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

DO HEREBY CERTIFY:

THAT Brian Michael Howes, a United Kingdom Citizen, of 28 Woodthorpe Road,
Ashford, Middlesex TW15 2RH, holder of United Kingdom Passport No. 530973145,
who is well known to me, has represented to me that he is duly authorised by
Reckitt Benckiser Healthcare (UK) Limited ("the Company"), to represent them in
this matter has today caused the annexed electronic copy Technical and Maintenance
Documentation for the Medical Device Durex® Elite Natural Rubber Latex Condoms
for use in the 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 7"
September 2021.

Protocol Number: / 1

Gumam Singh Shergill
Notary Public
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.pprovcd by:

Andrew Brownbhill

Global Regulatory Aflairs Manager
Date: Sep 1,2021

Signature:

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

Reckiti Benckiser Healthcare (UK) Ltd., UK
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NAME OF THE MEDICAL DEVICE
Durcx'S Elile natural rubber latex condoms

PURPOSE OF THE MEDICAL DEVICE

Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against 111\

and other sexually transmitted diseases.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE

Medical Dc\ice is intended to be used by laypersons.

MEDICAL DEVICE POTENTIAL RISK CLASS: 2b

STERILITY
I'ne device is non-sterile.

MEDICAL DEVICE DESCRIPTION

The condoms are made of natural latex, lubricated with silicone, smooth, colourless, easy-on shaped, 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 IcMgth. mm

Thickness, mm

Bead thickness, mm

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

Elongation. %

Elongation.  (aged)
Freedom from holes

Tensile strength, mi"a

Tensile strength. mPa (aged)

Specification
19510
56 +2
Min i1
0.055 £0.005
i-2
170 +£0.5

Median 700 Min
Median 600 Min

Impermeable

Median 20 Min
Median 17 Min
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Test Method used by the
manufacturer
ISO 4074:2015 clause 9.3.1
Annex D

ISO 4074:2015 clause 9.3.2
Annex E '

Appendix 1

1SO 4074:2015 clause 9.3.3
Annex E

Appendix 2

Appendix 3

ISO 4074:2015 Annex J
180 4074:2015 Annex J

1SO 4074:2015 clause 12
Annex M

I1SO 4074:2015 Annex J

ISO 4074:2015 AnnexJ

Frequency

Every batch

Eveiy batch

Once a month

Every batch

Eveiy batch

Once a month

Once a month
Once a month

Enery batch

Once a month

Once a month



<AW MATERIALS (% material is based on theoretical value)

. Nominal content of the material, Trade name
Material o/ct/-10%
Basic material:
- Compounded Natural Rubber latex 71.07 F.xceltex I

Dusting material:
Calcium carbonate light Rluesiar

- Calcium Carbonate 2.38

- Magnesium Carbonate 0.15 MagnesiumFCi:;r]lsonate Extra
Lubricant:

- Silicone 26.33 -26.38 BRB Silicone Oil DM 350 F.P*/

Angeliiy® 350CS**

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 the natural latex used in compounded NRL

latex

Silicone *BRB Silicone Oil DM 350 FP and **Angciay(& 350CS arc trade names of
the silicone

Odour masker *Zeus Odour masking agent FFA70281 and **Transatak 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:
Individual foil: 60+2 mm x 60£2 mm.

*rimary package material:

Frontal foil lay”r:
PET/AL'PH/SURLYN
PET/AL/IDPF

Back foil layer:
PFT/AL'PE/SURLYN
PFT/AI/I.DPF

Tom the outer to the inner foil layer:
PKT = Polyethylene terephthalate or Polyethyl benzene-1.4-dicarboxylate)

Al. = Aluminium

PF = Polyethylene

LDPE = low Density Polyethylene
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SECONDARY PACKAGING

Sccondan packaging is a carton pack, wrapped with the transparent tape where applicable.

condoms is indicated in the package.

SECONDARYPAOCA4GI\GSPFXIFICATION-3 condoms in a pack

Length, mm
Width, mm

ileighl. mm

Dimensions
Value
64.5
195

74

Type" Material

Folding Solid Board CartorvMetallic board

SECONDARYPACfC4GI\G SPECIFICATION- 12 condoms in a pack

l.ength. mm
Width, mm

lleight. mm

Dimensions »
Value
63
37
124

Type" Material

Folding Solid Board Carlon/Metallic board

SE('ONDARY PA('IC4CjI\Cf SPFX'IFICATION - IH condoms in a pack

Length, mm
Width, mm

Height, mm

Dimensions
Value
82
51
124

Type/ Material

Folding Solid Board Carton/Metallic board
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Tolerance
+/-1
+/-1

+/-1

loleranee
+»“ 1
+/-1

+-1

Tolerance

W1

+/-1

1

e quantil\ of



PACKAGE CONTENTS OF THE MEDICAL DEVICE

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

LABELLING INFORMATION

Bach individual package is labelled with:
- trademark;

- lot number (LOT);

e expir) dale.

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

2
Lot number
LOT
Additional information can be printed on the individual package including reference to iiiiemaiiona
standards.

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

e quantity of condoms in consumer package:

- nominal condom length:

- nominal condom width:

- indication that the condom is lubricated:

- indication that the lubricant does not contain s"Kmiicide: '
« indication tliat the condom contains natural latex: '~

- storage guidelines:

- name and address of the manufacturer:

« country of origin (if applicable):

e lot number:

- expiry date.

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

Lot number

LOT

Contains natural latex

L J

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 infonnation. which
includes:
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reminder to handle the eondom carefully, including when removing it out of the package:
indications, contraindications, precautions for use, possible side effects:

- method of application:

- necessity to remo\ e 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:

- disposal instructions for used condoms:

- condoms arc disposable products.

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

CONTRAINDICATIONS
Hypersensitivity or allergy to an> 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 date 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 tlie 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.

Consult a spcciali.st:

- about the compatibility of condoms with other contraceptives:

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

- if irritation/discomfort persists after use:

- ifyou arc unsure if you arc 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 ofthe 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 arc made of natural rubber latex, which, like any component of the condom, might cau.se 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 the condom on the top of the
erect penis. Roll down to its base. If the condom doesn’t unroll, it may be on backwards, discard and use a
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acw one. Stop and chock if you fool 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 tlie toilet.

TRANSPORTATIOX CONDITIONS
iiierc arc no specific conditions of transportation.

TSAGP 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 ctfects and precautions for use.

STORAGE CONDITIONS AND SHELF LIFE

Store the product in a dry place at 0-25 °(!. .Avoid mechanical impact and direct sunlight.
The condom must not come into contact with petroleum products, phenols and their derivaii\cs. oils of
petroleum origin, gasoline, kerosene and other organic substances.
Shelf life - 5 years.

RISK MANAGEMENT OVERVIEW

Risk assessment relating to the use ofthe medical device has been conducted in accordance with ISO 14971.
Medical de\ices - Application of risk management to medical devices.

SL MMARYV OF TESTS and RESILTS
BIOCOMPA TABUJTY TESTS

Test International standard Result
Cytotoxicity 1ISO 10993-5 Slight cell lysis or toxicity at 1;4
dilution*
Sensitization ISO 10993-10 Non-sensitizer
Vaginal irritation ISO 10993-10 Non-irritant
Penile irritation ISO 10993-10 Non-irritant
Rectal irritation ISO 10993-10 Non-irritant
n Systemic loxicilv ISO 10993-10 No mortality

SO 10993-5 suggests that a response grade of moderate or severe should be considered a cytotoxic efTect. 'nte typical condom
result has been found not to b associated with an> problem in the regular use of condoms by the male or female partner. If the
results of other testing (typically sensitization and irritation tests) and associated evaluations are seen as acceptable then the
cyiotoxicily result should be considered in context and the condom considered to meet the requirement of ISO 10993. The results
indicate that Durex Elite natural rubber latex condoms can be considered to be potentially biologically sale.

MANUFArTI RING PROCESS
See Appendix 4

MEDICINAL OR PHARMACEITICAL SUBSTANCE CONTAINED IN THE MEDICAL
DEVICE
Nol 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 deri\ative from tissue/malerials of animal origin as it is extracted IVom
milk.
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Casein (milk protein) is a natural by-product of milk. It has no known toxic ctYects although it may cailk

a reaction in individuals with an allergy to milk. 1hc exposure from the condoms is considered not to pos?#
any additional risk to users of the condoms.

The dc\ ice does 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 DESIGN, 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 pul it down tlie drain.
In all other cases, the condoms are disposed of in accordance with local requirements.

ENVIRONMENT SAFETY REQUIREMENTS
With proper usage, storage and disposal Durex”' Elite natural rubber latex condoms have no negative
impact on the environment.

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



Method used bv the manufacturer

Appendix I: Test method for condom teat length determination (1)8291875)

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

smooth out the wrinkles.

o Condom in container
Move the condom inside the individual container such that it is away from the area where the
container is to 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 cashing Nith a suitable solvent. If a solvent is used to remove the lubricant an adequate period
of drying should be allowed before testing.

*  Pul 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 Kigurc I and Picture 1.

fn

i'igurc 1. Length of condom teal

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

Remove the marked condom out from the mandrel. Lay it flat and put the ruler on lop and measure the
distance benveen the marked point and teal 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-ET/9, D8291143)

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

Measure the thickness of the bead by thickness gauge with the nearest reading of 0.01 mm.
Repeat the measurement another 2 times.

Ascrage condom bead thickness for individual condom will be calculated.

Appetidix 3; Test method for weight of dried condom + powder 4 lubricant (remove from foil) and Condom
weight in primary' package (1)8291956)

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

Weigh a dr> and clean pelri 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 torn. 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 dry and clean forceps and place it
on the petri dish. Record the weight of condom (*'2).

Bnsure 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) = W1- W2
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Appendix 4
PRODUCTMANUFACTIIRim FLOW DIAGRAM
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Approved by:

Andrew Brownhill

Global Regulatory AtYairs Manager
Dale: Sep 1,2021
Signature:

MAINTENANCE DOCUMENTATION
(Instruction for use)
OF THE MEDICAL DEVICE

Durex® Elite natural rubber latex condoms

O Reckitt Benckiser Healthcare (UK) Ltd™ UK
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NAME OF THE MEDICAL DEVICE
Nurcx<K Flilc natural rubber latex condoms

MANIFACTURER
Reckill Benckiser Healthcare (I.'K) Ltd.. 103-105 Bath Road. Slough. Berkshire. SM ~ UH. 1IK

MANLFACTLRING SITE*

SSI, Manufacturing (Thailand) l.id.. Wellgrow Industrial Estate % & 100. Moo 5. Bangna-Trad Road
KM.36. Bangsainak. Bangpakong. Chachocngsao. 24180. Thailand:

Qingdao London Durcx Co Ltd.. No 1-13 Shangma Part. Aodong Road. High-tech Industrial
Development Zone. Qingdao Cits. Shandong Province. P. R. China;

Reckilt Bencki.ser LLC. 1 Tereshkos oy Street. Klin. 141600. Moscovs region. Rus.sia.

