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BE IT KNOWN that | Laura Anne Pawley, Mezzanine Floor, Epsom ~uare, Epsom, Surrey,
KT19 BAG, a duly authorised Notary Public, duly admitted, sworn and practice throughout
England and Wales.

CERTIFY ONLY that Brian Michael Howes, a United Kingdom Citizen, who is well known to
me, who, is duly authorised by Samantha Neilson of Reckitt Benckiser Healthcare (UK)
Limited ('the Company') to represent them In this matter, has today caused the annexed
Technical File for Contex Extra Sensation 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 said document is
atrue electronic copy of the original document.

SIGNED and sealed at Mezzanine Floor, Epsom Square, Epsom, Surrey, KT19 BAG on the 18
March 2022.
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UStOKIT

TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE

Contex® Extra Sensation natural rubber latex condoms

ReckittBenckiser Healthcare (UK) Ltd, UK
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NAME OF THE MEDICAL DEVICE

Contexd) Extra Sensation natural rubber Jatex condoms.

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 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-sterile.

MEDICAL DEVICE DESCRIPTION
Contex® Extra Sensation natural rubber latex condoms are colorless, with ribbed and dotted structure,
anatomic shape, teat ended, in silicone lubricant. Made from natural latex.

TECHNICAL CHARACT ERISTICS

Technical parameter

Condom length, mm

Condom width, mm
(measured at 30 mm from
e bead)

Teat length, mm

Thiekness, mm

Bead thickness, mm

Condom weight (after
removed from the primary
package, W2), g

Elongation, %
Elongation, % (aged)
Tensile strength, mPa

Tensile strength, mPa (aged)

Freedom from holes

Specification

195+10

56+2

Min 11

Not applicable to texture
condoms

12

2.64 0.5

Median 700
Median 600
Median 20

Median 17

Impermeable
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Test IVfethod used by the
manufacturer

1ISO 4074:2015 clause 9.3.1
Annex D

ISO 4074:2015 clause 9.3.2
AnnexE

Appendix 1

Not applicable to texture
condoms

Appendix 2

Appendix 3

1S04074:2015 Annex!
1SO 4074:2015 Annex J
1SO4074:2015 Annex!

ISO 4074:2015 Annex!

1SO 4074:2015 clause 12
Annex M

Frequency

Every batch

Every batch

Once a month

Not applicable to
texture condoms

Eveiy batch

Once a month

Once a month
Once a month

Once a month
Once a month

Every batch



material is based on theoretical value)

Nominal content ofthe

material (%L Trade name
+M0%
idcd Natural Rubber latex 81.43 CL60HA
material:
Calcium carbonate light

iciuoi Carbonate 153 N Blucstar

"Magnesium Carbonate 0Ol0 Magnesium (_:arbonate Extra
Light
Lubricant:
BRB Silicone Oil DM 350 EP*/

«Silicone 16.90-16.93 Angelay 350CS**

Zeus Odour masking agent

- Odour masker 0.01-0.04 FLA70281V
Transatak TAK-181256**

Raw M aterial Additional information

Compounded Natural

Rubber latex CL60 HA is atrade name of natural latex raw material used in compounded NRL

*BRB Silicone Oil DM 350 EP and **Angclay 350CS are trade names of the

Silicone .
silicone
*Zcus Odour masking agent FLA70281 and **Transatak TAK.-181256 arc trade
Odour masker
names of the odour masker
BACKAGING

Each condom is packaged in primary packaging of multi-layer material (foil).

PACKAGE OJMENSJONS:
Individual foil: 60+2 mm x 60+ 2 mm.

Frontal foil layer:
PET/AIVLDPE
Contex® Extra Sensation
natural rubber latex Back foil layer:
condoms PET/AL/LDPE

rom the outer to the inner foil layer:
PET = Polyethylene terephthalate (Polyethyl benzene-1,4-dicarboxylate)

AL = Aluminium
LDPE = Low Density Polyethylene
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PRESENTATION OF THE MEDICAL DEVICE
Secondary packaging is a carton pack, wrapped with the transparent tape wiiere applicable. The number of
condoms is indicated on the package.

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 the instruction for consumers that can be enclosed in the package or printed in
the inside and/ or outside of the package.

LABELLING INFORMATION

Each individual package is labelled with;
— trademark;
— lot number (LOT);
— expiry date (EXP).

