;
Heo6X04MMOCTb MCNONb30BAHNA 6e30MacHOW JOMOMHUTENBHOM CMa3Ku, ecnn 3To TpebyeTcs;
Heo6X04MMOCTb KOHCY/bTaL MM CO CreLmanucTom no Bonpocy COBMeCTUMOCTU Npe3epBaTnBa ¢
NeKapCTBEHHbIMUW CPeACTBAMU MECTHOTO NPYMEHEHNS;

- MHCTPYKLMA N0 YTUAN3ALUM UCMOMb30BaHHbIX Npe3epBaTUBOB;

- Npe3epBaTMBbI 419 0HOPA30BOro NCNO/b30BaHNA.

MOKA3AHWNA
- NpefoTBpaLleHne HeXenaTebHon 6epeMeHHOCTH;
- 3aWmMTa oT BUY 1 apyrux 3ab6onesaHnii, nepeAaroLymxcs NosoBbIM MyTeM.

NMPOTUBOINMOKA3AHNA
MoBbILLEHHAA 4YYBCTBMTENbHOCTL WAW anneprus K n060My U3 KOMMOHEHTOB, BXOAAWMWX B
coCTaB npesepBaTuBa.

MEPblI MPEAOCTOPOXHOCTMU

HazeBaTb MnpesepBaTUB [0 TOr0, KakK MEHUC KOCHeTCs Tena mapTHepa. OTO MOXET MOMOYb B
npefoTBpaLLeHNM HACTynjeHns GepeMeHHOCTU U BO3MOXHOCTU nepefaun 3aboneBaHui,
nepeAatoLMxcs nNonoBbiM NyTem. MpoBepuTb CPOK FOAHOCTY Npe3epBaTBa Ha YNaKoBKe nepej
MCNonb3oBaHWEM. He MCNONb30BaThb MNpPE3epBaTMB MO WCTEYEHWM CPOKa FoAHOCTM. Ecnu
WHOUBMAYaANbHAs  ynakoBKa TMOBpexAeHa, nn60 06HapPYXXeHO  yXy[lleHWe CBOWCTB
npe3epBaTVBa, BbIGPOCUTL NPE3ePBATMB WU UCMONb30BaTh HOBbIV 3 HEMOBPEXAEHHO YNaKOBKN.
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Mcnonb3oBaTh CMasKy, KOTOpasik PeKOMeHAOBaHa [/1s MCMOMb30BaHWs C Mpe3epBaTUBaMy.
CMa3Ku He(TAHOro MPOUCXOXAEHUS M Ha MacnsHOW OCHOBe (Hampumep, BaseNvH, AETCKOoe
Macno), HeKoTOpble MneccapuMu, a TakXKe HeKOTopble /NeKapCTBeHHbIe CPeAcTBa MECTHOro
NMPUMEHEeHNs, KOTOPble HAHOCATCA Ha MEHUC WM BBOAATCA BO BRaranuiie, MoryT NoBpeauTb
npesepBaTuB.

MpeKpaTUTb UCMONb30BaHWE NPe3epBaTMBa NP OLLYLLEHUN AUCKOMBOPTa UMK pasfpaXkeHUs BO
BPeMSi MCMO/Nb30BaHWs Npe3epBaTHBa.

MpPOKOHCYNbTUPOBATHLCSA CO CMELMANNCTOM:

- 0 COBMECTVMOCTV Mpe3epBaTUBOB C APYTrMMU KOHTPALENTUBAMU;

- NPX UCMO/b30BAHNUN NIEKAPCTBEHHOIO CPEACTBA MECTHOIO NMPUMEHEHUS, KOTOPOE HAHOCUTCS Ha
MeHWUC UK BBOAUTCS BO BNaraulie;

- ecnn pasapaxeHue/ ANCKOMAOPT COXPaHATCS NOC/e UCMOMb30BaHNS NPEe3epBaTUBa;

- €C/IN Bbl He YBEPEHbI, €CTb /N Y BaC aNneprus Ha naTekc;

- eCNY Mpe3epBaTUB MPOTEKAeT UMK MOopBascs BO BPeMs ero MCMofb30BaHUs (CAenaTbh 3TO Kak
MOXHO CKOpee B TeueHUne 72 4acos).

[ns aHanbHOTO CeKca UK B Cyvae Heo6X0AMMOCTU UCNONb30BaTh AOMONHUTENbHYIO CMa3Ky Ha
BHELLIHE CTOpOHe npe3epBaTyBa.

Mpe3epBaTVBbl MOTYT NPEACTaBAATb OMNACHOCTb YAYWbs. XPaHUTb B HEAOCTYNHOM ANs feTei
MecTe.

Ecnu npesepBaTuB MCMOMb3YeTCs CHavana LS OpaibHOro cekca, ANs APYrux nocnefyroLinx
BMAOB CEKca CneflyeT UCMONb30BaTh HOBbI/ Npe3epBaTuB.

Mpe3epBaTMB MNpefHasHayeH TOMNbKO A1  OAHOPA30BOro  MCNosib3oBaHWA. [MOBTOpHOE
MCMO/Ib30BAHME MOXET MPMBECTU K HapyLIEHUIO Le/IOCTHOCTW Mpe3epBaTtvBa WM YBENUYUTH
pUCK nepegayn NHgekymnm.

Hu oguH U3 MeTOAOB KOHTpauenuum He MOXeT rapaHTUpoBaTb 100% 3awWuThl  OT
HeXenaTenbHo 6epeMeHHOCTU, BWY unu apyrux 3a6onesaHuii, nepefaroliMxcs MOM0BbIM
nyTem.

BO3MOXHbIE MOBOYHbLIE 3®®EKTHI

MpesepBaTVBbl WU3rOTOB/IEHbI W3 HATypasbHOro fiaTekca, KOTOPbIA, TaK Xe Kak W /060
KOMMOHEHT  npes3epBaTWBa, MOXET  BbI3BaTb  a//IEPrUYECcKyl0  peakuuio,  BKOYas
aHa(huNaKTUYECKNiA LLOK, eCin y NMOTPebuTens anneprus Ha natekc.

Cnocob NPMMEHEHWA

HagopBaTb YyMakoBKY CO CTOPOHbI 3y64yaTOii KPOMKM U aKKypaTHO o06pawaTtbcs C
npe3epBaTVBOM, T.K. €F0 MOXXHO NMOBPeAUTb HOTTAMU U OCTPbIMU MpeaMeTamu.

MpoBepuTb, 4TOGLI MNpe3epBaTMB Obll  CBEPHYT Hapyxy. CphaBMB HakonuTenb HaAeTb
npesepBaTVB Ha FOMI0BKY 3perMpoOBaHHOrNO MeHunca. Pa3BepHyTb nNpe3epBaTuB N0 HanNpaBleHUO K
OCHOBaHMI MeHuca. Ecny npesepBaTuB He pa3BOpayuMBaeTCs, 3HAYUT, OH CBEPHYT B 06paTHYIO
CTOPOHY. BbIGpPOCUTL €ro 1 MCnonb30BaTh HOBbIA. OCTAHOBUTLCS U NPOBEPUTL NPU OLLYLLEHNM
COCKa/Nb3blBaHWS Npe3epBaTMBa NN YPE3MEPHOTO CXXMMaHUS UM NeHnca, NOCKONbKY 3TO MOXeT
MPUBECTW K HAPYLLEHWNIO LeNIOCTHOCTM Npe3epBaTBa.