*information about the place of manufacture is presented in the outer side of the secondary, consumer
packa”in® in the format "The country oforigin: Icountryl”

<1 Al THORIZED REPRESENTATIVE OF THE MANL’FACTL RER
Rcckitl Benckiser Healthcare LLC. Floor 3. 4 Shlyuzavaya emb.. Moseoss. 115114. Russia.

Phone; +‘m(405) 061 25 65; fax: -7 (405) %1 25 66

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

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

MEDICAL DEVICE COMPOSITION AND DESCRIPTION
The condoms are made of natural latex, lubricated with silicone, smooth, colourless, easy-on shaped, teat-
ended.

MAIN TEC HNICAL CHARACTERISTICS
Nominal sizes: length - 195 mm. width - 56 mm.

PACKAGE CONTENTS OF THE MEDICAL DEVICE**

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

**(juantity o fcondoms is presented in the outer side ofthe secondaryconsumer packaging, the instruction
for consumers is printed in the inner side o fthe secondaiy consumer packaging

LABELLING INFORMATION

Each individual package is labelled with:
- trademark;

- lot number (LOT);

- expiry date.

Symbols used for labelling and what they mean:
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Use by/F.xpiry date




Lot nwnber

LOT

Additional intbmialion can be printed on the individual package including reference to international
standards.

The following infontiation is applied to the outer surface ofthe secondary” consumer package:
- condom description (colour, teat type, ribbing):

- quantity of condoms in consumer package;

- nominal condom length;

- nominal condom width;

- indication that the condom is lubricated;

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

« storage guidelines;

* name and address of the manufacturer;

- country of origin (if applicable);

- lot number;

- expiry date.

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

Lol number

LOT

Contains natural latex

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

Outeror 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 witli topical medications;

- disposal instructions lor used condoms;

» condoms arc disposable products.

INDICATIONS
- prevention of unwanted pregnancy:
- protection from HIV and other sexually transmitted diseases.
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CONTRAINDICATIONS
M\ perscnsilivily or allergy lo an> of the componems in condom composition.

PRECAUTIONS FOR USE

Pul 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 date 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

jeliy. 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 using the condom.

Consult a specialist:

- about the compatibility of condoms with other contraceptives;

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

- ifirritation/discomfori persists after use; *
mifyou arc unsure ifyou arc 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. IV 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

fear 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 the condom on the top of the
erect penis. Roll down to its base. Ifthe condom doesn't unroll, it may be on backw”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 lo breakage.

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

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

STORAGE CONDITIONS AND SHELF LIFE
Store the product in a dry place at 0-25 Y'. 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 vears.
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MEDICINAL OR PHARMACELTICAL SUBSTANCE CONTAINED IN THE MEDICX,
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 elTecis 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 docs not contain any human blood derivatives.

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

STERILIZATION

K« . L. . . . . -
I fhe medical de\ ice is presented as a non-sterile device and is not intended to be sterilized thereafter.

USAGE WITH OTHER MEDICAL DEVICF.S****

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

llovvever. consumers can use condoms with condom compatible lubricants if needed.

****recommendation to use compatible with condoms lubricant when it is necessary is presented in the
inner side ofthe secondary”consumer packaging >

INSTALLATION, MAINTENANCE, CALIBRATION
Not applicable.

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

INTERNATIONAL STANDARDS
ISO M485
ISO 14971
ISO 4074

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

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

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The devices should be used in accordance with the instructions I'or use.

In household use. the product is disposed of as household waste. Do not put it down the drain.
Inall other cases, the condoms are disposed of in accordance with local requirements.
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ENVIRONMENT SAFETY REQUIREMENTS
With proper usage, storage and disposal Durex®) Blile natural rubber latex condoms have no negative
impact on the environment.

<1
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Appendix to the MaintenaiK
documentation of the medical device
«Durex® Elite natural latex condonsv>

Information
to beprinted in the inner side

ofthe secondary/ consumer packa”
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\Waw 2UBAN 3wWwsen 4.
Read ihc iiisiruclion carel'ni/y 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
possibility of catching sexually transmitted infections,

ATTENTION: Check the expirv 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 dial 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 de\ice is intended to be u.sed by laypersons.

APPLICATION

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

2. Make sure that the condom is not inside out. Ha\ ing squeezed the teat place the condom on the lop ol
the erect penis,

3. Roll down to its base. If the 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 -

4. Dispose in a bin. Do not flush 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 for any other type of sex that follows.

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

CONTRAINDICATIONS
Hypersensitiv ily 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 including anaphylactic sluKk if user is allergic to latex.

PRECAUTIONS FOR USE
Use tlic 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 ifyou feel discomfort or irritation while using the condom.

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

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

None ofthe contraception methods can guarantee 100% protection against unwanted pregnancy. 111V and
other sexually transmitted diseases.

Date o fthe latest revision ofthe instruction:

4\
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IMepeBOA, C aHIINIACKOr0 A3blKa Ha PYCCKUIA A3bIK

Kpyrnas penbegHas neyatb: NypHam CuHrx LLieprunn, rocyaapcTBeHHbIN HOTapuyc

OA BYOET W3BECTHO, uto 5, N'YPHAM CUHIX LEPTWNNT (GURNAM SINGH
SHERGILL), rpagcteo Mwupgancekc, AHrnua (County of Middlesex, England), gomkHbiM
06pa3oM YNOSIHOMOYEHHbIN rOCyAapCTBEHHbIN HOTapuyc,

HACTOALLVM MOATBEPXAAHO:

YTO bpaith Maiikn Xoy3 (Brian Michael Howes), rpaxgaHuH CoeanHeHHOro KoponescTBa,
agpec: 28 Byatopn Poag, dwdopa, Mugancekc TW15 2RH (28 Woodthorpe Road, Ashford,
Middlesex TW15 2RH), Bnageney nacnopta rpaxaaHuHa CoeamHeHHoro KoponescTea
Ne 530973145, NMMYHOCTb KOTOPOr0 MHOI YAOCTOBEPEHA, AO/MKHbLIM 00pa3oM YNOHOMOYEHHbIN
KomnaHuein PeknTr BeHkmsep Xenckaap (FOK) Jiumuteq (Reckitt Benckiser Healthcare (UK)
Limited) («KomnaHus») Ha npeacTaBneHVe ee WMHTEPecoB MO [JaHHOMY BOMPOCY, CerogHs
NpegocTaBul MHe MPUIOXKEHHYIO 3MEKTPOHHYHO KOMUKO TEXHUYECKOW W 3KCM/yaTauMOHHOW
JOKYMEHTaUUM Ha MeAuumMHCKOe n3genne «IpesepBaTuBbl U3 HaTypanbHOro natekca Durex®
Elite» gna mcnonb3oBaHus B Poccuidickoi degepauun 1 3asBMn OT MMeHW KomnaHuu, 4To
yKa3aHHbIN JOKYMEHT SBNAETCA 3/IEKTPOHHON KOMMWEN.

OOKYMEHT NMOAMMCAH W CKPEMMEH MEYATBHKO no agpecy 22 bat Poyg,
XayHcnoy, Mupancekc TW3 3EB (22 Bath Road, Hounslow, Middlesex TW3 3EB), cerogHs,
7 ceHTA6psA 2021 ropa.

Homep npoTokona: 6124/21

/mnoanuce/
N'ypHam CuHrx LLeprunn

FocyAapCTBEHHbI HOTapuyc
NypHam CuHrx LWeprunn, 6akanasp rymaHUTapHbIX HayK (C OTiM4mem)
"ocyfapCTBEHHBIV HOTapuyc
LLIEPT N 3nHg Ko. (SHERGILL & Co.)
22 bat Poyga, XayHcnoy, Muaancekc
TW3 3EB
CoegunHeHHoe KoponescTBo TenethoH: 020 8570 2323

Kpyrnas penbegHas neyatb: FypHam CuHrx LLleprinn, rocyaapcTBeHHbIn HoTapuyc
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YTBepXaeHo:

3Hapto bpayHxunn (Andrew Brownhill)

MeHepKep Mo permcTpaummn rnodaibHOro perynsTopHoro otaena
Hata: 1ceHTa6pa 2021 .

Mognwucek: /nognucek/

TEXHNUYECKAA AOKYMEHTALUNA
HA MEAVNUMNHCKOE U3AEJTNE
[Npe3epBaTMBbI N3 HaTypasibHOro natekca Durex® Elite

PeknTT BeHkTep Xenckaap (FOK) JiTa,, CoegnHeHHoe KoposieBCTBO
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HAVWMEHOBAHWME MEOVNUWHCKOIO N3AENNA
Mpe3epBaTBbl U3 HaTypanibHOro natekca Durex® Elite

HA3SHAYEHVWE MEOVNUWNHCKOTI'O N3AENUNA

Mpe3epBaTuBbI  MPUMEHSOTCA B KauyecTBe  6GapbepHOro  CPeACcTBA  KOHTpauenuuu — Ans
NpeoTBPaLLEHNS HEXeNaTeNlbHOW GEePeMEHHOCTU 1 Ans 3awmThl 0T BUAY 1 apyrux 3a60neBaHui,
MepeAatoLLyIXCst MOMOBLIM MyTEM.

NOTEHUWAJNIbHBIE MOTPEBNTENN MEANUNHCKOIO U3AEJTNA
MeauLmHCKoe 13genvie npeaHasHauYeHo 418 UCnosb30BaHUsA HeNpomeccMoHanamm.

KJTACC NMOTEHUWMANMBHOIO PUCKA MEAVLUWHCKOIO U3AENNA: 2b

CTEPUNIBHOCTb
N3penve He CTePUIbHO.

OMMCAHNE MEONUWNHCKOTI O N3AENTNA
Mpe3epBaTMBbLI M3rOTOB/IEHbI M3 HATYPa/ibHOrO /aTekca, C CUAMKOHOBOW CMasKoW, rnafkue,

6eCLI,BETHbIe, aHaTOMWYeCKOW (*)OprI, C HaKOIMUTENEM.

TEXHUWYECKUWE XAPAKTEPUCTUKW

MpesepBaTVB M3rOTOB/MEH B COOTBETCTBIM CO CreLmduKaLmeli Npon3BoanuTens.