Symbols used for labelling and what they mean;

Use by/Expiry date

iLOT j Lot number

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

The following information is applied to the outer surface of the secondary/ consumer package:
— condom description.
— quantity of condoms in consumer package;
— nominal condom length;
— nominal condom width;
— indication that the condom contains lubricant;
— 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 aplicable),
— lot number (LOT);
— expiry date (EXP).

Symbols used for labelling and what they mean:

Use by/Expiry date

LOT Lot number

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



Contains natural latex

For single use only

Caution!

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

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

— reminder to handle the condoms carefully, including >\"en removing them 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;

— disposal instructions for used condoms;

— the condom is a disposable product.

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

Puta condom on before the penis touches the partner. 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. If the individual container is obviously damaged, 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 ~plied to the penis or vagina can damage
condors.

Stop use if you feel discomfort or irritation while using the condom.

Consult a specialist:
— about the compatibility of condoms wth other contraceptives;
— ifyou are using topical medicines applied to penis or vagina;
— if irritation/discomfort persists after use;
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— ifyou are unsure if you are allergic to latex;
— if acondom leaks or bursts during use (do this as soon as possible and within 72 hours).

For anal sex 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 several types of sex (oral, vaginal or anal) are practiced during intercourse - it is recommended to use a

new condom for each type of sex.
Use a condom only once. Reuse may increase risk of failure or infection.

hY

a
None of the contraception methods can guarantee 100%o 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 tootired 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 tiie 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

newone. 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
The manufacturer does not require any special conditions of transportation.

EXPLOITATION CONDITONS
There are no special conditions required \Ven the medical device is used for its purpose and as indicated in
the labelling.

STORAGE AND SHELF LIFE

Store the product in a dry place at 0-25RC. 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.

Shelflife - 5 years.
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[cement summary

with the BS EN 1SO 14971, Medical devices - Application of risk management to medical
international standard for medical device risk management an assessment of risk relating to the

device has been conducted.

MATION ABOUT BIOCAMPATIBILITY

rapT*  Test Standard Biological effect
vitro cytotoxici . oo
ptsti n vy ISO 10993-5*  Toxic at 1:4 dilution N
ng

(Maximization 1SO 10993.10  The test articles showed no evidence of causing delayed

Sensitization dermal contact sensitization

Penile/rectal/vaginal Test articles was considered a non-irritant to
)lim'taﬁon IS0 10993-10 penile?rectal/vaginal tissue

Acute systemic toxicity 1SO 10993-11 There was no mortality or evidence of systemic toxicity

from test article

*19) 10993-5 suggests that a response grade of moderate or severe should be considered a cytotoxic effect. The typical
condomresult has been found not to be associated with any problem in the regular use of condoms by male or the female
patrer. If the results of other testii” (typically sensitization and irritation tests) and associated evaluations are seen as
aooepiable then the cytotoxicity result should be considered in context and the condom considered to meet the requirements

0fISO 10993. The results indicate that Contex® Extra Sensation natural rubber latex can be considered to be potentially
biologically safe.

MANUFACTURING PROCESS
Se Appendix 4,

MEDICINAL OR PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL DEVICE
Notapplicable.

LISTOF 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.

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

Hedevice does not contain any human blood derivatives.

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

SOFTWARE DESIGN, DEVELOPMENT AND VALIDATION
Nt applicable.

MAINTENANCE AND REPAIR
Nt applicable, as the product should be disposed of after a single use by a user.
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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.

ENVIRONMENT SAFETY REQUIREMENTS

With proper usage, storage and disposal Contex® Extra Sensation natural rubber latex condoms have no
negative impact on the environment.
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__I*fd bY thg_mf<nufacturer
fITTest method for condom teat length determination (D8291875)
JJtjple preparation:
Dipped condom
Dry dipped condom before rolling will be used for this test. Stretch the condom slightly twice
to smooth out the wrinkles.
Condom in container
Move the condom inside the individual container such that it is away from the area where the
container is to be tom. 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 ernkles 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.
Put the condom over the mandrel, having a rounded end with a diameter of (25+2) mm with a scale
divided into millimetres and dimensions with the zero beginning at the rounded end, and let it hang
freely, stretched only by its own mass.
Mark apoint at thejunction of condom teat and the shoulder of the condom. See Figure J and Picture
1

Teet lenfth

Figure 1 Loigth ofcondom teat

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 top and measure
the distance between die marked point and teat end by using a calibrated ruler and record the result.

ppendix 2: Test method for measurement of condom bead thickness (LAB/LT-DM S/16, D8387639)
» Take acondom 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.
» Average condom bead thickness for individual condom will be calculated.
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Appendix 3: Test method for Condom weight (after removed from the primary package) (DS29i<

Weigh individual foiled condom and record the weight (WI1).