Cpasy nocne 3sKynsauuMm 13Bedb NEHUC, NIOTHO NPUAEPXKMBAsS NPe3epBaTUB Yy €ro OCHOBaHMS,
1 aKKYpaTHO CHATb Mpe3epBaTuB.

Bbi6pocuTh B MyCOpHOE Beapo. He cnyckaTb Npe3epBaTyB B YHUTA3.

YCNOoBUA TPAHCITOPTNPOBKN
CneymanbHbIX YCNOBWIA TPAHCMOPTUPOBKM HET.
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YC/NOBUA NCMONBb3OBAHNA

CneuuanbHbIX YCN0BUIA WCNOMb30BAHUSA, €CN MeAULMHCKOE M3[eNine UCMO/b3yeTcs COrnacHo
ero HasHauyeHM0, MOKasaHWsM, MPOTUBONOKA3aHMUSAM, CMOCOBY MNPUMEHEHUS, C Y4YETOM
BO3MOXHbIX NOGOYHbIX 3PHEKTOB M Mep NPEAOCTOPOXHOCTHU, HeT.

YCNOBUA XPAHEHNA N CPOK TOAHOCTMW

XpaHuTb B 3alWuuUeHHOM OT Bfarm wmecte npu Temnepatype O - 25°C. MW3beraTb
MEeXaHMWYeCKOro BO3AEeNCTBUS U NPAMBIX COTHEYHbIX NYYeid.

Mpe3epBaTMB He [O0/DKEH coOMpuKacatbCa C HeMTAHbIMWM MPOAYKTaMU, (eHoNnamMn un KX
NMPOW3BOAHLIMU, Macnamm He(pTAHOro MPOUCXOXKAEHUA, OGEH3MHOM, KEPOCUHOM W ApYyrumu
OpraHnyeckKnmmn BeLecTBaMMu.

Cpok rogHocTu - 5 ner.

OB30OP YMNPABNEHNA PUCKAMU

B cootBetcTBUM Cc ISO 14971 «MeguumnHckune nsgenns - NMpumMeHeHre ynpasneHna puckamm K
MeAVUVHCKUM  U3[enuamM» MNpoBefeHa OLEeHKa puUCKa, CBA3AHHON0O C WCMONb30BaHWEM
MeAULMHCKOro U3genus.

OB30P NCMNbITAHUW U PE3Y/NIbTATOB
NCMbITAHWAHA BUOCOBMECTUMOCTb

lMokasaTenb MexayHapoaHblli cTaHgapT  PesynbTar

LINTOTOKCUYHOCTb ISO 10993-5 TOKCUMYHOCTb MpK
pas6baBneHun 1:4*

CeHcunbunusmpytoiee ISO 10993-10 OTcyTcTBME

nencTeme CEHCUOUN3NPYIOLLLETO
nencTBnS

Pasgpaxatouiee geincteme Ha  1SO 10993-10 OTcyTCTBME pasfpaxkaloLero

Bnaranuiie pencrTamns

Pasapaxatoulee geincteme Ha  1SO 10993-10 OTcyTCcTBME pasfpaxaroLero

neHunc fencTens

Pasgpaxatouiee geinictene Ha  1SO 10993-10 OTcyTCTBME pasgpaXkaroLLero

NPAMY KULWKY [encTens

CucrtemHas TOKCMYHOCTb 1ISO 10993-10 OTcyTcTBME CNyYaes
CMEPTHOCTH

+CornacHo 1SO 10993-5 pe3ynbTaT «3HauuTeNbHad WK CPefHAs LMTOTOKCUYHOCTL» CleflyeT paccMarpuBarb Kak
LIMTOTOKCUYECKMIA 3ptheKT. Bbiio ycTaHOBMEHO, YTO TWUMWYHBIA Pe3yNbTaT, MOMYYEHHbLI NpU MCCNeA0BaHUM
Mpe3epBaTMBOB, HE MOXET ObITb MPUYUHON MPO6IEMbI PEFYSPHOrO MCMOAb30BaHNS MPE3ePBATUBOB MYXKUMHOM
WM XKEHLWMHONA. Ecnmn pesynbTaThbl APYrMX UCNbITaHUA (06bIYHO MUCMbITaHWIA Ha CEHCUBUAM3MPYLOLLEe AeCTBME U
pasapaxatoLlee feliCTBYE) W CBA3AHHBIX C HUMM OLEHOK CUMTAIOTCA MPUEM/IEMbIMM, TO Pe3yNbTaTbl UCMbITAHUS Ha
LIMTOTOKCUYHOCTb CrieflyeT pacCMaTpuBaTh B KOHTEKCTE W CUMTaTb Npe3epBaTViB COOTBETCTBYIOLLMM TPebOBaHWAM
craHgapTa 1SO 10993. PesynbTaTbl MOKa3bIBAKOT, YTO MPe3epBaTMBbI U3 HATYPasibHOro narekca Durex Air moryTt
cunTaThCA NOTEHLMAILHO BUONOTNYECKM 6€30MacHbLIMM.

MPOM3BOACTBEHHbIN MPOLLECC
Cwm. MpunoxeHue 4

NEKAPCTBEHHAA nnn ®PAPMALEBTUUYEBCKAA CYBCTAHUWA,
COAEPXAWAACA B MEAVNUNHCKOM U3AENTNIN
He npumeHnmo.
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MEPEYEHb MATEPUMANOB XWMBOTHOIoc wm (WnAn) YENOBEYECKOIO
MPONCXOXAEHWNA

CocTaBHOW HaTypanbHbIi natekc cofepxut kasemH (0,02 +/- 10 % OT ero copfep>aHus,
BbIMOMHAET (YHKLMIO cTabmnmsatopa), KOTOPbI MOXeT paccMaTpuBaTbCA Kak NPOM3BOLHOE
TKaHei/ maTepnanoB XXUBOTHOTO MPOUCXOXAEHWUSA, T.K. BblAeNAeTcs U3 MOJIOKa.

KasenH (MOnouYHbI 6enoK) ABNseTcA HaTypasibHbIM Cy6npoaykToM Monoka. OH He wumeeT
HMKaKOro M3BeCTHOro TOKCUYECKOr0 BO3JeNCTBNA, XOTA OH MOXET BbI3BaTb PeakLuio y noaei ¢
annepruveid Ha Monoko. CumTaeTcs, YTO BO3AeWCTBME MNpe3epBaTMBOB HE CO3JaeT HUKAKOro
[OMOMHUTENBbHOTO pyCKa ANS NoNb30oBaTeneli Npe3epBaTuBOB.

WN3penve He COLePXUT NPOU3BOAHbIX Ye/I0BEYECKON KPOBU.

CTEPUNN3ALNA
MeAuLNHCKOe U3fenne SBNSETCA HECTEPUIbHbIM  M3AeNMeM W He MpefgHa3HauyeHo [Ans
nocnegytoulleii cTepunmsaymm.