MeTop ncnbITaHus,

TexHNYeCKUIA MapameTp Cnieundmkaupms 1CMO/b3yeMbIi YacTtoTta
nNpon3BOAMTENEM
1ISO 4074:2015 nyHKT Kaxgasa cepus
[nvHa npesepsatuBa, MM 195+10 9.3.1 MpunoxeHve D
LLinpnHa npe3epsatnea, MM 1SO'4074:2015 NyHKT Kaxpaa cepums
(n3mepsetca B 30 MM OT 56 +2 9.3.2 Mpwunoxexwve E
BEHUMKA)
JnunHa HakonuTens, Mm MuH. 11 Mpunoxenue 1 Pas mecal
ISO 4074:2015 nyHKT Kabkpan cepus
TonwmHa, Mm 0,055 + 0,005 9.3.3 MpunoxeHwue F
Kaxpgas cepusa
To/WwnHa BEHYMKA, MM 1-2 Mpunoxetne 2 A P
Macca npe3epsaTvBa (nocne Pa3 mecs,
M3BNEYEHMS U3 NEePBUYHON 170405 MpunoxeHue 3
ynaKkoBKM), T T
OTHOCUTENLHOE YA/IMHEHNE He metee 700 1SO 4074:2015 Pas mecsly
npu paspbise, % MpunoxkeHue J
OTHOCUTENIbHOE YA/IMHEHNE 1SO 4074:2015 Pa3 mecay,

npu paspbise, % (nocne
cTapeHus)

He meHee 600

MpunoxeHwne J

150 4074:2015 nyHKT 12

Kaxgasa cepus

["epMEeTUYHOCTb "epmeTnyeH MpunoxexHne M
1SO 4074:2015 Pa3 mecay,
YcnoBHas NPOYHOCTb Npu
P P He meHee 20 MpunoxeHue J

pactsXxeHuu, Mla
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MeTopa ncnbITaHus,

TeXHNYeCKUIA NapameTp Crieumdmkauma CM0/b3yeMbIiA YactoTa
Mpom3BOANTENIEM
YcnoBHasa NPoOYHOCTL Npu 1ISO 4074:2015 Pa3 mecsy,
pacTshxeHun, MMa (nocne He meHee 17 Mpunoxexue J

cTapeHus)

MATEPUNANDBlI N3TOTOBNEHUA (% copepaHus maTepuasna OCHOBaH Ha TeOPETUYECKOM

3HaYeHnK)

Martepuasn n3rotosneHNA

OcCHOBHOW MaTepuyas:
- COCTaBHOI HaTypafbHbIli naTekc

OnyapviBaroLLIMIA MaTepuan:
- Kanbums kapboHat

- MarHusa kap6oHat

CmasKka:

- CUNNKOH

- Mackupytoliee 3anax BeLLecTBO

Martepuan u3rotossieHns
COCTaBHOI HaTypa/bHbIA naTekc

CunukoH

MackupytoLLee 3anax BeLLecTso

YIMAKOBKA
MEPBNYHAA YIMAKOBKA

HomuHaibHoe cofepyxaHme

maTepmana, ToproBasi Mapka
% +/-10 %

71,07 Exceltex D
2,38 Calcium carbonate light Bluestar
Magnesium Carbonate Extra
0,15 ;
Light
26,33-26,38 BRB Silicone Oil DM 350 EP+/

- Angelay® 350CS**

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

0,02 - 0,07

[JononHuTtenbHaa Hpopmaums

Exceltex D - ToproBasti Mapka HaTypa/ibHOro flaTeKkca,
MCMONb3YEMOro B COCTABHOM HaTypas/lbHOM /1aTeKCe
+BRB Silicone Oil DM 350 EP n **Angelay® 350CS -
TOProBble MapKy CUIMKOHA

*Zeus Odour masking agent FLA70281 u **Transatak
TAK-181256 - TOproeble MapKy MacKUpyroLLero 3anax
BelLecTBa

Mpe3epBaTB YMaKOBbIBAETCS B WHAMBMAYa/bHYIO YMakoBKY W3 MHOFOC/IOMHOrO MaTepuana

(chonbry).

Pasmepbl ynakoBKMU:

MHameuayanbHas ynakoska (gosbra): 60 = 2 MM X 60 + 2 MM.
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Matepuias NepBUYHON YMaKOBKU:

PpoHTa/IbHasA CTOPOHA (hO/bIn:
PET/AL/PE/SURLYN

PET/AL/LDPE

3agHAA cTopoHa hosbrun:

PET/AL/PE/SURLYN

PET/AL/LDPE

OT BHELUHEro K BHyTpeHHeMY C/10t0 (osbru:

PET = MonuatuneHTepedtanat unm 6eH3o/-1,4-anKapbokcmnar nonmaTuieHa
AL = AIIOMWHWI

PE = NonnatuneH

LDPE = MonnaTuneH HNU3KOA NNOTHOCTU

SURLYN = ToproBoe Ha3BaHVe NOHOMEPHOI CMO/bl

Mpe3epBaTyB B NEPBMYHOI YNaKoBKe NOMELLAETCS BO BTOPUYHYHD YNAKOBKY - MNayKy KapTOHHYHO - B
KO/IMYECTBE, YKa3blBaEMOM Ha BTOPUYHOM YNaKOBKe.

BTOPNYUHAA YIMAKOBKA
BTopnuHasi ynakoBKa MpeacTaBnseT coboi KapTOHHYH Mauky, 06epHYTYH NPO3paqyHoi MAeHKOM,
rie 370 NpUMeHMO. KonmnyecTBo Npe3epBaTMBOB YKa3aHO Ha nauyke.

CMNELIMPUKALNA BTOPUYHOW YNAKOBKMW-ynakoska ans 3 npesepsaTuBOB

Pasmepbl
3HayeHue lMorpeLuHoCTb
OnnHa, MM 64,5 +/-1 .
LLinpnHa, mm 195 +/-1
BbicoTta, MM 74 +/-1

Tun/ Matepuan
CkniagHas Kopobka 13 TBeporo kaptoHa/ MeTannmnsvpoBaHHbIN KapTOH

CMNELUNDPUKALNA BTOPUYHOWM YMAKOBKW-ynakoska ans 12 npesepsaTvBoB

Pasmepbl
3HauyeHue lNorpelHoCTb
[OnvHa, Mv 63 +-1
LLinpuHa, MM 37 +-1
BbicoTa, MM 124 +-1

Tun/ Matepuan
CkrnagHas Kopobka 13 TBepAoro kaptoHa/ MeTann3MpoBaHHbIN KapToH

CMNELINOUKALNA BTOPUUYHOW YNAKOBKMW - ynakoska ana 18 npesepsaTysos

Pasmepbl
3HayeHve MorpeluHocTb
[OnvHa, Mm 82 +-1
LLInprHa, Mm 51 +/-1
BbicoTa, Mm 124 +-1

Tun/ Matepuan
CknagHast KopobKa 13 TBEpA0ro KapToHa/ MeTanM3aMpoBaHHbIN KapToH
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KOMMNNEKT NOCTABKN MEAVWMUWMNHCKOIO U3AENNA

MeonUMHCKOE W3Aenne MaKyeTcs BO BTOPMUYHYK/MOTPeObUTENbCKYHD YynakoBKy no 3 wTt./yn.,
12 wr./yn. uam 18 wt./yn. ConpoBOXAAaeTCA UHCTPYKLUMEN Ana noTpedbuTenein, kotopas MOXeT OblTb
B/IOXKEHa B YNaKOBKY WAM HaneyaTaHa Ha BHYTPEHHE CTOPOHE U/MNW BHELWHER CTOPOHE YNaKOBKM.

MAPKVPOBKA

Ha KaXxgoi nHamMBnuayanbHOW ynakoBKe HameyaTaHa cnefyroLias nHpopmauus:
- TOproeas Mapka;

- Homep cepun (LOT);

- AaTa OKOHYaHWS CpOKa rogHoCTH.

CuMBONbI, NCMONb3YEMbIE AN MapPKUPOBKMK, N UX 0603HaYEHUE:
MopeH go/cnonb3oBaTth A0

J
1

|LOT

L 1
,ﬂ,OI'IOI'IHVITEJ'IbHaFI VIH(*)OpMaLI,VIFI MOXET ObITb HarmeyaraHa Ha MH,D,VIBM,D,yaﬂbHOVI YMaKOBKE, BK/KO4ad

CCbITIKU Ha MEXAYHapoHble CTaHAAPTbI.

=r

Homep cepun

Ha BHewHeil CTOpPOHe BTOPUYHON/MOTPEOUTENLCKOM  YMAaKOBKM  HaneyataHa CrefytoLlas
NH(opmaums:

- OnucaHne npesepsaTnBa (LBET, TUM KOHYMKA, pedpncToCTb);

- KO/IMYEeCTBO Npe3epBaTyBOB B NOTPEOUTENLCKOIA YMaKOBKE; >
- HOMUHa/IbHaA A/IMHA NPe3epBaTynBa;

- HOMWHa/IbHas LUMPUHA Npe3epBaTuBa,;

- YKasaHue 0 TOM, YTO Mpe3epBaTuB CO CMa3KoW;

- YKasaHu1e 0 TOM, YTO CMa3Ka He COAEePXXUT CnepMuLmng,;

- YKasaHue, 4To npe3epBaTuB COLEPXXUT HaTypasibHbIN NaTekc;

- YKa3aH1s N0 XpaHEHMUIO;

- HaMMeHOBaHWe ¥ afpec NPOU3BOAUTENS;

- CTpaHa NPoUCXoXaeHMs (eCaiv MPUMEHVMO);

- HOMep cepuu;

- laTa OKOHYaHMs CPOKa rogHOCTM.

CUMBO/bI, UCMONb3YyeMble 4719 MAPKUPOBKU, U X 0603HaYeHMe:
FogeH go/icnonb3oBaTb 40

2
L 2 i
T Homep cepun
LOT
L J
CofepXuUT HaTypanbHbIN naTekc
L J

[JononHutenbHas uH@oOpMauMa MOXeT 6biTb HaneyaTaHa Ha BHELIHIOK CTOPOHY BTOPUYHON /
noTpebuTeNnbCKOW YNaKoBKM, BKOUASA CCbINIKW HA MEXAYHAPOAHbIe CTaH4apThI.
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« K

Ha BHelWHel unn BHYTPEHHeRn CTOpoHe BTOPUYHOA/ NOTpebUTeNbCKON yNnakoBKM W/MNW BKNagbllle
COlePXUTCA cnefylolas MHpopMauuns:

- HarmoOMWHaHWe O HeoOXOLMMOCTM aKKypaTHOro obpaleHus Cc Mpe3epBaTMBOM, BK/KOYasA €ro
n3BneYeHne U3 ynakoBKu;

- MoKaszaHus, NpoTMBOMNOKa3aHWs, Mepbl MPeA0CTOPOXHOCTU, BO3SMOXHbIE NO6GOUYHbIE 3P EKTHI;

- cnoco6 NpuMeHeHus;

- He06X0AUMOCTb yaneHns npesepBaTmBa cpasy Nnocse CeKCYyanbHOro KOHTaKTa;

- He0BXO0AUMOCTb UCKIIOYEHMNA CMA30K HEPTAHOMO MPONCXOXKLEHNA U HA MACNAHOW OCHOBE;

- HE06X0AMMOCTb MCNONb30BaHNS 6e30NacHO AONOMHUTENBHOW CMa3KK, ecn 3To TpebyeTcs;

- HeoOXOAMMOCTb KOHCY/bTalMuM CO CheuuanuctoM no BOMNPOCY COBMECTMMOCTWU npe3epBaTuBa C
NeKapCTBEHHbIMUW CPeACTBAMU MECTHOTO NMPUMEHEHUS;

- UHCTPYKLMA N0 yTUAN3ALUN NCNOMb30BaHHbIX NPe3epBaTUBOB;

- Npe3epBaTMBbI 419 04HOPA30BOr0 NCMNOJIb30BAHUS.

MOKA3AHINA
- NpefoTBpaleHne HexenaTteabHON 6epeMeHHOCTH;
- 3awmTa oT BUY un gpyrux 3abonesaHnii, nepefaroLnxcs nosoBbIM MNyTeM.