Weigh a dry and clean petri dish and tare zero.

Move the condom inside the individual package such that it is away from the area vdiere 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 dry and clean forceps and
place it on the petri dish. Record the weight of condom (W?2).

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) = W1 - W2.
lubricant and powder after condom removal (W3) = WI - W2.

Appendix 4
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Approved by:

Andrew Brownhill

Global Regulatory Affairs Manager

Date:

Signature; fivirtar

tn m |
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MAINTENANCE DOCUMENTATION
(Instruction for use)
OF THE MEDICAL DEVICE

Contex® Extra Sensation natural rubber latex condoms

ReckittBenckiser Healthcare (UK) Ltd,, UK
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MEDICAL DEVICE
rt Sensation natural rubber latex condoms.

JfCTLREK
fila™nckiser Healthcare (UK) Ltd , 103-105 Bath Road, Slough, Berkshire, SLI 3 UH, UK.

JUFACTURING SITE*
Manufacturing (Thailand) Ltd., Wellgrow Industrial Estate 96 & 100, Moo 5, Bangna-Trad Road
[36, Bangsamak, Bangpakong, Chachoengsao, 24180, Thailand.

information about the place o fmanufacture ispresented in the outer side o fthe se$éndary/comumer

ckaging in theformat "'The country o forigin: [country] "

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
Huddtt Benckiser Healthcare LLC, Floor 3, 4 Shlyuzavaya emb., Moscow, 115114, Russia.
[Prore: +7 (495) 961 25 65; fax; +7 (495) 961 25 66.

RPOSE OF THE MEDICAL DEVICE
Gondorrs are used as a barrier contraception to prevent unwanted pregnancy and to protect against HIV and
drersexually transmitted diseases.

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

VEDICAL DEVICE DESCRIPTION
Extra Sensation natural rubber latex condoms are colorless, with ribbed and dotted structure,
jratoricsh /e, teat ended, in silicone lubricant. Made from natural latex.

ECHNICAL CHARACTERISTICS**

Technical parameter Specification
Condom length, mm 195 +10
Condom width, mm 5642
(measured at 30 mm from the bead) -
Teat length, mm Min 11
Thickness, mm Not applicable to texture condoms
Bead thickness, mm 1-2
Condomweight (after removed from the primary
package, W2), g 264+05
Elongation, % Median 700
Elongation, % (aged) Median 600
Tensile strength, mPa Median 20
Tensile strengtli, mPa (aged) Median 17
Freedom from holes Impermeable
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**main technical characteristics are presented in the outer side o fthe secondary/consumer jKickagiil
nominal length - 195 mm; nominal width - 56 mm ™~

PACKAGE CONTENTS OF THE MEDICAL DEVICE***

Ilie medical device is packed in asecondary / consumer package of 3 pcs. apack, 12 pcs. a pack or 18 pcs. a
pack. It is accompaniex! by the instruction for consumers that can be enclosed in the package or printed in
the inside 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 o fthe secondary/consumerpackaging

$
LABELLING INFORMATION

Each individual package is labelled with;
— trademark;
— lot number (LOT);
— expiry date (EXP).

Symbols used for labelling and u”at they mean:

Use by/Expiry date

iLOTI Lot number

Additional information can be printed on the individual package including reference to international
standards/ symbols.

The following information is applied to the outer surface of the secondary/ consumer package:
— condom description.
— quantity of condoms in consumer package;
— nominal condom length;
— nominal condom width;
— indication that the condom contains lubricant;
— 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 (LOT);
— expiry date (EXP).
Use by/Expiry date
L J
[ | 1
LOT Lot number
L J
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Contains natural latex

For single use only

Caution!

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

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

— reminder to handle the condoms careftilly, including when removing them out ofthe 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;
— disposal instructions for used condoms;

— the condom is a disposable product.

«CATIONS
— prevention of unwanted pregnancy;
— protection from bHV and other sexually transmitted diseases.