OV3AVH MPOFPAMMHOIO OBECMEYEHWA, PASPABOTKA U BANUAAL NS
He npumeHumo.

TEXHWYECKOE OBCNYXNBAHWE N PEMOHT
He npumeHMMO, TaK KakK Wu3fenue [LOMKHO 6biTb YTUIN3UPOBAHO MNOCNE OAHOKPaTHOrO
ncnonb3oBaHns NoTpebuTenem.

MOPAOOK OCYWECTBAEHNA YTUAN3ALUNN N YHNUTOXEHWA

N3genne fO/MKHO MCNOMb30BaTLCA B COOTBETCTBUM C MHCTPYKLMEN NO NPUMEHEHNIO.

Mpn 6bITOBOM MCMOMb30BAHUN U3feNNe YTUNN3UPYETCSA Kak BbITOBbIE 0TX0Abl. He BbiGpackiBaTh
B KaHa/M3auuto.

B apyrux cnyyasx yTunu3aLus Npe3epBaTMBOB BbIMOHAETCA B COOTBETCTBUM C MECTHbIMM
HOpMamu.

TPEEOBAHWA MO OXPAHE OKPYXAIO LW EW CPEAbI
Mpu NpaBUAbHOIN 3KcnayaTauuu, XpaHeHWM W yTUNM3auuu npe3epBaTMBbl M3 HaTypanbHOro

natekca Durex Air He OKa3blBalOT HEFraTUBHOIO BO3AENCTBUSA Ha OKPYXXaKLW Yo cpeay.
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MeTof ucnblTaHuA, MCHOﬂbSyeMbIVI npon3BoanTeENEM

npl/lflO)KeHVle 1 METO,CI. UCMbITaHNA MO onNpeaeneHno AJinibl HAKOMUTE/IA MNMpe3epBaTuBa
(D8291875)

» [loaroTtoBka o6pasua:
0 [ponuTaHHbIN Npe3epBaTnB
ANna umcnbiTaHMA MCMNoNb3yeTCcAa MPONUTaHHbLIA npe3epBaTUB 4O CBOpayvMBaHWUA.
CnepyeT cnerka pacTaHyTb Npe3epBaTuB ABaXAbl 415 pasrnaXmBaHuUa CKNagok.

o [pesepBaTuB B ynakoBKe
MoaBMHYTL Npe3epBaTUB BHYTPW WHAWBWAYaNbHO YNakoBKM mMofanbliue OT
o6nactTu paspbiBa. PasopBaTb YNakoBKY M W3Bfieyb npesepeatuB. He cnegyet
MCMOMb30BaTb HOXHWLbI WAW APYyrMe OCTPble WHCTPYMEHTbl /19 BCKPbITHS
yMaKoBKMW.

CnepyeT pasBepHYTb W Cferka pacTsHyTb nNpe3epBaTMB  ABaXAbl 414
pasrnaxuBaHus cknagok. MoXHO yaannTb CMa3Ky NpOMbIBaHUMEM C NOAXOASLLUM
pacTBopuTenem. Ecnn ana yganeHus cMasku MCMOMb30BaH pacTBOPUTENb, Nepes
nCcnblTaHMeM  cnefyeT  BbluepXaTb  OMNPeAeNeHHbIi  nepuoj  BPeEMEHH,
HEe06X0ANMbI ANS BbICYLLINBAHUSI.

e T[lOMeCTMTb Npe3epBaTMB Ha CTEPXEHb C 3aKPYr/IEHHbIM KOHLOM AnameTpoM (25+2) mMm
M C MANNMMETPOBOI LLIKANOW, HAYMHAIKOLLENCS Y OCHOBAHMA OT HYNs, C 3aKPYrneHHOro
KOHLA W OCTaBMTb BWCETb B CBOOOJHOM MOJIOXKEHUM TMOJ BO3AEACTBUMEM TO/bKO
COBGCTBEHHOI Macchl.

*  OTMeTUTb TOUKY COEfMHEHUA HAKOMWUTEeNs npesepBaTvBa WU CTePXHA. CM. pUCYHOK 1 u
n3obpaxeHue 1.

JnvHa HakonuTensa

PucyHok 1 [1nvHa HakonuTena npesepsaTmBa

M306paxeHne 1. Touyka, OTMEYEHHas B MeCTe COeAAUHEHNA HAKOMUTeNs npesepBaTuBa U CTEPXKHSA
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e CHATb npe3epBaTUB C OTMETKOW CO CTepXXHS. MON0XUTb €ro, pasrnagnuTb, NPUNOXKMUTb
NNHEKY W M3MepuTb paccTosiHMe OT OTMEeTKM [0 KOHYMKA HakKonuTens c
MCMONb30BaHMEM KanMGPOBOYHOM NMHENKN. 3anucaTb pesynbTar.

MpunoxeHne 2: MeTo4 UCNbITaHWS MO M3MEPEHUID TO/ILWHbI BeHUMKa npesepBaTuBa
(LAB/LT-DMS/16, D8291143)

e 3Bneyb nNpesepBaTUB M3 YNAKOBKMW UM UCMOMb30BATh BbICYLLEHHbI Npe3epBaTUB U
OCTOPOXXHO PacTAHYTb €ro.

e VI3mMepuTb TONWMHY BEHUYMKA C MCNONb30BaHNEM TONLMHOMEPA C TOYHOCTbH NOKa3aHwuii
B 0,01 mM.

e T10OBTOpPUTbL U3MEPEHME eLle 2 pas3a.

e Heob6xogMM0O BbIMOMHWUTL BbIYMC/IEHWE CPeAHEro nokasaTens TOAWMWHbBI BeHYMKa
Ka)k4oro oTAenbHOro npesepBaTuBa.

MpunoxeHue 3: MeTof UCNbITAHMUA MO ONPeAesIeHNI0 Macchl BbICYLLIEHHOT 0 npesepBaTmnea
C onygpuvBalWwmMM MaTepuasoMm U CMa3kKol (415  M3BJIEYEHHbIX W3  MEPBUYHOWN
ynakoBKu/gponbrn) n maccbl npesepBatnea B nepBUYHON ynakoske (D8291956)

* Bs3BecuTb npe3epBaTvB B NEPBUYHOI ynakoBKe/(onbre u 3anucatb maccy (W1).
* B3BecuTb YACTYIO CYXYl0o yawKy eTpu n 06HYNUTb Maccy Tapsbl.

e TloABWHYTb Mpes3epBaTWB BHYTPW WHAMBMAYaNbHOW YMNakKoBKW nojanblie 0T 06/1acTy
paspbiBa. Pa3opBaTb yNakoBKy. He cnefyeT NCN0Mb30BaTb HOXHULLbI MW APYTWE OCTPble
WHCTPYMEHTbI /11 BCKPbITUS YNaKOBKM.

° OCTOpO)KHO n3BneYvb npesepsaTtnuB U3 OTKprTOVI YyNakKoOBKWN N3 (*)Oflbl'l/l C UCnosib3oBaHNEM
CYXUX N YNCTbIX WNNLUOB N NOMECTUTb Ha YallKy |_|6Tpl/l. 3anucatb MacCy npesepsaTtunBa
(W2).