MPOTUBOMOKA3AHWA
MoBbllWeHHas YyBCTBMUTENIbHOCTb MW anneprus K ni06oMy M3 KOMMOHEHTOB, BXOASLW WX B COCTaB
npesepBaTuBa.

MEPbBI MPEAOCTOPOXHOCTU

HageBaTb npesepBaTUB [0 TOro, KakK MEHWC KOCHETCA Tena mapTHepa. JTO MOXeT MOoMO4Yb B
NpeAoTBpaLLeHUN  HACTynneHUs GepeMEeHHOCTM W BO3MOXHOCTM  nepefaynm  3aboneBaHui,
nepegarLiMxca nonoBbiM nyTem. MpoBEepUTb CPOK FOAHOCTWM Npe3epBaThBa Ha YNakoBKe nepep
ncnonb3oBaHMeM. He ucnonb3oBaTb Mpe3epBaTWB MO- WUCTEYEHWW CPOKa rogHocTu. Ecnu
MHAMBKUAYaNbHAs ynakoBKa MOBpPeX/AeHa, NM60 06HapYXXeHO YyXY/lUlLeHWe CBOWCTB Mpe3epBaTMBa,
BbIGPOCUTL NPe3epBaTUB U NCMONb30BaTb HOBbI/ U3 HEMOBPEXEHHON YNaKOBKM!.

Mcnonb3oBaTb CMasKy, KOTopask peKOMeHJoBaHa ANs WCMOo/Mb30BaHMSA C npesepBaTuBaMu. CMasku
HETAHOrO MPOUCXOXAEHMUS W HA MacNsHOW OCHOBe (HanpuMmep, Bas3eNNH, [AETCKOE Macno),
HeKOTOpble Meccapuu, a TakXe HEKOTOpble NeKapCTBeHHble CpeAcTBa MECTHOrOo MNPUMEHeHUS,
KOTOpPbIE€ HAHOCATCS Ha MEHWUC WX BBOASTCS BO BNnaraauiye, MOryT NoBpeauTb Npe3epBaTuB.

MpeKkpaTUTb WUCNONb30BaHWE MNpe3epBaTMBA MPU OLWYLEHUN AUCKOMBOPTA UAW pasfpaxeHns BO
BpeMs UCMo/ib30BaHUA Npe3epBaTmBa.

MpPOKOHCYIbTUPOBATHLCS CO CMELNaNTUCTOM:

- 0 COBMECTUMOCTU Npe3epBaTUBOB C APYTMMM KOHTpaLeNnTUBaAMK;

- MPU UCMO/Mb30BAHUU NIEKAPCTBEHHOrO CpPeAcTBa MECTHOro MPUMEHEHUs, KOTOpoe HaHOCMTCS Ha
MEeHUC UNN BBOAUTCA BO BRaranuiye;

- €CNIN pasfpaxeHune / JUCKOMGOPT COXPaHATCSA Mocie NCNONb30BaHUA Npe3epBaTnBa;

- €C/1N Bbl HE YBEPEHbI, eCTb NI y Bac aNfeprus Ha naTekc;

- ecnu npesepBaTWB MPOTEKAaeT WAM MOPBaNCs BO Bpems ero WUCNonb3oBaHMs (cAenatb 3TO Kak
MOXHO CKOpee B TeUeHune 72 4acoB).

[ns aHanbHOro cekca UAM B cnydyae HeoGXOAMMOCTM MCNONb30BATh JOMOMHUTENbHYIO CMa3Ky Ha
BHELWHel CTOPOHe npe3epBaTmBa.

Mpe3epBaTMBbLI MOTYT NPEACTAaBNATbL ONACHOCTb YAYLWbSA. XPaHUTb B HEAOCTYMHOM 415 feTeil MecTe.
Ecnn npesepBaTuB UCMOMb3YyETCA CHauana Ans 0panbHOro cekca, ANns APYrux nocnefywwux BUL0B
cekca cnefyeT UCNONb30BaTb HOBbIW Npe3epBaTuB.
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« K

MpesepBaTuB NpejHa3HayeH TONbKO AN 04HOPA30BOro UCNonb30BaHWA. [TOBTOPHOE UCNO/b30BaHMeE
MOXET TMPUBECTU K HapylleHWIO LEeNOCTHOCTW Mpe3epBaTMBa WM YBENWYUTbL PUCK Nepegayu
NHpeKUNK.

Hn oAWH M3 MEeTOA0B KOHTpauenunm He MoXeT rapaHTupoBaTb 100% 3aWMTbl OT HeXenaTe/bHON
6epeMeHHOCTW, BUY nnu gpyrux 3aboneBaHuii, nepefaroLuxcsa nosoBbIM NyTeM.

BO3MOXHbIE NMOBOYHbLIE 3P PEKTbI

Mpe3epBaTMBbl N3rOTOB/IEHbI N3 HATypaNbHOrO NaTeKca, KOTOPbIiA, Tak Xe Kak W 1060/ KOMMNOHEeHT
npesepBaTnBa, MOXeT BbI3BaTb aN/epruyeckyio peakLuto, BKNOYas aHahunakTMYeckuii WoK, ecnu y
noTpebuTens anneprus Ha natekc.

Cnocob NPMMEHEHWA
HagopBaTb ynakoBKY CO CTOPOHbI 3y64yaTOii KPOMKM M aKKypaTHO o6paliaTbCs C Mpe3epBaTUBOM,
T.K. 870 MOXXHO NOBPEeAUTb HOTTAMU M OCTPbIMMW NpeaMeTamu.

MpoBepuTh, YTO6bLI Npe3epBaTUB Gbl CBEPHYT HapyXy. CAaBUB HAKOMUTENb HaAeTb Npe3epBaTUB Ha
rONOBKY 9perMpoBaHHOro neHuca. PasBepHyTb Npe3epBaTMB MO HAaMpPaBeHW0 K OCHOBAHUIO NeHuca.
Ecnv npesepBaTVB He pa3BOpPayMBaeTCs, 3HAUYUT, OH CBEPHYT B 06pPaTHYH CTOPOHY. BbIGpPOCUTL €ro
W WUCMOMb30BaTb HOBbIi. OCTaHOBUTHCA U TMPOBEPUTb MNPV OLLYLLEHWM COCKaNb3blBaHUS
npesepBaTMBa WM UYPE3MEPHOTO CXMMaHWS WM MeHUca, MNOCKONbKY 3TO MOXEeT TMNPUBECTU K
HapyLIeHWI0 LeNoCTHOCTY Nnpe3epBaTuUBa.

Cpasy nocne 3saKynauuu 1M3Bnedb NeHUc, NAOTHO MPUAEPXKMBasi NMPe3epBaTUB Yy ero OCHOBaHUS, U
aKKypaTHO CHATb Npe3epBaTuB.

Bbl6pOCI/ITb B MyCOpHO€E BeApO. He CNyCKaTb npe3epBaTnB B YHUTas.

YC/TOBUNA TPAHCITOPTNPOBKN
CneunanbHbIX YCNOBUA TPAHCMOPTUPOBKM HeT.

YCNoBUA NCIMNOJIbSOBAHUA

CreumnanbHbiX YCN0BWIA MCNOMb30BAHNA, €CAN MEeAULUHCKOE M34e/ne UCMOoNb3yeTCsa COrlacHO ero
Ha3Ha4YeHWto, MOKasaHMAM, NPOTMBOMOKa3aHWAM, CNOCOOY MPUMEHEHUS, C YYETOM BO3MOXHbIX
NOGOYHbIX 3P(EeKTOB U Mep NPeJOCTOPOXXHOCTH, HET.

YCNoBUNA XPAHEHNA N CPOK TOAHOCTU

XpaHUTb B 3alMLLEeHHOM OT Bfarm mecte npu Temnepatype 0 - 25°C. N3b6eraTb MexaHW4eckKoro
BO34EeNCTBMA N NPAMbIX COMTHEYHbIX NyYel.

Mpe3epBaTMB He [OMKEH CcOMpUKacaTbCs C HePTAHbIMWM MNpPoOAyKTaMu, ¢eHonamm u  UnX
NMPOV3BOAHLIMU, MacfamMmum HePTAHOrO0 MPOUCXOXAEHUA, OEH3MHOM, KEPOCUHOM U APYrUMU
OpraHnyYyeckKnMmn BeLLeCTBaMU.

CpoK rogHocTu - 5 ner.

OB30P YTIPABJIEHNA PUCKAMWU

B cootBetcTBMM c ISO 14971 «MeguuuHckue usgenua - puMeHeHue ynpasiieHUa puckamm K
MEeAULMHCKUM U3LeNnaM» NPOoBefeHa OLeHKa pucKa, CBA3aHHOIo C UCMOJIb30BaHNEM MELULMHCKOTO
n3genusa.
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OB30P UNCTIbITAHN N PE3YJIbBTATOB
TECTUPOBAHVWE HA BMUOCOBMECTUMOCTb

TecTupoBaHue MexayHapoAHbIA cTaHaapT PesynbTar

LINTOTOKCUYHOCTb ISO 10993-5 He60MbLUION NMM3NC KNETOK U
TOKCMYHOCTb Npu pazbasneHnmu
1:.4*

CeHcnbunnunsunpytoLlee 1ISO 10993-10 OtcyTtcTBME

[leicTBue CEHCUOUIN3NPYIOLLIETO
AecTBuS

PazgpaxatoLlee AencTeme Ha ISO 10993-10 OTcyTCTBME pasgpaxkatoLwero

Baranmile [encTBua

Pasgpaxatolee AeliCTBME Ha ISO 10993-10 OTcyTCTBME pasgpaxkatoLero

neHunc [eicTBUS

PazgpaxatoLlee feincTemne Ha ISO 10993-10 OTCyTCTBME pasfparkatoLlero

NPAMYH KULLKY AelncTaus

CuncteMHaA TOKCMYHOCTb 1ISO 10993-10 OTcyTcTBME CyYaeB
CMepPTHOCTH

*CornacHo ISO 10993-5 pesyfbTaT «3HauMTeNlbHasA WM CPefHAS LMTOTOKCMYHOCTL» CfieflyeT paccMaTpuBaTh Kak
LIMTOTOKCUYECKUIA  3(hthekT. BblIo  yCcTaHOBMEHO, YTO TUMWYHBLIA pe3ynbTaT, MOYYeHHbIi MPU  MCCNeA0BaHUM
MpesepBaTMBOB, He MOXET ObITb MPUUMHON NPO6GNEMbI PErynsapHOro MCNoAb30BaHUA MPe3epBaTVBOB MY>XUMHOW Wam
YKEHLMHONM. Ecnn pesynbTatbl Apyrnx TecToB (0ObIMHO TECTOB Ha CEHCMOMIM3MPYLOLLEE AECTBME WU pasfpaxatoLuee
[eCTBME) U CBA3AHHBIX C HUMMW OLEHOK CHMATAOTCA MPUEMNEMbIMM, TO pe3y/ibTaTbl TECTa Ha LUTOTOKCUYHOCTb CnefyeTt
paccmaTpuMBaTb B KOHTEKCTE W CuUMTaTb Mpe3epBaTVB COOTBETCTBYHOLWMM TpeboBaHuAM cTaHgapta ISO 10993
Pe3ynbTaTbl MOKa3bIBAKOT, YTO Npe3epBaTUBbI U3 HaTypasibHOro flatekca Durex Elite MoryT cumtatbes noTeHumaibHO
6ronornyeckn 6e30mnacHbIMM.