ONTRAINDICATIONS
ersensitivity or allergy to any of the components in condom composition.

CAUTIONS FOR USE

acondom on before the penis touches the partner. Tliis helps to prevent pregnancy and the possibility of
ing sexually transmitted infections. Check tlte expiiy date on the condom wrapper before you use it. Do

uethe condom after the expiration date. If tlie individual container is obviously damaged, discard that
mand use a new one from an undamaged package.

tre lubricant recommended for use with condoms. Petroleum - and oil-based lubricants (petroleumJelly,

ail), some pessaries and some topical medicines that are applied to the penis or vagina can damage
iKas

yuseifyou feel discomfort or irritation while using the condom,

reut aspecialist if:

—about the compatibility of condoms with other contraceptives;

—ifyou are using topical medicines applied to pénis or vagina;

— ifirritation/discomfort persists after use;

—ifyou are unsure ifyou are allergic to latex;

— ifacondom leaks or bursts during use (do this as soon as possible and within 72 hours).

4
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For anal sex, if it is necessary use additi(»ial lubrication on the outside of the condom.
Always read the instructions for use on the pack of the lubricant before use.

Condoms may present a choking hazard. Keep out of reach of children.

Ifyou 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 the 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
newone. Stop and check ifyou 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 AND SHELF LIFE

Store the product in a dry place at 0-25°C. Avoid mechanical impact and direct sunli”*t. The condom must
not come into contact with petroleum products, phenols and their derivatives, oils of petroleum origin,
gasoline, kerosene and other organic substances.

Shelflife - 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%0fthe 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.

**A*warmng about jx)ssible side effect in the form of the allergic reaction because ofthe natural latex

contained in the medical device composition is presented in the inner side of the secondary/consumer
package
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is presented as a non-sterile device and is not intended to be sterilized thereafter.

?/TH OTHER MEDICAL DEVICES*****
can be used on their own to prevent from STIs and pregnancy and aren’t intended to be used in
with other medical devices.
Jver, 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
jwr side o fthe secondary/consumerf>ackaging A

JSTALLATION, MAINTENANCE, CALIBRATION
"Not applicable.

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

INTERNATIONAL STANDARDS
ISO 13485

I1SO 14971
1ISO 4074

PRECAUTIONS TO BE TAKEN BY USER RELATED TO THE DISPOSAL OF THE DEVICE
Contex® Extra Sensation natural rubber latex condoms should be disposed in abin. The condoms should not
keflushed the condom down the toilet.

DATEOF THE ISSUE/THE LATEST REVISION OF THE MAINTENANCE DOCUMENTATION
Tremedical device includes an indication of the latest revision within the instruction for use.

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

Tredevices should be used in accordance with the instructions for use.

Inhousehold 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 widi local requirements.

ENVIRONMENT SAFETY REQUIREMENTS
Avith proper usage, storage and disposal Natural latex condoms ContexC® Extra Sensation have no negative
impact on the environment.

Appendix to the Maintenance
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documentation of the medical
«Contex® Extra Sensation natural rubber latex condo

Information
to be printed in the inner side

ofthe secondary/consumer package
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4.
ction carefully before use, especially if condoms are used for oral or anal sex.

on before the penis touches the other person. This helps to prevent pregnancy and the
[ity of catching sexually transmitted infections

riON: Check the expiry date on the condom wrapper before you use it. Do not use the condom after
~jJ™piration date. Ifthe individual container is obviously damaged, discard that condom and use a new one
an undamaged package. n

Jpose
>ndons are used as a barrier contraception to prevent imwanted pregnancy and to protect against HIV and
)ther sexually transmitted diseases.

fAPPUCATION

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 Having squeezed the teat place the condom on the top 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 lead to breakage.

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

4. Dispose in abin. Do not flush the condom down the toilet.

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

POSSIBLE SIDE EFFECTS
Condorrs are made of natural rubber latex, which might cause allergic reactions including anaphylactic shock
Ifuser is allergic to latex.

PRECAUTIONS FOR USE

Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (petroleum jelly,
beby oil), some pessaries and some topical medicines that are applied to the penis or vagina can damage
condorrs.

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;

8
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— ifirritation/discomfoit persists after use;
— ifyou are unsure if you are allergic to latex;
— ifacondom leaks or bursts during use (do this as soon as possible and within 72 hours).