» [Mepea ucnbiTaHMEM CneaytolLero o6pasya He06Xo0AUMO YAOCTOBEPUTLCS, UTO LMMNLbI 1
yatwka MeTpy Cyxue u YNCTble.e

e Macca nepBuMYHOW YNakoBKWU/ONbIM 1 OCTABLUMXCA MOC/E WU3BNEYEHUA Npe3epBaTuBa
CcMa3ku u onygpusatoliero matepuana (W3) = W1 - W2,
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MpunoxeHwne 4
TEXHOJTIOTNMYECKAA CXEMA N3TOTOBNEHNA UVN3AENNA
NoroTtunn; PeknutT beHknsep

PRODPF/I Bepcusa 3.0
Spoposbe. Turnena. fiom OB30P KOHTPO/ISI TEXHO/IOMUECKOIO MPOLIECCA

HE BbIEP>XVBAET t

WNCMbITAHUE
FOHA BO3BPAT
MATEPU'CTbI KAPAHTUHA MOCTABLLKY
CKNAL BbIJEP)XVBAET
VCMbITAHVE
HE
BbIAEPXKVBAET
WCMbITAHUE
HE
BbIAEPYXVBAET BbIAEP)XVBAET
NCMNbITAHVE NCMNbITAHUE
VCTWTAKVE
1*--
CPAK
= OTMAPABUTb HA KAPAHTUH U
YBELOMUTb PYK MO OBECMEYEHWUIO
KAUECTBA, PYK TP-BA UM
3AVHTEPECOBAHHbIE NINLA 4151
v OTIPVIKL VCTBITAHVE OLEHKW CUTYALIN U MPUHSATUA
CKNAR HALJEXXALLMX KOPPEKTUPYIOLLX
NENCTBUN

PQC = KOHTpONb kayecTBa B X0iw nponecca
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"TBEPXKAEHO:

YHApLo BpayHxunn

MeHemkep N0 perncTpauum rnobanbHOro perynsaTopHoro otaena
lara 17 ceHTA6psA 2021 1.

banuck: Inodnuchbl

QKCIMNYATAUNOHHAA JOKYMEHTALNA
(MHCTPYKUMA NO MPUMEHEHNIO)
HA MEANUNHCKOE N3AETNE
Npe3epBaTmMBbI U3 HaTypasibHOro natekca Durex® Air

PeknTT BeHkunsep Xenckaap (FOK) 1Tga,, CoegnHeHHoe KoponieBCTBO
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1IAMMEHOBAHVE MEONLUNHCKOIO N3AENTNA
1pe3epBaTuBbl M3 HaTypanbHOro narekca Durex® Air

1POV3BOAUNTENB
(PekntT BeHkmnzep Xenckaap (FOK) Nta.», 103-105 bat Poyp, Cnay, bepkwup, SL1 3UH, CoegnHeHHoe

(oponescTso.

NMPOM3BOACTBEHHAA MNNOWAALKA™*
«UuHpgao JloHgoH Atopekc Ko Ntg.», Ne 1-13 WaHma Mapt, AogoHr Poya, Xali-Tek WHpacTtpuan

LleBenonmeHT 30yH, LinHaao Cutn, npoBuHumns LaHbayH, Kutaii;

MHbopmauws 0 MecTe npon3BoAcTBa npeAcTaBneHa Ha BHELLHEN CTOpPOHe
TOpPUYHOK/NOTPeObUTENbCKONM yNakoBKM B hopmaTe «CTpaHa nponcxoXKaeHus: [cTpaHa]»

LHONMHOMOUYEHHbLIV NPEACTABUTENb NPON3BOAUNTENA
000 «PekunTT beHknzep Xanckap», Poccns, 115114, r. Mocksa, LLInto3oBas Hab., a. 4, aT. 3.
Ten.: +7 (495) 961 25 65; thakc; +7 (495) 961 25 66

HAZHAYEHWE MEANWUMNHCKOIO N3AENNA
pe3epBaTUBbI NMPUMEHAOTCA B KayecTBe 6GapbepHOro cpeAcTBa KOHTpauenuuu Ans npefoTBpalleHus

HeXenaTesbHO GePeMEHHOCTM M ANs 3alnTbl 0T BUY 1 apyrux 3a6oneBaHunii, nepeaatoLinxcs nosoBbIM
nyTem.

MOTEHUWMANBHBLIE MOTPEBUNTENN MEONUWNHCKOIO U3AENNA
MeauuyHcKoe U3fenve npefiHa3HaveHo AN UCMNOMNb30BaHWs HermpogeccroHanamu.

COCTAB N OMMNCAHVNE MEANLUWNHCKOIO N3JENUA
Mpe3epBaTnBbI M3roTOBMEHbI U3 HATYpanbHOrO flaTekca, C CUIIMKOHOBOW CMa3Kom, rnafkue, 6ecuyBeTHble,

NPsSIMOiA OPMBbI, C HAKOMUTENEM.

TEXHNYECKNME XAPAKTEPNCTUKWN**
MpesepBaTViB M3rOTOBMEH B COOTBETCTBUM CO CNeuuduKaLmeidi Npon3BoanTens.

TexHn4eckuii napameTp CneuH(pBOLWHA
[OnunHa npesepsaTnBa, MM 180+ 10
LnpuHa npesepsBaTtnsa, MM 52 +2
|[n3mepseTcsd B 30 MM OT BEHUYUKA)
[OnvHa HakonuTend, MM 167
TonwmHa, Mm 0,042 + 0,002 /-0,001
TonuwmHa BeHYNKa, MM 1-2
Macca npe3epBaTuBa (Nocne M3BneYeHNs U3 NePBUYHOIN 1,0+0,5
yNakoBKW), r
OTHOCKTENbHOE YANIMHEHME NPK pa3pbiBe, % He meHee 700
OTHOCKUTENbHOE YANMHEHWE Npy pa3pbliBe, % (Mocne cTapeHus) He meHee 600
"fepMeTUYHOCTb MepmeTnyeH
YcnosHaa NpoYHOCTb NpuU pacTsaxeHuu, mla He meHee 20
YcnoBHas NPOYHOCTb NpU pacTsxxeHuu, mMa (nocne ctapeHuns) He meHee 17
**bcHoBHbIE TexHunyeckue XapaKTepucTuKn npeLcTaBsfeHbl Ha BHELLIHe CTOpOHE

\BTOpPUYHOI/MOTPe6bNTENbCKOW YNAKOBKM KaK «HOMUHaNbHAs AnHa - 180 MM; HOMUHaNbHas WWPUHA - 52
MM>»
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(OMNNEKT NOCTABKU MEANLUWNHCKOTIO U3AENNA***
vlegmumnHcKoe unsfenne nakyetcsd BO BTOPUYHYHO/NOTPe6UTENbCKYH YnakoBKy no 3 wTt./yn. wan 12
ut./yn. ConpoBoXaaeTcs MHCTPYKLUMER ANna noTpebuTeneld, KoTopas MOXET ObiTb BAOXEHA B YNaKOBKY
UM HaneyaTaHa Ha BHYTPEHHEW CTOPOHE U/MNIN BHELLHEN CTOPOHE YNaKOBKM.