MPOW3BOACTBEHHbIV MPOLIECC
Cwm. MpunoxeHue 4

NEKAPCTBEHHAA TN PAPMALUEBTNYEBCKAA CYBCTAHLUNA,
COL4EPXAWAACA B MEANUNHCKOM U3AEJTNIN
He npumeHnmo.

NMEPEYEHb MATEPWAIOB >XMBOTHOIoO W (WIN) YEJIOBEYECKOIO
MPONCXOXXAEHNA

CocTaBHOI HaTypasbHbIA NaTekc coaepkut kasenH (0,02 +/-10 % oT ero cofepykaHus, BbIMOSHAET
(hyHKUMIO CcTabunmsaTopa), KOTOPbLIA MOXET paccMaTpuBaTbCA Kak Mpou3BOLHOe TKaHel /
MaTepunanoB XXUBOTHOIO NPOUCXOXKAEHNA, T.K. BbLLENAETCA U3 MOJIOKa.

KasenH (MOMoYHbIA 6e/0K) ABNSeTCS HaTypaibHbIM CYy6npoAyKTOM MO/oKa. OH He MMeeT HUKaKoro
M3BECTHOIO TOKCMYECKOrO BO3LEMCTBMA, XOTS OH MOXKET BbI3BaTb Peakumio y lofeid ¢ annepruei Ha
MO/IOKO. CuMTaeTcsi, YTO BO3LEVCTBME MpPe3epBaTMBOB He CO34aeT HWMKAKOro [OMOSHUTENbHOrO
puUCKa 4ns nonb3oBaTeneil Npe3epsaTyBOB.

3penve He CogepXXUT NMPON3BOAHBIX Ye/I0BEYECKOM KPOBU.

CTEPUTN3ALNA
MeauLyHCKOe U3aenue sSBsSeTC HeCTEPUbHBIM M3AENMEM 1 He NpeaHa3HaueHo /18 NocNeayHoLLei
CTEPUAM3ALN.

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



OV3AVWH NPOTPAMMHOIO OBECMEYEHWA, PASPABOTKA U BANNAALMNA
He npumeHumo.

TEXHWYECKOE OBCNTY)XUBAHWE N PEMOHT

He npumeHMMO, TaK KakK wu3fenne [OJIKHO ObIThb YTUNIN3NPOBaHO Mocne OAHOKPaATHOro
ncnonb3oBaHuA I'IOTpe6I/ITeI'IGM.

NOPAAOK OCYWECTBNEHNA YTUAUSAUNUN N YHUUTOXEHWNA
N3penve JOMKHO MCNOb30BATHCA B COOTBETCTBUM C UHCTPYKLMER MO NPUMEHEHUIO.

Mpn 6bITOBOM WMCMONL30BAHUMN WU3AeNuNe YTUNU3MPYETCS KaK ObiTOBble 0TX0Abl. He BbiGpacbiBaTh B
KaHanmsaymio.

B apyrux cnyvasx yTunmsauus npe3epBaTUBOB BbIMNOAHSAETCS B COOTBETCTBMM C MECTHbIMM
HOpMaMmu.

TPEBOBAHMWSA MO OXPAHE OKPYXAI WEN CPEAbI

Mpu NpaBUAbLHOW 3KCNAyaTaLumn, XpaHEHUN U YTUAM3AL UM Npe3epBaTUBbLI U3 HaTypasbHOro naTtekca
Durex® Elite He 0Ka3blBalT HEFaTUBHOIO BO3AENCTBUA HA OKPYXXalOLLYO Cpeay.
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MeToa ncnbiTaHus, VICI'IOI'Ib3yEMbIVI MPoOn3BOANTENEM

MpunoxeHve 1: MeToA UCNbITaHWA MO ONpefeNeHNto UIMHBbI HAKONWUTENST Npe3epBaThBa
(D8291875)

» TlogrotoBka obpasya:
0 [ponuTaHHbIN Npe3epBaTUB
Ons ucnblTaHUA WUCNOMb3yeTCs MNPONUTAHHbLIA MNpe3epBaTUB [0 CBOpaYMBaHMs.
CnepfyeT cnerka pacTsiHyTb Npe3epBaTUB ABaXAbl ANS pa3rfaXnBaHUsa CKNagok.

0 [lpe3epBaTnB B ynakoBke
MoaBUHYTL Npe3epBaTUB BHYTPU WHAUBUAYANbHON YNaKOBKWU nofanblie oT o6nactu
pa3spbiBa. Pa3opBaTb YyNakoBKY W W3BJieyb Mpe3epsBatus. He crefgyer UCMNONb30BaTh
HOXHULI NN Jpyrve ocTpble MHCTPYMEHTHI 419 BCKPbITUA YNAaKOBKN.

CnefyeT pa3BepHYTb U C/erka pacTAHYTb Npe3epBaTUB ABaXAbl ANS pasrfaxuBaHus
CKNagok. MOXHO yaanuTb CMasKy MPOMbIBAHMEM C MOAXOAALW MM PacTBOPUTENIEM.
Ecnu gns yfaneHus cMa3ku UCMNOMb30BaH PacTBOPUTENb, Nepes UCMbITaHUEM cnefyeT
BbLLEPXaTb OMNpeaeeHHbli Mepuos BpeMeHu, HEOOXOAUMBbI 415 BbICYLLVBAHNS.

e [lOMeCTUTb Mpe3epBaTMB Ha CTEPXKEHb C 3aKPYT/NEHHbIM KOHLOM AMameTpoM (25 £ 2) MM U C
MUNNMMETPOBOI LWKaNOW, HAYMHAOLWENCS Y OCHOBAHUS OT HYNSA, C 3aKPYFNEHHOro KoHLua W
0CTaBUTb BUCETb B CBOGOAHOM MOMOXEHUN NOJ BO3AECTBUEM TONbKO COGCTBEHHON Macchl.

e OTMeTUTb TOYKY COEAUHEHWUA HaKonNuTend npesepBaTMBa W CTepXKHA. CM. PUCYHOK 1 u

n3obpaxeHue 1.

OnnHa
HakonuTens

PucyHok 1. innHa HakonuTena npesepeaTuBa

I/I3o6pa>KeH|/|e 1. Touka, OTMeYeHHas B MeCTe COeMHEHNS HaKonnTens npesepeatnBa U CTEPXKHA
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e CHATb npes3epBaTMB C OTMETKON CO CTepXHA. [MONOXMUTb €ro, pasrnaguTb, NPUIOKUTH
NNHENRKY N U3MEPUTb PacCTOsHUE OT OTMETKM A0 KOHYMKA HAKOMUTENs C UCMONb30BaHUEM
Kann6poBOYHON NMHENKKN. 3anncaTtb pe3ynbTarT.

MpunoxeHne 2: MeTof WUCMbITaHUA MO M3MEPEHWUO TOMWMHbI BEHUMKa Mpe3epBaTuBa
(LAB/LT-ET/9, D8291143)

e M3Bneyb npesepBaTUB M3 YNaKOBKWN MAN UCMOMNb30BAaTb BbICYLUEHHbI Npe3epBaTUB U
OCTOPOXHO pacTAHYTb ero.

e MV3mepnTb TONUWMHY BEHUYMKA C UCMONb30BAHMEM TONLLMHOMEpPA C TOYHOCTbIO MOKa3aHWiA B
0,01 mm.

e T[1OoBTOPUTbL U3MeEPEHME elle 2 pa3a.

* Heo6xogumMo BbIMNONHUTbL BblYUCNEHUE cpeaHero nokasatenda TONWWHBI BEHYMKa KaXAoro
OTAENbHOIO MnpesepBarmBa.

MpunoxeHve 3: MeTo4 WCMbITaHUA MO OMPefesieHnto Maccbl CyxOro npesepsaTvBa C
OnyApuBaloLMM MaTepuasioM U CMaskoW (4N M3BMIeYeHHbIX W3 MepBUYHOM YNakoBKW /
(ho/1br) 1 Macchbl NpesepBaTnBa B NepBUYHON ynakoBke (D8291956)

e B3BecuTb NpesepBaTUB B NEPBUYHON ynakoBKe/@onbre u 3anucatb maccy (W1).
* B3BecuTb YNCTYH CYXYyto YalKy MeTpyu n 06HYNUTL MacCy Tapsbl.

e TloABMHYTL MNpe3epBaTWB BHYTPU WHAMBMAYaNbHOW YNaKoBKW mMojanblwe OT 06/acTu
paspbiBa. PasopBaTb YMakoBKy. He cnefyeT MCMOMb30BaTb HOXHWLbLI UMW Apyrue OCTpble
WHCTPYMEHTbI 4151 BCKPbITUS YNAaKOBKMU.

. OCTOpO)KHO n3BneYbL npesepBatns M3 OTKprTOi/lI ynakoBKW "3 (*)Oﬂbl'l/l C ncnonb3oBaHnem
CYXnX N YUCTbIX WMNUOB U MOMECTUTb Ha YallKy I‘IeTpM. 3anucaTtb MacCCy npesepBaTunBa
(W2).

« Tleped wcnbiTaHWeM cneaytollero o6bpasya HeoO6GXOAWMO YAOCTOBEPUTHLCA, UTO LWUMLbI U
yawika MeTpu cyxme u YUCThIE.

* Macca nepBuyHOI ynakoBku / (onbrm M OCTaBLIMXCH NOCNE WM3BNeYEHWUA MpesepBaTmBa
cMa3ku n onyapuearouero matepnana (W3) = Wl - W2,
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MpunoxeHwve 4
MPON3BOACTBEHHBLIV MPOLECC
TEXHOJTIOTNYECKAA CXEMA N3TOTOBNEHUA MN3AENNA
Norotun: Pekntt BeHKusep PROD PF/1 Bepcusi 3.0

34opoBbe. 'nrneHa. Jom
OB30OP KOHTPONA TEXHONOIMMYECKOTIO NMPOLECCA

CbIPbl- BbIAEP>KVBAET HET

"MAKOBOUHBbII- u. NCMbITAHVE 30HA MPIBLIANVLT BO3BPAT
MVI1PHVIDI ~  —TTTT » < JAB KAPAHTUHA MPP N3N MOCTABLLVKY

BblAEPXKVBAET
CKNAL VCMNbITAHME

HE
BbIAEP>XVBAET
NCMbITAHNE

TJ
3PAK

CKNAL,
MPOMEXXYTOY
HOro
XPAHEHWA

HE

BblAEP>XVBAET
NCIMbITAHNE HE BbIAEP>XVIBAET BbIAEPXXWVBAET

NCNbITAHVE VCMNbITAHME

" OTMNPABWTb HA KAPAHTUH U
YBEAOMWTb PYK MO OBECMEYEHMIO
KAUECTBA, PYK MP-BA W/OLW
3AVNHTEPECOBAHHBIE NINLIA /151
OLIEHKM CUTYALN U MPUHSATUSA
HALUTEXXALLMX KOPPEKTVIPYHOLLLAX
LEVICTBAM

POC = KOHTPO/Ib Ka4ecTBa B XOZe MpoLiecca
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YTBepXaeHo:

JHapto BpayHxunn (Andrew Brownhill)

MeHeg)Kep no perucTpayumn rnobanbHOro perynsaTopHoro oTaena
[ata: 1ceHTA6pa 2021 r.