None of the contraception methods can guarantee 100%6 protection against unwanted pregnancy, HIV and
other sexually transmitted diseases.

Date o fthe latest revision o fthe instruction:
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MepeBoOg C aHINIMIACKOr0 S3blKa Ha PYCCKUI SI3bIK
Kpyrnasa penbeHas rep6osas nevatb: Jlopa SHH Monun, rocygapcTBeHHbIN HOTapuyc

OA BYLAET M3BECTHO, uTto 4, Jlopa 9HH Monu (Laura Anne Pawley), ME30HUHHbIN 3TaX,
ancom CkBap, Incom, rpadcteo Cyppeit, KT19 8AG (Mezzanine Floor, Epsom Square, Epsom,
Surrey, KT19 SAG), go/mkKHbIM 06pa3oM YrNONHOMOYEHHbIM, MPUCATHYBLUNIA 1N NPaKTUKYOLLMIA
rocyfapcTBeHHbI HoTapuyc AHIumn 1 Yanbca (England and Wales),

HACTOAWWMM MNOATBEPXAAK, uto bpariaH Marikn Xoy3s (Brian Michael Howes),
rpaxgaHuH CoeanHeHHoro Koponesctsa (United Kingdom), NMYHOCTbL KOTOPOro YA0OCTOBEpPEHA
MHOW NMYHO, AO/HKHbIM 06pa3oM YMno/IHOMOYeHHbI CamaHTo HenbcoH (Samantha Neilson),
COTPYAHUKOM KomnaHun PexkuTT beHkumzep Xenckaap (FOK) Numnten (Reckitt Benckiser
Healthcare (UK) Limited) («KomnaHus»), Ha npefcTaBfieHWe ee WHTEpPecoB Mo JaHHOMY
BOMPOCY, CErofHA npejocTaBu/il  MHe TMPUIOKEHHYID TeXHUYECKYK [OKYMeHTauuio Ha
MeLMLMHCKOe nsgenue «lMpesepBaTuBbl N3 HaTypasibHOro natekca Contex Extra Sensation» gns
ncrnosb3oBaHnA B Poccuitickoin degepaumn 1 3asaBuUn 0T UMeHW Kom[laHuK, 4TO yKasaHHbIM
AOKYMEHT SIBNSETCSA NOA/TMHHOWN 3/1EKTPOHHOM KOMNWel OpUrnMHasbHOro AOKyMeHTa.

OOKYMEHT TNOAMNCAH wun ckpenneH nevyaTbld N0  agpecy: Me30HWHHbIN  3TaxX,
3ancom CkBap, Ancom, rpagctBo Cyppeint, KT19 SAG, cerogHs, 1S mapta 2022 roga.
Homep npoTtokona: 2022 - j430
/noanuce/
Jlopa 3HH Monun

rocyapcTBeHHbIi HOTaprryc

Kpyrnas penbedHasn rep6oBas neyaTb: JSlopa IHH [Monu, rocyaapcTBeHHbIN HOTapUyc

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



Jlorotun: PekutT
YBaxkaemble rocnoga!

A, CamaHTa HenbCcoH, cOTpyAHUK PekuTT BeHkuszep Xenckaap (FOK) Siumnten, HacTosWmm
MOATBEPXOAHO, uto npunaraeman TexHMYecKaa AOKYMeHTaUuusA Ha MefULWHCKOe u3genuve
«[lMpe3epBaTMBbl M3 HaTypasibHOro satekca Contex Extra Sensation» sBNSETCA MOA/IUMHHBLIM
3N1EKTPOHHbBIM JOKYMEHTOM AJ151 UCMO0Nb30BaHWA B Poccuiickoin Pefepauunn.

Mmsa: CamaHTa HenbCcoH

Mopnucek: /nognuck/ SMeKTPOHHAA No/HUeh: CaMairra HesbcoH
Llenb nogrmcaHus: A yTBePMX a0 JaHHbIA JOKYMCIT
[Jata: 16mapTa2022 r | 15:01
GMT

Jata: 16 mapTta 2022 .