***KOIMYEeCTBO MPe3epBaTVBOB YKA3aHO HA BHELIHEN CTOPOHE BTOPUUYHOR/NOTPEOUTENLCKON YNaKoBKM,
TCTPYKUMUA AN NOTpebuTeneil HaneyaTaHa Ha BHYTPEHHeld CTOPOHe BTOPUYHON/MOTPEOUTEeNbCKOA

TaKOBKU

MAPKWNPOBKA

Ha KaXkoin MHAMBMAYaNbHON YNakoBKe HanevyataHa cnegytollas nHpopmauuns:
sTOpProBasi Mapka,;

eHOMep cepumn (LOT);

e[laTa OKOHYaHWA CPOKa rOAHOCTMW.

CVMBO/bI, UICNONb3YeMble AN1 MApPKUPOBKM, U X 0603HaUYEHMe:

n MogeH po/Mcnonb3oBaTh Ao

J
' d Homep cepuu

LOT

[ononHMTeNbHas MH(OPMaLUS MOXET 6biTh HaneyaTaHa Ha MHAMBUAYaANbHOM YNaKOBKe, BKMOYas CCbINKM
Ha MEX/YHapO/Hble CTaHAAPThI.

Ha BHelLHel CTOpPOHEe BTOPUYHON / NOTPe6bUTENIbCKON YNakoBKM HareyataHa cnefytoLas uHpopmaums:
sONnuUcaHve npesepsatmea (LBET, TUM KOHUYMNKA, Pe6PUCTOCTD);
*KO/IMYECTBO Npe3epBaTUBOB B NOTPEOUTENLCKOM YNAKOBKE;
*HOMMWHaNbHAaA AMHa Npe3epBaTnBa;

*HOMWHa/bHAA WNPUHA NPe3epBaTmBa;

*yKasaHue 0 TOM, YTO Mpe3epBaTMB CO CMa3KOW;

*yKasaHWe 0 TOM, YTO CMa3Ka He COZlePXUT CrepMuLmna;
yKasaHwue, 4To npe3epBaTVB COAEPXUT HaTypasbHbIi NaTekc;
yKa3aHus Mo XpaHeHwuto;

* HaMMEHOBaHWe 1 afpec NPOU3BOAUTENS;

-CTpaHa NpoucxXoxXaeHus (ecnm NpMMeHNMO);

- HOMep cepuu;

* laTa OKOHYaHMA CPOKa rofHOCT!.

CuMBO/bI, UCNOJb3YEMbIE ANA MAPKUPOBKK, U UX 0603HaueHue:

MopgeH go/icnonb3oBaTb [0

Howmep cepun

LOT

CofepXXUT HaTypanbHbI naTekc
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lononHuWTenbHass MHGoOpMaunMs MOXeT OblTb HaneyaTaHa Ha BHEWHIOK CTOPOHY BTOPUYHOIA/
t0TPeOUTENLCKO YNaKOBKM, BK/IOUAsA CChINIKM Ha MeXAYHApOAHble CTaHAapTbI.

ia BHEWHeld wnM BHYTPEHHE CTOPOHE BTOPUYHOI/ NOTPEe6GUTENbCKON YNakKoBKM W/MNM BKNajbllle

‘0[ePXUTCA cnefyrowas nHpopmaums:

HanoMMHaHWEe 0 HEOOXOANMMOCTM aKKypaTHOro 06palleHns ¢ Npe3epBaTMBOM, BK/tOUas ero n3BneveHume
JBynakoBku;

NnoKasaHus, NPOTUBONOKAa3aHMA, Mepbl NPeAOCTOPOXHOCTU, BO3MOXHbIe NO60YHbIE 3h(PeEKTbI;

*CNOCo6 NPUMEHEHUS;

*HE0OX0AMMOCTb YAaneHns npesepBaTnBa cpasy nocne CeKcyanbHOro KOHTaKTa,;

*HE06X04MMOCTb UCK/KUYEHNSA CMA30K HEDTAHOIO MPOMCXOXAEHUS M Ha MacNsHOM OCHOBE;
*HE06X0AMMOCTb UCMO/b30BaHMA 6e30NacHON 4ONONHUTENIbHON CMa3KK, ecnun aTo TpebyeTcs;

* HEOOX0AMMOCTb KOHCYNbTaUuuMyM €O CAeuuannucToM Mo BOMPOCY COBMECTUMOCTM Mpe3epBaTuBa C
NIEKapCTBEHHbIMWN CpeACcTBaMN MECTHOTO NPUMEHEHMS;

*MHCTPYKLMA MO YTUAN3ALMN UCNOMb30BaHHbIX NPe3epBaTUBOB;

*npe3epBaTunBbl A4/15 04HOPA30BOr0 NUCMNO/b30BAHUA.

OKA3AHWA
€ 'NpefoTBpalleHne HexenaresbHON 6epeMeHHOCTH;
*3aWwmTa oT BUY v gpyrunx 3abonesaHunii, nepegarownxca nosioBbIM NyTeM.

MPOTUBOMNMOKA3AHWA
MoBbllleHHaA YYBCTBUTE/IbHOCTb WAW anneprus K 060My W3 KOMMOHEHTOB, BXOAALWLMX B COCTaB

npesepBaTnBa.

MEPBI MPEAOCTOPOXHOCTW

HagesaTb npesepBaTMB [0 TOro, KakK TMEHWC KOCHEeTCA Tena napTHepa. 3TO MOXeT [MOMOYb B
NpeLOTBpaLLEHUN HACTYNNeHUs 6epeMeHHOCTU M BO3MOXHOCTU nepejayn 3aboneBaHunii, nepesaroLLmnxcs
nonosbiM nyTem. [MpoBepuTb CPOK FOLHOCTM MNpe3epBaTVBa Ha YNakoBKe Mepefj MCNonb3oBaHWem. He
ncrnonb3oBatb Mpe3epBaTvB MO  UCTEYEHUU CpPOKa TFOAHOCTWM. EcnmM  uHAMBMAyanbHas ynakoBKa
noepexpeHa, nnM6o o06HapyXeHO yXyAleHWe CBOWCTB Mpe3epBaTBa, BbIOPOCUTbL Mpe3epBaTuB W
MCNONb30BaTb HOBbIWA N3 HEMOBPEXAEHHOW YNaKOBKM.

Wcnonb3oBaTb CMasKy, KOTOpas PEeKOMeHAOoBaHa [A/1s WCMONb30BaHUA C npesepBaTuBamu. CMasku
e TAHOro NMPOUCXOXAEHNS M Ha MacnsHol OCHOBe (Hampumep, Ba3efinH, [ETCKOE Mac/o), HEKOTOpble
eccapuu, a TakXKe HeKoTopble NeKapcTBeHHble CPeACTBA MECTHOIO MPUMEHEHUS, KOTOPble HAHOCATCS Ha
MEeHNC Unn BBOAATCS BO Baranue, MoryT NoBpeanTh Npe3epBaTyB.

MpekpaTUTb UCMO/Mb30BaHWe Mpe3epBaTUBa MPU OLLYLLEHUU AUCKOMGOPTa MAWM pas3fpaKeHWs BO BPeMs
MCNONb30BaHMA Npe3epBaTuBa.