Moanuck: /nognuce/

AKCIMNYATAUNOHHAA OOKYMEHTALNA
(MIHCTpYKUMSA N0 NPUMEHEHNIO)
HA MEOVNLUMNHCKOE U3AETNE
Npes3epBaTuBbI U3 HaTypasibHOro fnatekca Durex® Elite

\Y

PeknTT BeHkTep Xencksap (FOK) 1Ta., CoegnHeHHOe KoponeBCcTBO
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HAWMEHOBAHWE MEANUWHCKOIO N3AENNA
Mpe3epBaTuBbl N3 HaTypanbHOro natekca Durex® Elite

MPON3IBOAUNTEND
«Pekntr beHkunsep Xencksap (KOK) Nta.», 103-105 bat Poya, Cnay, bepkwwnp, SL1 3UH, CoeanHeHHoe

KoponeBcTso.

MPON3BOACTBEHHAA MNOWALOLKA™*

«9cocadn ManydakTtypuHr (Tamnaug) ita.», Benarpoy MHpgactpunan 3cteint 96 & 100, Moo 5, baHrHa-
Tpag Poyn KM.36, baHrcamak, baHrnakoHr, YavoeHrcao, 24180, TannaHg,;

«UnHgao JNloHgoH [Atopekc Ko Jita.», Ne 1-13 LWaHma Mapt, AogoHr Poya, Xait-tek WHpacTpuan
[esenonmeHT 30yH, LlnHgao Cutun, nposuHumns LanbayH, Kutaii;

00O «Pekuntr beHknsep», Poccusa, Mockosckasa obnacte, 141600, r. KnuH, yn. TepewkoBoii, a. 1.

*YHhopMaLms 0  MecTe npou3BoACTBA  NpeAcTasneHa Ha  BHELLHel CTOpOHe
BTOPWYHOI/NOTPEOUTENLCKOM yNakoBkM B hopMaTe «CTpaHa NpoucxoXKaeHus: [cTpaHa]»

YMNONHOMOYEHHbLIN NMPEACTABUTENb MPOVN3BOANTENS
00 «Pekutr beHkunsep Xanckap», Poccus, 115114, r. Mocksa, LWL nto3osad Hab6., 4. 4, aT. 3.
en.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

HA3HAUEHVWE MEOVWUWMNHCKOTIO U3AENWNA

Mpe3epBaTMBbl MPUMEHAOTCA B KauyecTBe 6GapbepHOro CPeAcTBa KOHTpaUenuuu Ans npeaoTBpalieHus
HeXenaTeNbHON GEPeMEHHOCTM U ANs 3awWuThl 0T BUY n gpyrux 3ab6onesaHunii, nepegatoLuxcs noaoBbim
nyTem.

MOTEHUWANBHBIE MOTPEBUTENVN MEOAVUMUWMHCKOIO N3AENWNA
MegununHcKoe n3jenne npejHasHayeHo A/ MCNOb30BaHNA HenpomeccnoHanamu.

COCTAB N OMMNCAHVNE MEOVNUWMHCKOIO U3O4ENNA
Mpe3epBaTVBbLl U3rOTOBMEHbLI U3 HATYPaNbHOr0O NaTekca, C CUIMKOHOBOW CMa3Koli, rnaakue, 6eclBeTHbIE,
aHaTOMMYecKoli (opMbl, C HAKOMUTENEM.

OCHOBHbIE TEXHNWYECKWE XAPAKTEPUCTUNKW
HomuHanbHblie pasMepsbl: gnnHa —195 mm, wnpnHa —b6 MMm.

OMNNEKT NOCTABKU MEANUWNHCKOIO N3AENNA**
MegnunHCcKoe m3genne nakyeTcsa BO BTOPUYHYKO/NOTPe6UTENbCKYO YNakoBky no 3 wrt./yn., 12 wTt./yn.
unn 18 wT./yn. ConpoBOXJaeTcs WHCTPYKUMel Ans notpebuTteneil, kotopas MOXeT 6biTb BOXeHa B
YyNakoBKY UKW HaneyaTaHa Ha BHYTPeHHel CTOpOHe U/MAn BHELWHeR CTOPOHE YNaKoBKU.

**KONNYECTBO MPe3epBaTUBOB YKA3aHO Ha BHELLHE CTOPOHe BTOPWUYHON/MOTPE6UTENbCKON YNaKoBKY,
WHCTPYKUMS A7 NOTPeGuUTeneil HaneyaTaHa Ha BHyTPeHHell CTOPOHE BTOPWUYHON/MOTPEGUTENLCKON

YNakKOBKUN

MAPKWNPOBKA

Ha KaXaoh nHanBmnayanbHON ynakoBKe HaneyaTaHa cnejytouias nHhopmayns:
- TOproeas Mapka;

- Homep cepun (LOT);

- flaTa OKOHYaHUsA CpoKa rofHoCTHU.

CUMBO/bI, UCNONb3YyEMble 4151 MAPKMPOBKMU, N UX 0603HaYEHUE:
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MogeH go/Mcnonb3oBaThb A0

Howmep cepun

L j
[ononHuTensHas MHGOPMaLMsS MOXET ObITb HaneyaTaHa Ha MHAVBUAYa/IbHOV YNaKOBKe, BK/IKOUas CChbIIKM
Ha MeX/yHapoaHble CTaHAAPTb!.

Ha BHeLLHeln CTOpoHE BTOPUYHOI/NOTPEOUTENLCKOW YNAaKOBKIN HarevaTaHa cneayrowas MHpopMaums:

- onuncaHue npesepsaTBa (LBET, TUN KOHYMKA, PE6PUCTOCTD);

- KONMYECTBO NPe3epBaTMBOB B MOTPEOUTENLCKON YNAKOBKE;

- HOMVHaNbHas ANNHa NPe3epBaTMBa;

- HOMUHaNbHas LUMPUHA Npe3epBaTBa;

- YKasaHue 0 TOM, YTO Npe3epBaTiB CO CMAa3KOW;

- YKasaHue 0 TOM, 4YTO CMa3Ka He COEPXXUT CnepMmuma;

- YKasaHue, YTO Npe3epBaTuB COAEPXKMT HaTypasbHbI/ NaTeKc;
yKa3zaHus No XpaHeHUIO;

- HAMMEeHOBaHWe 1 afipec NPOVN3BOANTENS;

- CTpaHa NPOUCXOXAEHWS (EC NPUMEHNMO);

- HOMEp Cepuu;

- fjaTa OKOHYaHMs CPoKa roAHOCTW.

CunmBonsl, ncnonb3yemble A5 MapKUPOBKK, N UX 00603HaveHue:
1 FogeH po/Ncnonb3oBaTb 40

w 2 u
r Howmep cepun
LOT
L
r@m CofepXUT HaTypanbHbI naTekc

J
JononHutensbHas l/IHq;)OpMaLWIFI MOXeT OblTb HaneyaTaHa Ha BHELHIOW CTOPOHY BTOpW-IHOVI/

ﬂOTpEGI/ITEfIbCKOVI ynakKoBKU, BKNKO4Yaa CCbLUKN Ha MeXAYyHapoAHble CTaHAapThI.

Ha BHelIHeA WAM BHYTPEHHei CTOPOHe BTOPWUYHOI/ NOTPEOUTENbCKON YMaKOBKU W/MAM BKNafbllle
COAEPXUTCA cnefytollas nHpopmalms:

- HaMOMMWHaHWE 0 HEeOOXOAMMOCTM aKKypaTHOro obpalleHus ¢ npe3epBaTUBOM, BKIOUYAs €ro U3B/eyeHme
13 YNaKoBKW;

- MOKa3aHus, NPOTUBOMOKa3aHWs, Mepbl MPeAOCTOPOXXHOCTU, BOSMOXHbIE NO6OUYHbIE 3PGEKTHI;

- cnocob NpUMeHeHUS;

- HE06X0AMMOCTb Y/aneHns npes3epBaTMBa cpasy Nnocse CEKCyanbHOro KOHTaKTa;

- HE06XOAMMOCTb UCK/TIOUYEHUS CMa30K HENDTSHOTO MPOUCXOXKAEHUSA U HA MACNSIHOW OCHOBE;

- He06X0AMMOCTb NCNOMb30BaHNA 6€30MacHO AONOMHWUTENBHON CMa3KK, ecnu aTo TpebyeTcs;

- He06X0AMMOCTb KOHCynbTalUUM €O cneymasucTom Mo BOMPOCY COBMECTMMOCTM npe3epBaThBa C
NeKapCTBEHHbIMU CPeACTBaMU MECTHOIO MPUMEHEHUS;

- UHCTPYKUMS MO YyTUAMU3ALUMN NCNOMNb30BAHHbIX NPe3epBaTUBOB;

- Npe3epBaTMBbI A5 0[]HOPA30BOr0 NCMOMbL30BAHNSA.
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MOKA3AHWA
- MpefOTBpaLLEeHNEe HEXeNaTelbHOW BepeEMEHHOCTN;
- 3aWwmTa oT BUY u gpyrux 3abonesaHunid, nepejatoLwuxcs noaoBbIM NyTEM.

MPOTNBOIMOKA3AHNA
MoBbllLEHHAs YYBCTBUTENbHOCTb WM anieprus K n06GOMYy W3 KOMMOHEHTOB, BXOAAWMX B COCTaB
npesepeaTmBea.

MEPbI MPEAOCTOPOXHOCTW

HapeBaTb npesepBaTuMB [0 TOro, Kak TMEHUC KOCHeTcs Tena napTHepa. 3T0 MOXET MNOMO4Yb B
npefoTBpaLLEeHUN HACTYNNeHns 6epeMeHHOCTU M BO3MOXHOCTM Nepefauyn 3aboneBaHuWii, nepefatoLLinxcs
nonoBbiM nyTem. [poBepuTb CPOK FOAHOCTW Mpe3epBaTvBa Ha ynakoBKe nepej Mcrnonb3oBaHuem. He
MCMNONbL30BaThb MNpe3epBaTMB MO MCTEYEHUM CpoKa rogHocTu. Ecnm  uHAmMBMAyanbHas ynakoBKa
nospexgeHa, nMb6o O06Hapy>XeHOo YyxyjlleHWe CBOWCTB Mpe3epBaTvMBa, BbLIOPOCUTbL Npe3epBaTUB U
MCNO0Nb30BaTb HOBbIV U3 HEMOBPEXAEHHON YNAaKOBKN.