Pekutt Tpyn nnc (Reckitt Group pic)
(MexxayHapoaHbIii FoI0BHOI oguc)

TépHep Xayc, 103-105 bat Poyg, Cnay,
bepkwmp, SLI 3nH, CoesmHeHHoe KoponescTso
(Turner House, 103-105 Bath Road, Slough,
Berkshire, SLI 3UH, UK)

TenethoH: +44 (0) 1753217800  Beb-cait: Reckitt.com
+44 (0) 1753 217899

PEKWUTT OTHOCMTCS K KOMMaHWAM, BXOAALWM B rpynny KOMNaHwiA PekuTT Fpyn nc.
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YTBepXKaeHo

Hapto bpayHxunn (Andrew Brownhill)
MeHekep Mo pernctTpaumm rnobanbHOro peryisaTopHoro oTaena

Jara:

Moanuckb: OMEKTPOHHaA NOANUCh. SHAPIO bpayHxun
Llens nognucanms: S yTBepXKaato faHHbIA JOKYMEHT
[Jata: 9 mapTa 2022 r. | 14:38 GMT

/nognuce/

TEXHUWYECKAA JOKYMEHTAUWNA
HA MEOVWNUWHCKOE U3AEJTNE

Mpe3epBaTuBbLI N3 HaTypanbHOro atekca Contex® Extra Sensation

PeknTT BeHknsep Xenckasap (KOK) N1Ta., CoeanHeHHoe KoponeBcTBO
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HAMMEHOBAHWVE MEOVNLUMHCKOIO N3AENTNA
MpesepBaTMBbLI U3 HaTypasibHOro natekca Contex® Extra Sensation.

HASHAYEHVE MEAVNUMNHCKOIO N3AE/TNA
Mpe3epBaTUBbLI MPUMEHSOTCA B KauyecTBe 6GapbepHOro CpPeAcTBa  KOHTpauenuum Ans

npefoTBPALLEHNS  HEeXenaTe/llbHON 6GepeMeHHOCTM K ana  3awmuTbl oT BUY un  gpyrux
3abon1eBaHNi, NepefaroLMXcsa NOIOBbIM MyTEM.

MOTEHUMANBbHBIE MOTPEBENTENNN MEANUMNHCKOIO N3AENTNA
MeanuMHCKOoe m3fenne npegHasHa4yeHo A1 UCMOMb30BaHMA HenpodeccuoHanamn. He ans
K/TMHUYECKOrO NPUMEHEHUSI.

KJTACC NMOTEHUMANBHOIO PUCKA MEANUMHCKOI O N3OENTNA; 2b

CTEPN/IBHOCTDb
V3genue He CTEPUIILHO.

OMMCAHVNE MEANUMNHCKOIO N3AETNA

MpesepBaTMBbI M3 HaTypasibHOro nartekca Contex® Extra Sensation 6eCUBETHbIe, C TOUEYHOW ”
pebpuCTOi CTPYKTYPOI, aHaTOMMYECKON (OpMbl, C HaKonNuTesieM, B CU/IMKOHOBOW CMa3ske.
M3roToB/ieHbl U3 HATYpasIbHOr 0 naTekca.

TEXHNWYECKWE XARAKTEPUCTUKWN

MeTog ucnbitTaHus,

TexHNYecKniAi mapameTp A Cneumndmkayms NCMOMb3YyEMbIl YacToTa

................................................ 180 4074:2015 nywKT 93,1
MpunoxeHne O

180 4074:2015 nyHkT 9.3.2

[nvHa npesepsatuea, MM 195+10 Kaxxgasa cepus

LLInpnHa npe3sepsartnBa, MM
P pe3ep Kaxgas cepus

(n3mepsetcs B 30 MM OT 56 +2 Mpunoxexue E
BEHUMKa)
[nnHa HakonuTens, Mv MuH. 11 MpunoxeHue 1 Pa3 B mecaL

He npvmeHumo gna
Mpe3epBaT1BOB C

He npyveHnmo
419 Npe3epBaTUBOB

He npumeHumo gns
rnpesepBaT1BOB C

TonwuHa, Mm TeKCTYp1pOBaHHOI TEKCTypI/IDOBanHOﬁ c )
CTPyKTypom CTPYKTYpOii TEKCTYpPUPOBaHHOIA
CTPYKTYpoOii

TONWWHa BeHUMKa, MM 12 Mpunoxetine 2 Kavxxpas cepus
Macca npesepBatga (nocne
M3BMIEYEHNS U3 MEPBUYHOA 264405 MpunoxeHue 3 Pa3 B MecsiL
YMaKkoBKu), 1 T