MPOKOHCYNbTUPOBATLCA CO CMeynanmcToM:
-0 COBMECTUMOCTWM Npe3epBaTnBOB C APYTMMU KOHTpaUeNnTUBaMn;,
- Npn MNCNonb3oBaHNN NEKapPpCTBEHHOIo cpeacTBa MECTHOIo NpPpUMeEHEHMA, KOTOPOE HaHOCWUTCA Ha NEHUC

YN BBOAUTCA BO BNaranuiie;
- eCin pasapaxkeHne/ LUCKOMKMOPT COXPaHATCS MNOC/E MCMONb30BaHUSA Npe3epBaTuBa;

- €C/IN Bbl HE YBEPEHbI, ECTb N1 Y BAaC affeprus Ha naTekc;

- €CN1 MNpe3epBaTMB MPOTEKAeT MM MOPBaNiCs BO BPeMs €ro MCMNofib30BaHUS (CAenaTb 3TO KaK MOXHO

CKOopee B Te4YeHue 72 4acos).

[na aHanbHOro cekca unn B cryvae HeO6XO,EI,I/IMOCTVI MCnonb3oBaTb AONONTHNTENNbHYO CMa3Ky Ha BHGLLI,HGI7I
CTOPOHE npesepBaTunBa.

Mpe3epBaTVBbI MOTYT NPEACTaBAATL ONACHOCTb YAYLIbA. XPaHWUTb B HEAOCTYMHOM AN feTeil MecTe.
4
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XM Mpe3epBaTUB MCMO/b3YeTCs CHavana Ans OpajbHOro CeKca, AN APYrUX Nocnefytowmnx BUAOB cekca
nefyeT UCNONb30BaTh HOBbLIM Npe3epBaTyHB.

TpesepBaTuB MnpefHa3HauyeH TONbKO A5 OAHOPA30BOro WUCMONb30BaHWSA. [MOBTOPHOE WCMO/b30BaHUE
tOXKEeT NPUBECTU K HapYLLEHWNIO LLeNOCTHOCTM Npe3epBaTBa UM YBEIUUYUTb PUCK Mepesadn MHGEKLUH.

\n 0AuH M3 MeTOLOB KOHTpauenuunm He MoOXxeT rapaHtupoBaTb 100% 3awuTbl OT HexenaTebHOW
BpemeHHocTU, BUY nnn gpyrux 3a6onesaHuid, nepefaroLLinxca nosioBbiM NyTeMm.

BO3SMOXHbIE MOBOYHbBIE SO PEKTHI

Mpe3epBaTViBbl M3rOTOBMEHbI M3 HATypanbHOro flaTekca, KOTOPbIA, TaK Xe Kak ¥ 60/ KOMMOHEHT
1pe3epBaTiBa, MOXET BbI3BaTb a/NepPruyeckyrd peakuuto, BKIOYAs aHAPUNAKTUYECKWIA LIOK, ecnu vy
I0TPeOUTENS anneprus Ha naTekc.

Cnocob NPMMEHEHWHA
HazopBaTb yNaKoBKY CO CTOPOHbI 3yGUaToil KPOMKM M aKKypaTHO 06pallaThCs ¢ Npe3epBaTWBOM, T.K. €10
MOXHO NOBPeAUTb HOTTAMU 1 OCTPLIMU NpPeAMETaMM.

~NpoBepuTb, UTOObLI Mpe3epBaTMB OblN CBEPHYT HapyXy. CAaBMB HaKonMuTeNb HaeTb MNpe3epBaTUB Ha
)NOBKY 3pErMpoBaHHOro neHuca. Pa3BepHyTb Npe3epBaTuB N0 HanpaB/eHWO K OCHOBAHMIO MeHuca. Ecnm
npesepBaTUB HE pPa3BOPAYMBAETCS, 3HAYMT OH CBEPHYT B 06paTHYK CTOPOHY. BbI6pocuTb ero u
MCMONb30BaTh HOBbLIA. OCTAHOBUTLCA M MPOBEPUTHL NMPY OLLYLLEHUM COCKanb3blBaHWSA Npe3epBaTBa WM
YPE3MEPHOr0 CXWMaHWA WM MeHuca, MOCKONbKY 3TO MOXET MPMBECTU K HapYLUEHWIO LEeN0CTHOCTU
npesepBaTuBa.

Cpasy nocne 3skynsuuu W3Bneyb MEHWC, MAOTHO MpPUAEPXWUBas Npe3epBaTWB Yy €ro OCHOBaHWUA, U
aKKypaTHO CHATb Npe3epBaTyB.

BbiGpocKTL B MyCOpHOE Befpo. He cnyckaTb Npe3epBaTuB B YHUTa3.

YCNnoBma XPAHEHWA N CPOKTOAHOCTHN

XpaHUTb B 3alWULEeHHOM OT Bnarm MecTe npu Temnepatype 0 - 25®C. MN36eratb MexaHW4YecKOro

BO3LEeNCTBMNA N NPAMBIX CONTHEYHbIX NyYeil.

Mpe3epBaTuUB He AO/HKEH conpukacaTbCAd C HE(TAHLIMU NPOAYKTaMU, (PeHOoNaMu U MUX NPOU3BOLHbLIMYU,

(Macnamm Hed)TAHOTO MPOUCXOXAEHUs, BEH3MHOM, KEPOCUHOM U pYTUMM OpraHNYecKUMM BeLLecTBamu,
POK rofHOCTY - 5 ner.

NEKAPCTBEHHAA TN ®APMALEBTUNYEBCKAA CYBCTAHUWA, COAEPXALWAACA B
MEOVNUWNHCKOM U3AENNN
He npnmeHumo.

MEPEYEHDb MATEPNANOB XNMBOTHOIO 7 (nnwn) YENTOBEYECKOIO
MPONCXOXAOEHNA****

CocTaBHOW HaTypa/bHbIi naTtekc copepXut KasemH (0,02 +/-10% OT ero cogep>aHwusi, BbINOMHAET
(hyHKUMIO cTabunusatopa), KOTOPbIA MOXET paccMaTtpuBaTbCAd Kak MPOM3BOAHOE TKaHei/ maTepuanos
YXUBOTHOIO NPOUCXOXAEHWUSA, T.K. BbLLENAETCA U3 MOOKaA.

KasenH (MonouHblil 6eniok) ABNAeTCA HaTypanibHbIM Cy6npoaykTom Mmosioka. OH He MMeeT HUKAaKoro
M3BECTHOIO0 TOKCMYECKOro BO3AENCTBUA, XOTS OH MOXEeT BbI3BaTb peakuuio Yy MtOAeil ¢ annepruein Ha
MONOKo. CunTaeTcs, 4YTO BO3JENCTBME NpPe3epBaTUBOB He CO34aeT HUKAKOro AOMOMHUTENIbHOTO pUcka ans
nosnb3oBaTesiell Npe3epBaTrBOB.