Mcnonb3oBaTb CMasKy, KOTopasi PEeKOMeH[oBaHa ANs WCMOMb30BaHUS C npesepBaTuBamMu. CMasKu
HE(TAHOTO NMPOMCXOXAEHUS U Ha MacNsHOW OCHOBe (Hanpumep, Ba3eflnH, AETCKOe Macno), HEeKoTopble

17 ||"eccapum, a TakK)Ke HEKOTOPbIE NIEKAPCTBEHHbIE CPeACTBA MECTHOIO NMPUMEHEHMUs, KOTOpble HAaHOCATCA Ha
MeHUC UK BBOAATCA BO BNaranuile, MoryT noBpeiuTh Npe3epBaTuB.

MpeKpaTUTb WCMOMb30BaHME Npe3epBaTMBA MPU OWYLWEHUN AUCKOM®OPTA WU pasgpaXkeHus BO BpeMs
MCNoNb30BaHNA Npe3epBaTUBa.

MpPOKOHCYNbTUPOBATHLCA CO CMELUANIUCTOM:

- 0 COBMECTUMOCTM NpPe3epBaTUBOB C APYTMMU KOHTpaLenTuBamu;

- MPU UCNONb30BAHUW JIEKAPCTBEHHOrO CpPeAcTBa MECTHOro MPUMEHEHUSA, KOTOPOe HAHOCUTCA Ha MeHUC
NN BBOAMTCHA BO Bflaranuuye; ’

- ecnun pasgpaxeHune/ [UCKOMMOPT COXPaHAOTCA MOC/ie MCNONb30BaHWUA Npe3epBaTuBa,;

- eCNM Bbl He YBepeHbl, eCTb /1N Y BaC affeprus Ha faTekc;

- ecnu npesepBaTMB NPOTEKaeT WAW MOPBAJICA BO BPEMA ero MUCMonb30BaHWA (CAenaTb 3TO KaK MOXHO
CKopee B TeYeHue 72 4acos).

Ons aHanbHOro cekca UnKM B cyyae HEOGXOAMMOCTM UCMONb30BATb AOMNONHUTENbHYI0 CMa3Ky Ha BHELLHEN
CTOpOHE npe3epBaTMBa.

pe3epBaTUBbLI MOTYT NPeACTaBAATb ONACHOCTb YAYWbsA. XpaHUTb B HEAOCTYNHOM ANS feTeli MecTe.
Ecnun npesepBaTuB UCNONb3yeTCs CHavana 415 OpanbHOro cekca, ANs APYrnX NocnefyroLnx BUAOB CeKca
cnefyeT UCNONb30BaTb HOBbI Npe3epBaTyHB.

Mpe3epBaTUB MpeAHa3HauyeH TOMbKO ANA 04HOPA30BOr0 WCMNONb30BaHWsA. [MOBTOPHOE WCMNO/Mb30BaHMeE
MOXET MPUBECTU K HapYLIEHWIO LLeIOCTHOCTY Npe3epBaTBa N YBENUYNUTL PUCK Nepeaadn UHPeKLun.

Hu ogvMH ©3 MeTO40B KOHTpauenuuum He MOXeT rapaHTupoBaTb 100% 3awuTbl OT HeXenatenbHOW
6epeMeHHOCTM, BUY unun apyrux 3abonesaHunid, nepejatoLwnxcs nosioBbIM NyTeMm.

BO3MOX>XHbIE NMOBOYHbIE SO PEKThI

Mpe3epBaTuBbl M3rOTOBNEHbI W3 HaTypaibHOro naTekca, KOTOPbIWA, TakK >Xe Kak W N060A KOMMOHEHT
npesepBaTMBa, MOXET BbI3BaTb aN/epPruyecKylo peakuuto, BKAOYaA aHaMNAKTUYeCKW LWOK, ecnn y
noTpebuTens anneprusa Ha natekc.

Crnocob NMPMMEHEHINA
HagopBaTbh YNaKOBKY CO CTOPOHbI 3y6UaTOil KPOMKM M aKKypaTHO 06pallaTbCcs C Npe3epBaTUBOM, T.K. €ro
MOXHO MOBPeANTb HOFTSMU U OCTPLIMMW MpPeAMETAMU.
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NpoBepuUTb, YTOGbLI Mpe3epBaTWB Oblfl CBEPHYT Hapyxy. CAaBMB HaKonuTeNb HafeTb Npe3epBaTUB Ha
rONOBKY 3pernpoBaHHOro neHuca. PassepHyTb Npe3epBaTMB N0 HanpaB/ieHWO K OCHOBaHMIO neHuca. Ecnu
npesepBaTWB He pa3BOpaynMBaeTcs, 3HAYUMT OH CBEPHYT B 06paTHYyl CTOPOHY. BbIGpocuUTL ero u
MCNoNb30BaTh HOBbIA. OCTAHOBUTLCA W MPOBEPUTH MPW OLYLLEHWW COCKanb3blBaHUA Mpe3epBaTUBa WUW
YpPe3MEpPHOro CXMWMaHWUs WM MeHWca, MOCKONbKY 3TO MOXEeT TMPWBECTM K HapyLeHWU LeNoCTHOCTH
npesepBaTuBa.

Cpasy nocne 3sikynsiuum WU3BNeYyb MNEHUC, MNNOTHO MPUAEPXUBas Npe3epBaTUB Yy €ro OCHOBaHUA, U
aKKypaTHO CHSTb Mpe3epBaTuB.

Bbl6pocuTb B MyCcOpHOe Beapo. He cnyckaTb npe3epBaTUB B YHWUTA3.

YCNOoBUA XPAHEHWNA N CPOK TOAHOCTWU

XpaHUTb B 3allMUEHHOM OT BfAarm MecTe npu Temnepatype O - 25®C. M3b6eraTb MexaHM4YecKOro
BO3JEACTBMA N MPAMbIX COMHEUYHbIX NyYel.

Mpe3epBaTUB He AO/DKEH COMPUKAacaTbCA C He(TAHbIMWU MPOAYKTamMu, PeHonamu U UX NPOU3BOAHbLIMY,
mMacnaMu HeTSHOTO NPOMCXOXAEHNS, 6EH3MHOM, KEPOCUHOM U APYTUMU OpPraHMYeCKMMU BeLLecTBaMu,
PPOK rofHOCTM - 5 ner.

NEKAPCTBEHHAA TN PAPMALUEBTUYEBCKAA CYBCTAHLUWA, COAEPXKALWAACA B
MEAVWUWVWHCKOM MN3OAENNN
He npumeHunmo.

MEPEYEHDb MATEPUNANOB XMWBOTHOTIO 7 (nnwn) UEJTOBEUECKOTIO
MPONCXOXOEHWNA***

CocTaBHOW HaTypaNibHbI naTtekc cofep>Xut kaseuH (0,02 +/-10% oT ero cofepXaHwus, BbIMNOMHAET
GhyHKUMIO cTabunusatopa), KOTOPbIA MOXET paccMaTpuBaTbCA Kak NPOM3BOLHOe TKaHei/ matepuanos
XXVWBOTHOTO NMPOUCXOXAEHUS, T.K. BbLLENAETCA U3 MOJIOKA.

KasenH (MOMOYHbLI 6enoK) ABnseTCAa HaTypa/bHbIM Cy6npoayKToM Monoka. OH He MMeeT HUKAKOro
M3BECTHOrO0 TOKCMYECKOro BO3JelicTBMA, XOTA OH MOXET Bbi3BaTb peakuuto y nwojeii ¢ anneprueii Ha
MO/I0KO. CunTaeTcs, YTO BO3JelCTBME NPe3epBaTUBOB He CO3/4AeT HUKAKOro AONONHUTENbHOTO pucka Ans
nosib3oBaTeneli Npe3epBaTUBOB.

N3penne He cOfepXUT NPOU3BOLHLK YETOBEYECKON KPOBU.

***MpedynpedkaeHne 0 BO3MOXKHOM MOGOYHOM 3dhdheKTe B BuAe anepruyeckoil peakuum un3'3a
'HATYpa/IbHOrO NaTeKca, COAEP>KALLErocs B COCTaBe MeAULMHCKOTO W13aenns, BbIHECEHO Ha BHYTPEHHIOH
CTOPOHY BTOPUYHON/MOTPEBUTENLCKOI YNaKoBKY

CTEPNITN3ALNA
MeauuMHCKoe U3Aenne SBNSETCA HECTEPUIbHBIM U3AenveM W He NpeAHa3HayYeHO ANS MOCneAyrouleit

cTepunnsauuu.

MCMNOJNTb3OBAHUWE C APYTUMUN MEANUVNHCKUMWN N3AENNAMN****
Ons npefoTBpalleHUs WHGMeKuWit, nepefatouiuxcs MNONOBbIM MNyTeM, W 6GepeMeHHOCTM npe3epBaTHBbI
MOTYT WCMONb30BaTbCA KakK CaMOCTOATENbHOE MeAWLMHCKOe U3Aenne 1 He npeAHasHauyeHbl ANS

MCMOMb30BaHUA B COYETAHUMN C APYTUMN MEAULUHCKUMUN U3LENUAMMU.
OAHako B cnyyae Heo6XoAMMOCTM MOTPeGUTENN MOFyT MCMO/Mb30BaTb NpPe3epBaTMBbI B COYETaHWUU CO

CMa3KaMM/ﬂy6pMKaHTaMM, KOTOPbI€ COBMECTUMBbI C nNpe3epBaTnBamMmu.

****peKOMeHAALUMst  UCMOMb30BaTb  NpPU  HEOBXOAMMOCTU  COBMECTUMYD C  MpesepBaTuMBaMY
CMa3Ky/ny6prKaHT BbIHECEHA HA BHY TPEHHIOK CTOPOHY BTOPUYHOI/MOTPe6UTENbCKOI YNaKoBKM
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YCTAHOBKA, TEXHNYECKOE OBC/NTY XUBAHWE, KAJTNBEPOBKA
He npumeHnmo

OUNCTKA, AESNHPEKUUNA, CTEPUNINSALUNA MEONUNHCKOIO U3AENWA
He npumeHumo.

MEXAOYHAPOOHBIE CTAHOAPTDI
ISO 13485
ISO 14971
ISO 4074

M EP bl MPEAOCTOPOXHOCTMW, MNMPEANMPUHNMAEMBbIE MOTPEBUNTENNEM MnPn
YTUNNMN3IAUMMN MEANLUMHCKOIO M3AENTNA

MpesepBaTuBbLI W3 HaTypanbHOro natekca Durex Elite cnegyeT BbiGpacbiBaTb B MycopHoe Befgpo. He
cnefyeT cnyckaTb Npe3epBaTyBbl B YHUTA3.

OATA BbIMYCKA / MOCNEAHETO MEPECMOTPA 3KCI'II'IYATALI,I/IOHHOI7I
NOKYMEHTALWU

MeauunHCcKoe wn3fenne CcoAepXuUT MHGOpPMaLM O MociefHeM nepecMoTpe/ nocneAHeid pepakuun
HCTPYKLUM MO NPUMEHEHUIO.

MOPAAOK OCYWECTBNEHNA YTUNTN3AUNN N YHNUTOXEHUNA

N3penve 4OMKHO UCNOMb30BATLCA B COOTBETCTBUM C MHCTPYKLME NO NPUMEHEHUIO.