180 4074.:2015
OTHOCUTENLHOE YAJIMHEHWE MNPy Pa3s B mecs
paspbise, % He meHee 700 anI}'IO)KeHI/IE) Y

180 4074:2015
OTHOCUTENbHOE YAAMHEHWE NPU Pa3 B MecsiL
paspbiBe, % (NOC/e CTapeHNs) He meree 600 MpunoxeHne)

180 4074:2015
YcnoBHast MPOYHOCTb NpU Pa3 B mecsiL,
pacTskeHuu, Mra He meree 20 lMpunoxeHue 3
YCnoBHas NPOYHOCTL Npu 180 4074:2015
pacTskeHumn, MMa (nocne He meHee 17 MpUnoXKeHme | Pa3 B mecAL,
CTapeHus)

180 4074:2015 nyHKT 12

epmMeTNYHOCTb epmeTnyeH Mpunoxetue M Kaxpnas cepua

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



MATEPUWAJbl N3FrOTOBJIEHNA (% cofgepXXaHuUs MaTepuasia 0OCHOBaH Ha TeOpeTUYeCKOM

3HaueHunN)
HomuHanbHoe cogepxxaHue
Martepuan n3rotTosneHus matepuana (%) Toprosas mapka
+/-10%
OCHOBHOI1 maTepuarn:
- CoCTaBHOIN HaTypa/ibHbI naTekc 81,43 NR Latex Concentrate CL60 HA
OnyapuBatoLWnii maTepunan:
- KaﬂbUll/lFl Kap60HaT 153 Calcium carbonate ||ght Bluestar
- MarHusi KapGoHaT 0,10 Extra Light Magnesium Carbonate
Cmaska:
- . "
- CUMKOH 16,90-16,93 BRB Silicone Oil DM 350 EP* /

Angelay350CS**

Zeus Odour masking agent
- MackupytoLliee 3anax BeLlecTBO 0,01 -0,04 FL A70281*/g g

Transatak TAK-181256**

MaTepunan U3roTosfieHns JononHuTenbHaa nHpopmauus

CL60 HA - Toproeas mapka HaTypa/ibHOro fiatekca, Ucrosib3yemMoro B
CocTaBHOIt HaTypaibHbIl NnaTekc COCTaBHOM HaTypaslbHOM flaTekce

*BRB Silicone Oil DM 350 EP 1 **Angelily 350CS - TOprosble Mapku
CunnkoH CUNMKOHa

*Zeus Odour masking agent FLA70281/**Transatak TAK-181256-
MackupytoLiee 3anax BeLLECTBO TOProBble MapKX MacKVpPYHOLLEro 3arax BeLecTBa
YTAKOBKA

Kaxablli npe3epBaTMB YNakKoBbIBAaeTCS B WHAMBUAYa/IbHYH0 YMNakKOBKY W3 MHOMOC/0MHOr0
matepuana (posnbry).

PASMEPbBI YIMTAKOBKW:
NHaneumayanbHas ynakoBka (osbra): 602 Mmm X 60+2 mMm.

B Ta6n|/|u,e HWXXE NnepeyncsieHbl Matepuasibl, WUCMOJIb3yeEMbIE A4 NPOUN3BOACTBa I'IepBI/ILIHOI\/JI

Npe3epBaTMBbI N3 HATYPa/IbLHOIO dpoHTaNbHasA CTOPoOHa PONbIU:
natekca Contex® Extra Sensation PET/AL/LDPE

3afHAA CTOpoHa (PoNbru:
PET/AL/LDPE

OT BHELUHEro K BHYTPeHHEMY C/1010 (oNbru:

PET = MonuatuneHtepedTanat nim 6eH3on-1,4-aukapbokeunaTt noamsTuneHa
AL = ANOMUHWIA

LDPE = MonnaTuieH HM3KOM NAIOTHOCTH
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®OPMA BbINYCKA MEANUVMHCKOTI O N3AENNA
BTopnyHaa ynakoBKa - KapTOHHasi Mayka, 06epHyTasti Mpo3payHoii NEHKOW, rae NpYMEHMMO.
KonmyecTBO Npe3epBaTMBOB YKa3aHO Ha YNaKoBKe.