N3penve He COQEpPXXMT NPOMN3BOAHbIX YE/TOBEYECKOW KPOBW.
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***Mpefynpe>kaeHne 0 BO3MOXXHOM MNo604YHOM 3hekTe B BUAe anlepruyeckor peakuumm wu3-3a
aTypasbHOro naTekca, cofep><aLllerocs B cocTaBe MeAULWHCKOTO U3L4eNuns, BbIHECEHO Ha BHYTPEHHIO
MOPOHY BT OPUYHOI/NOT PEOUT eNbCKO YyNaKoBKN

MEPUNTN3ALNA
MeavuyHcKoe u3fenne sBASETCS HECTepU/IbHbIM M3fenveM U He npefHasHauyeHo ANa nocneaytoulei

Tepunu3aLum.

MCIOJ/Ib3OBAHVE C APYTUMUN MEAVUNHCKUMW NSAENTUNAMIN*****
I npefoTBpaLLEHUs WMH(eKUNI, Nepefarowuxcs MofoBbIM NyTeM, W OGepeMEHHOCTU Mpe3epBaTHBbI
OryT MCNONb30BaTbCA KakK CaMOCTOATENbHOE MeAWLMHCKOe Wu3fenve W He MNpejHasHayeHbl Ans

NONb30BaHUA B COYETaHUN C APYTUMU MeSULUHCKUMU U3LENNAMMN.
)AHaKO B Cny4ae HeO6XOﬂMMOCTM HOTpe6MT6ﬂM MOTYT MCNOMb30BaTh Mpe3epBaTuBbl B COYETaHUN CO

Maskamu/ ny6puKaHTamu, KOTOpble COBMECTMMbI C Npe3epBaTBaMm.

e neKOMeHgaumns  uMcnonb3oBaThb  NPU HEO6XOAMMOCTM  COBMECTUMYK C  MNpesepBaTuBamu
'Ma3Ky/ny6puKaHT BbIHECEHA HA BHY TPEHHIOI CTOPOHY BT OPUYHOA/NOT PebnTenbCKOM ynaKoBKy

L[CTAHOBKA, TEXHMWYECKOE OBCNYXWMNBAHWE, KAJINBEPOBKA
€ MNpMEHNMO

OUYNCTKA, AESVMVHPEKUWMA, CTEPNANIALNA MEAVNUMHCKOTIO U3AENNA
He npuMmeHnmo.

MEXOYHAPOOHBIE CTAHOAPTHI
ISO 13485

ISO 14971

I1ISO4074

MEPbl MNPEOOCTOPOXHOCTW, NPEANPUHNMAEMBIE TOTPEBUTENEM MPK

YTnnnsaumnmn MEGNUMUMHCKOTIO U3AENNA
Mpe3epBaTvMBbl M3 HaTypanbHOro natekca Durex Air cnegyeT BbliGpacbiBaTb B MYCOPHOe Befpo.

He cneflyeT cnyckaTb Npe3epBaTyBbl B YHUTa3.

OATA BbIMYCKA / MOCNEAHEIO MEPECMOTPA SKCMNYATALVOHHON

OKYMEHTAL NN
eaMLVHCKOE W3Aenne COAEePXWUT WH(pOpMaLuo 0 nocfefHeM nepecMoTpe/ MOCNefHel peaakuuu

VHCTPYKLMMN MO MPUMEHEHMUIO.

MOPALOK OCYLWECTBNEHNA YTUNN3ALUNN N YHNUTOXEHWNA
N3aenve OMKHO UCNONb30BaThCA B COOTBETCTBUM C MHCTPYKLMEA NO NPUMEHEHMIO.
Mpy GbLITOBOM WCMOMb30BAaHUU W3AENNe YTUNUINPYETCS KakK OblTOBble 0TX0Abl. He Bbi6pacbiBaTb B

KaHa/M3aumio.
B apyrux cnyyasx yTuamnsauus npesepBaTMBOB BbIMONHAETCS B COOTBETCTBMM C MECTHBIMU HOPMaMMU.

TPEEOBAHMUA MO OXPAHE OKPYXXAI LW EW CPEAbI
Mpu npaBu/IbHOW 3KCMyaTauun, XpaHeHWW W YTUIM3auuU Npe3epsBaTuBbl W3 HATypa/lbHOTo naTekca

Durex® Air He 0Ka3blBalOT HEraTUBHOI0 BO34ENCTBMA Ha OKPYXXaloLWyto cpesy.
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MpunoxeHne K dKcNayaTayuMoOHHOM
JOKYMEHTaLMKN Ha MeANLMHCKOe U3fenne
«lMpe3epBaTnBbI U3 HATYpPasbHOro faTeKkca
Durex® Air»

NHpopmaums
AN15 NevyaTu Ha BHY TPEHHEN CTOPOHe
BTOPMYHON/NOTPEObMTENIbCKON YNaKOBKN
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(epe,u, NCMOoJ/1Ib30BaHMEM BHUMATE/IbHO MPOYUTaTb WHCTPYKUUIO, 0C06eHHO ecnu npe3epBaTuBbI
CNONb3YHKTCA ANA OpasibHOro Unn aHasibHOro CeKca.

lagesaTb MpesepBaTMB [0 TOFO, KaK MEHUC KOCHeTcA Tena napTHepa. 3TO MOXET MOMOYb B
pefoTBpalLeHU HacTynneHns GePeMEHHOCTI U BO3MOXHOCTU Mepedayn 3aboneBaHuii, nepegatoLLnxcs
t0/I0BLIM NYTEM.

IHWMAHWE: [MpoBepuTb CPOK TOAHOCTW Mpe3epBaTvBa Ha YMNakOBKe Mepef MCnonb3oBaHuem. He
(cnonb3oBaTb Npe3epBaTMB MO  UCTEYEHWM CpoKa rofgHocTh. Ecnum  wHAMBMAyanbHas ynakoBKa
IoBpeXaeHa, nmMb0 O0OHapy>XeHO yXy[lleHWe CBOWCTB Mpe3epBaTvBa, BbIOPOCUTbL Mpe3epBaTuUB U
CMONb30BaTb HOBbI N3 HEMOBPEXAEHHON YNaKOBKMU.

1A3HAYEHUNE/ MOKA3AHUA

1pe3epBaTVBbl MPUMEHSAOTCS B KadecTBe 6GapbepHOro CPeAcTBa KOHTpauenuuu Ans npesoTBpalleHus

~KenateNbHON 6epeMeHHOCTH 1 ANs 3alnTbl oT BUY v apyrux 3a6onesaHuii, nepeaatoLinxcsa nosoBbim
AyTeM. MeanuMHCKOe n3aenve npeaHasHauyeHo A/ UCMoib30BaHUS HenpogeccuoHanamu.

:MOCOB NMPUMEHEHWNA
HagopBaTb yNakoBKY CO CTOPOHbI 3y64aToil KPOMKM 1 aKKypaTHO 06pallaTbCsi C Npe3epBaTUBOM, T.K.
.TO MOXXHO MOBPEANTb HOFTAMU U OCTPbIMU NPeAMEeTaMMU.

I. MpoBepuTb, YTOGbLI Npe3epBaTMB Obll CBEPHYT HapyXXy. CAaBWB HakKonuTeNlb HafeTb MpPe3epBaTMB Ha
0/10BKY 3pernpoBaHHOro neHuca.