Mpn 6bLITOBOM WCMONL30BAHWWM W3AeNve YTUNM3NPYeTCs KakK 6GbiTOBble OTXOAbl. He Bbli6pacbiBaTb B
KaHanmsaymio.

B Apyrux cnyvasx yTuansayus npe3epBaTvBOB BbIMOAHAETCSA B COOTBETCTBUM C MECTHBIMU HOPMaMMU.

TPEBOBAHWMA MO OXPAHE OKPY)i(AlOLI.I,EI7I CPEAbI
Mpy NpaBUAbHOW 3KCMAyaTauWW, XPaHeHWW W YTUAKW3ALMM Mpe3epBaTUBbI M3 HATypanbHOro faTekca
Durex'™ Elite He 0Ka3blBalOT HEraTUBHOTO BO3/AEWCTBUS Ha OKPYXXatoLLyto cpeay.

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



NPUIoXeHNe K SKCM/yaTalMoOHHOW
[AOKYMEHTaLMM Ha MeaVLMHCKOe 13enme
«[MpesepBaTUBbI 13 HATYPasIbLHOIO NaTekca

Durex® Elite»

NHdopmayma
0N MeYaTy Ha BHY TPEHHEN CTOPOoHe
BTOPUYHOM/MOTPebUTEeTbCKON yNakoBKN
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| e s 2 WL E 3 .USM 4.
Meped MWCNONb30BaHWEM BHUMATENbHO MPOYMTATb WHCTPYKLMIO, OCOGEHHO €eCNM npe3epBaTUBbI
|/|C|-|Oﬂb3y|'OTCf'| ,ﬂ'ﬂﬂ Opaanoro NN aHa/lbHOI 0O CeKca.

HageBaTb npe3epBaTMB [0 TOr0, KakK MeHWC KOCHETCH Tena napTHepa. JTO MOXET MNOMOYb B
npeAoTBpalleHNn HacTynjaeHnss 6epeMeHHOCTI U BO3MOXHOCTW nepefayn 3ab6oneBaHunii, nepeaaroLynxcs
MONOBbLIM NYTEM.

BHUMAHWE: TllposepuTb CpPOK rogHOCTM Mpe3epBaTMBa Ha YNakKOBKe mMepej uUcnonb3oBaHuem. He
MUCcrnonb3oBaTb MNpes3epsBaTMB MO WUCTEYEHUW CpOKa TrofHoCTU. Ecnu  uHAMBUAYyaNnbHaa YynakoBKa
nospexpaeHa, nNMbo O0OHapy>XeHO YyXyflleHne CBOWCTB nNpe3epBaTuBa, BbIOPOCUTL Mpe3epBaTuB U
NCMONb30BaTb HOBbIA N3 HEMOBPEXAEHHON YyNaKoBKMW.

HA3HAUEHWME/ MOKA3AHWA

Mpe3epBaTBbl MPUMEHAIOTCA B KayecTBe 6apbepHOro cpefcTtBa KOHTpauenuuu Ans npefoTBpalyeHus
HeXxenaTtenbHOW G6epeMeHHOCTU U And 3awnTtbl oT BUY un gpyrux 3aboneBaHnil, nepefaroLimxca noaoBbim
nytem. MeguumnHcKoe nsgenne npegHa3Hav4eHo ana MCNONb30BaHUA HenpodeccnoHanamum.

Cnocob NPMMEHEHNA
1. HagopBaTb yNnakoBKY CO CTOPOHbI 3y64aToil KPOMKM U aKKypaTHO o6paliaTbCs C Npe3epBaTUBOM, T.K.
ero MOXHO MOBPeAnTb HOTTAMU WU OCTPLIMMW NpeAMeTaMu.

2. MpoBepuTb, YTOGLI Mpe3epBaTB Gbll CBEPHYT HapyXy. CAaBMB HaKONUTeNb HafgeTb Mpe3epBaTUB Ha
rON0BKY 3pErvpoBaHHOro neHmca.

3. Pa3BepHyTb nNpe3epBaTMB MO HaNpaBfeHWIO K OCHOBaHWIO neHucy. Ecnn  npesepBaTuB  He
pasBopaynBaeTCs, 3HAYMT OH CBEPHYT B 06paTHYK CTOPOHY. BbiGPOCUTbL €ro U MCNOoMb30BaTb HOBbINA.
OCTaHOBMTBLCSA M MPOBEPUTL MPM OLYLLEHUN COCKaNb3blBAHWUA Npe3epBaTMBa UM YPE3MEPHOTO CXXUMaHUA
MM NeHuca, NOCKOJIbKY 3TO MOXET MPUBECTW K HapyLUEHUIO LEeNOCTHOCTM Npe3epBaTmBa.

Cpasy nocne 3aKynauuu u3Bneyb MNeHWUC, NJAOTHO NPUAepXXusad nNpesepBaTUB Yy ero OCHOBaHUA, U
aKKypaTHO CHATbL npes3epBaTuB.

4. BbIGpOCMTb B MyCOpHOE BeApo. He cnyckaTb Npe3epBaTuB B YHWUTA3.

)

ONs aHanbHOTo CeKca UM B ciyyae He06X0AMMOCTM UCNONb30BaTh LONONHUTENbHYIO CMa3Ky Ha BHELLHEl
CTOPOHe Npe3epBaTuUBa.

Mpe3epBaTVBbI MOTYT MPEACTAaBAATbL OMNACHOCTb YAYLWbA. XPaHUTb B HELOCTYNHOM AN4 ,U,ETeﬁ MecCTe.
Ecnv npesepsaTtuB MCMNONb3YEeTCA CHayana Ang opanbHOro Cekca, 415 APYruX nocnefyowmnx BuLoB cekca
cnengyet Mcnosb3oBarb HOBbIA npesepBaTue.

Mpe3epBaTUB NpefHa3sHayeH TOMbKO ANS OJHOPA30BOr0 WUCMONb30BaHWA. [MOBTOPHOE WCMOMb30BaHUe
MOXXET MPUBECTU K HapYLUEHWIO LLeNIOCTHOCTM Npe3epBaTMBa UM YBENMUYUTb PUCK Nepeaaun nHGekLmm.

MPOTNBOIMOKA3AHNA
MoBbIWeHHAA YYBCTBUTENbHOCTb WM anneprus K no6oMy M3 KOMMOHEHTOB, BXOAAWMX B COCTaB

npesepBaTuBa.

BO3MOXHbIE NMOBOYHbIE SOPEKTDI

Mpe3epBaTUBbLI M3rOTOBMAEHbl M3 HATypanbHOro flaTekca, KOTOPbIA, Tak e Kak M Nto60/i KOMMOHEHT
npesepBaTMBa, MOXeT Bbl3BaTb afNepruyeckyto peakuuto, BKAOYas aHaDUNAKTUYECKUIA LIOK, ecnn y
noTpe6uTens anneprus Ha naTekc.
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MEPBI MPEAOCTOPOXHOCTW

Mcnonb3oBaTb CMa3Ky, KoTopas peKOMeHAoBaHa fAnd WCNOMb30BaHMA C npesepBatuBaMu. Cmasku
He()TAHOro MPOUCXOXXAEHMA M HA MACNSHON OCHOBe (Hampumep, Ba3enuH, AETCKOE Macno), HEKOTOpble
neccapuu, a Tak)Xe HEKOTOPble NeKApCTBEHHbIe CPeAcTBa MECTHOIO NMPUMEHEHNS, KOTOPble HAHOCATCA Ha
MeHNC U1 BBOAATCA BO Blaranuile, MoryT NoBpeauTb Npe3epBaTymB.

MpekpaTWTb MCMONb30BaHME Mpe3epBaTVBa MPU OWYLWEHUN AUCKOMGpOPTA WAN pasfpakeHns BO Bpems
1CNo/Mb30BaHMA Npe3epBaTMBA.

MPOKOHCYIbTMPOBATLCA CO CNELMNaINCTOM:

*0 COBMECTUMOCTMW Npe3epBaTUBOB C APYTMMUN KOHTPaLenTusamm;

E[pY MCNONb30BAHUMN NEKAPCTBEHHOrO CpefcTBa MECTHOro MPUMEHEHMUA, KOTOPOe HaHOCUTCA Ha MeHuc
W1 BBOAUTCA BO BNaraauLue;

*eC/n pasfpaxeHue/ AUCKOMMOPT COXPAHAKTCA MOC/e UCNONb30BaHUSA NPe3epBaTuBa;

*eC/N Bbl HE YBEPEHbI, eCTb /1N Y BAC affieprns Ha natekc;

meC/M npes3epBaTMB MPOTEKAeT WKW MOPBANCA BO BPEMSA €ro UCMofb30BaHWUA (CAenatb 3TO KakK MOXHO
CKopee B TeYeHUe 72 4acoB).

M 0oAMH U3 MEeTOAOB KOHTpauenuuum He MOXeT rapaHTupoBaTb 100% 3aWuTbl OT HeXenaTenbHOW
"6epemeHHOCTU, BUY nnn apyrux 3aboneeaHuii, nepegatonxcs nosoBbIM NyTeEM.

LlaTa nocneaHeii pefakuym UHCTPYKLNK:
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nepesogunk AiinosH lasna Meoprmesuny noannmcCb

Poccuinckas depepauns
"opog Mocksa
MATHagUaTOro CeHTAGPA ABe ThiCAYM ABafLaTb MNEPBOro roga

A, Mownceesa Jlunua BnagumunpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOAIMHHOCTbL NoAnNucK nepesoaumka AiinosHa [asmga Meopruesnya.

Moanuce caenaHa B MOEM NPUCYTCTBUMN.

JINYHOCTb NOAMNMCaBLUIErOo JOKYMEHT YCTaHOB/IEHA.

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

YnnayeHo 3a COBepLUeHUe HoTapuanbHoro geincteus: 400 py6.

NoANM1Cb Mep6oBasi neyatb Mep6oBas nevatb
HoTapuyca r. MockBsbl HoTapuyca r. MocKBbl
Mowceesoii J1.B. Mowceesoin J1.B.

J1.B.MowuceeBa

Bcero NpoLHypoBaHo, NPOHYMEepPOBaHO U CKpenneHo neyatblo S3 nnuct(-a,-oB).

noAarCb 1.B.MowuceeBa
PoccuiickaalTaw
Mopog Mockea ~  \ : > 3

MATHAALATOr0 CEeHTS6pPA ABe ThicAMU ABaALATbL NepBoro r™*a

A, Mouceesa Jiunua BnagumupoBHa, HoTapus/ pola MogjpBii, cBUAeTenbLCTBYIO
BEPHOCTb Kon*»«T1pca”aBNeHHOTo MHe AJOKYMEHTA.

XpewcTtpuposaHo B pBecTpe: Noe 50/995-H/77-2021-
it
AYNNavyeHo 3a COBEPLUEHN HOTAPUANBbHOTO py6. 00 kon.
/" N1.B.MowuceeBa
Bcero npowHypoBaHo, npoHymeposaHo 1 ckpenneHo ne” 1o LI3 nuct(-a,-os).

J1.B.MowuceeBa
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