1 Pa3BepHyTb MNpe3epBaTMB MO HaMNpaB/eHUIO K OCHOBaHWIO MeHuca. EcCnM npesepBaTWB  He
pa3BoOpPauMBaETCA, 3HAYUT OH CBEPHYT B 06paTHYK CTOPOHY. BbIGPOCUTL €ro U MCMNoNb30BaTh HOBBbIA.
OCTaHOBMTbCS M NPOBEPUTL MPY OLLYLLEHNW COCKaNb3blBaHWUS Npe3epBaTMBa UM YPE3MEPHOTO CMUMaHMA
HVI TeHMCa, NOCKO/bKY 3TO MOXET NPMBECTW K HapYLUEHWIO LIe0CTHOCTM Npe3epBaTuBa.

Cpasy nocne 3sKynsauuMu u3BfAedYb MeHWC, NAOTHO NPUAEPXKWUBas Npe3epBaTWB Yy €ro OCHOBaHWs, U
aKKypaTHO CHATb Nnpe3epBaTyB.

BbIGpocuTb B MycOpHOe Beapo. He cnyckaTb Npe3epBaTuB B YHUTa3.

[N aHaNbHOTO CeKca UM B Cyyae HEOGXOAMMOCTI UCMONb30BaTh JOMNO/HUTEIbHYH CMa3Ky Ha BHELLHel
CTOpPOHe Npe3epBaTyBa.

Mpe3epBaTMBLI MOTYT NPeACTaBAATL ONACHOCTb YAYLWbSA. XPaHUTb B HEAOCTYNHOM AN AeTell MecTe.
Ecnu npe3sepBaTUB MCNOMb3YeTCA CHavana Ans opanbHOro cekca, ANs Apyrux nocnefyrouinx BUAOB cekca
cneflyeT 1CMoNb30BaTb HOBbI Npe3epBaTmB.

Mpe3epBaTMB NpefHa3HauyeH TONbKO /8 OfHOPa30BOr0 MCMO/Mb30BaHMA. [MOBTOPHOE WCMO/b30BaHME
MOXXET NMPUBECTM K HApYLLUEHUIO LeNOCTHOCTM Npe3epBaTiBa UM YBENNYNUTL PUCK Nepefaun MHDEKLNN,

MPOTUBOMOKA3AHWA
MoBbllWeHHas 4YyBCTBUTE/NIbLHOCTb WAW anneprua K 060My M3 KOMMOHEHTOB, BXOAAWMX B COCTaB

npesepeaTuBa.

BO3MOXHbIE MOBOYHbLIE 3®®EKTHI

Mpe3epBaTBbl U3rOTOB/IEHbI W3 HaTypasbHOrO flaTekca, KOTOPbIA, TakK Xe Kak W 1060 KOMMOHEHT
rnpesepBaTuBa, MOXET BbI3BaTb a/NePruyeckyto peakuuio, BKNOYasA aHaWUIaKTUYECKUA LLOK, ecnu y
notpe6uTens anneprusa Ha natekc.
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EPbI MPEAOCTOPOXHOCTN
:NoNb30BaTb CMa3Ky, KOTOpas PEeKOMeH[oBaHa A1 WCMNONb30BaHMA C npesepBatuBamMu. Cmasku

(TSHOr0 NMPOWCXOXAEHUS M Ha MacNsHO OCHOBe (HampuMmep, Ba3e/IvH, AETCKOE Macso), HEKOTopble
ccapum, a TakXKe HEeKOTOpble NeKapCTBEHHbIE CPeACcTBa MECTHOIO NMPUMEHEHNS, KOTOpble HAHOCATCA Ha

HWUC MW BBOASTCA BO Bnaranuilie, MoryT noBpeAnTb Npe3epBaTyB.

PeEKPaTUTb NCNOMIb30BaHUE TMpe3epBaTmnBa Mpu OWYLWEHNN ,D,I/ICKOMCbOpTa nnn pasgpa>keHnsa Bo Bpemd
NOoJIb30BaHUA MNMpe3epBaTunBa.

POKOHCYNbTUPOBATLCA CO CneynanncTom:

) COBMECTVMMOCTW MpPe3epBaTUBOB C APYTMMI KOHTpaLenTUBaMu;
MNPV UCMO/b30BaHNM NIEKAPCTBEHHOTO CPeAcTBa MECTHOrO MPUMEHEHUS, KOTOPOe HaHOCUTCS Ha MEeHWUC

LI BBOAWUTCS BO BRaranuLie;
renn pasapaxeHue/ AMCKOMGOPT COXPaHATCS MOC/e UCMONb30BaHNs Npe3epBaThBa;

XN Bbl HE YBEPEHbI, ECTb /I Yy BaC anneprnua Ha naTekc,;
€Cnn npesepBatnuB MNPOTEKAET UKW NopBancaA BO BPEMA €ro UCMNoOJ/ib30BaHUA (C,Cl,eflaTb 3TO KaK MOX>XHO

lopee B TeUeHue 72 4acos).

M O4MH M3 METOAOB KOHTpauenuuu He MOXeT rapaHTupoBaTb 100% 3awuTbl OT HeXenaTenbHOW
epemeHHOCTU, BUY nnun gpyrux 3aboneeaHnii, nepesatowuxcs nosoBbiM NyTem.

aTa nocnegHei peaakLum NHCTPYKLUN:

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



nepeBoAuNK AinosiH lasnpg Meoprmnesny noarnncob

Poccuiickaa depepauns
Nopog MockBa
LllecToro okTabpsa [fBe TbiCAYW ABajLaTb MepBOro roja

A, Mowuceea Jlunma BnagumumpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
MOA/IMHHOCTbL NOANMCK NepeBoAYMKa AinnosHa fasuga Meopruesnya.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTbL MoANMCaBLLEr0 JOKYMEHT YCTAHOB/IEHA.

3aperucTpupoBaHo B peectpe: Ne 50/995-H/77-2021-

YnnayeHo 3a COBEpPLUEHME HOTapmanbHoro aerictems: 400 py6.

noanncChb epboBas nevartb ep6oBas neyvatb
HoTapuyca r. MoCKBbI HoTapuyca r. MockBbl
MouwceeBoii J1.B. Mouwuceesoli J1.B.

Bcero npoLHypoBaHo, MPOHYMEPOBAHO U CKPen/eHo neyaTbto 39  nmct(-a,-0B).

noarnncob MowuceeBa

Poccuiickasa degepay™Nan »
Fopog MockBa
LLlectoro okKTA6pa [Be TbiCAYM ABajLaTb MNepBOro roga

A, Mowceesa Jlunua BnagumnpoBHa, HoTapuyc ropoga MOCKBbI, CBMAETE/NbCTBYHO
BEPHOCTb KONWW C NPeCcTaB/IEHHOro0 MHe JOKYMEHTa.

3ape™MAArpapo”o B p")K'TA\pe: X» 50/995-H/77-2021- NN
Yrhate|to :?2r’|MNeweHiie %)TapmnanbHoro gencteuns; y<z py6. oo Kon.
W [.B.MowuceeBa

I

Bcero npotuHypO! “MepoBaHO M ckpenneHo N7t Y ~ nuct(-a.-oBl

J1.B.MowuceeBa
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