KOMIMEKTbI MOCTABK MEAVNLUWHCKOTI O N3AE/TNA

MeanumnHcKoe n3genne nakyeTcs BO BTOPUYHYHO/NOTPEOUTENbCKYHO YNAaKoBKY No 3 wT./yn., no
12 wr./yn. Viim no 18 wT./yn. ConpoBOXAAeTCA WHCTPYKUMWeR Ans noTpebuTens, Kotopas
MOXeT ObITb B/IOXKEHA B YMNaKOBKY WM Hane4yataHa Ha BHYTPeHHel CTOPOHE W/UAWM BHELUHEeN
CTOPOHE YNaKoBKMW.

MAPKVPOBKA
Ha Kaxxaoii MHANBMAYaibHOM ynakoBKe HaneyaTaHa cneaytollast MHhopmaums:

— ToproBasi MapKa;
— Homep cepun (LOT);
— cpok rogHoctn (EXP).

CuMBO/bI, NCNONb3yeMble 419 MAPKUPOBKN, U UX 0603HauyeHue:

lMogeH go
LOT Homep cepum

JononHuTenbHas MHGopMaLusi MOXET ObITb HarneyataHa Ha WHAMBUAYa/IbHOW YMaKOBKE,
BKJ/T04as CCbIIKM Ha MeXAYHapOoAHbIe CTaHAapThl.

Ha BHewHel CTOpOHe BTOPUYHON/MOTPEBUTCNILCKOM YMaKOBKW HaneyataHa cregytoLlas
NHhopmauus:

— OnucaHue npesepBaTnBa,;

— KO/IMYeCTBO Npe3epBaTMBOB B NOTPEOUTENLCKOM YNaKOBKE;

— HOMUVHaNbHasA A/IMHa Nnpe3epBaTUBa;

— HOMWHa&/IbHas LUMPUHA Npe3epBaTuBa,;

— YyKasaHue 0 TOM, YTO MNpe3epBaTVB B CMas3Ke;

— YKasaHue 0 TOM, YTO CMa3Ka He COLePXUT cnepmuLma;

— YKasaHue 0 TOM, YTO Nnpe3epBaTMB COAEPXKMNT HaTypasibHbI NaTekc;

— YKa3aHus Mo XPaHeHWIo;

— HauMeHOBaHWe 1 agpec NPOU3BOANTENS;

— CTpaHa NPonCXOoXaeHUs (ecm NPUMEHUMO);

— Homep cepumn (LOT);

— Cpok rogHocTtu (EXP).

CuMBONbI, UCNOJb3YeMble 419 MapKUPOBKN BTOpVI'-lHOVI YMNakKoBKH, N NX 0603HaYeHNS:
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bOT Homep cepun

CofepXUT HaTypasibHbIli NaTekc

3anpeT Ha NMOBTOPHOE NPUMEHEHNE

OcTopoxHO!

JononHuTenbHas MapKeTMHIroBast MHopMaLmMsa MOXET ObITb HarneyaTaHa Ha BHELLHIOK CTOPOHY
NHAMBUAYaNbHOW/ MOTPe6UTENbCKOM  YNakoBKW, BK/OYAs CCbIIKM  Ha  MeXAyHapofHble
CTaHAapThbl.

BHeLWHAS U1 BHYTPEHHAS CTOPOHA BTOPMYHOM/ MOTPEOUTENbCKOM YNaKoBKU W/MNN BKIa4biL
coAep>KaT C/eAyoLLY0 NH(OPMaLUIO:
— HanoMWHaHMe 0 HeobX0AMMOCTM aKKypaTHOro obpalleHusi ¢ Mpe3epBaTMBOM, BK/IKO4as
ero 13BJsieyeHVe U3 YNaKOBKY;
— MOKasaHWs, NPOTUBOMOKa3aHWs, Mepbl MPeAOCTOPOXHOCTU, BO3MOXHblE MOO0UHbIE
3ahheKTbl;
— €nocob NpUMeHeHs;
— Heob6X04MMOCTb yaanieHMs npesepBaTuBa cpasy Nnocse CeKcyaslbHOro KOHTaKTa,;
— HeobX0AMMOCTb WCK/OYEHMS CMa30K He(TAHOro MPOMCXOXKAEHMUSI M Ha Mac/siHOM
OCHOBE;
— HeobXoAMMOCTb WCMOMb30BaHMsl 06e30MacHoOi  AOMO/HUTENbHOM CMasKWn, ecnmM 3To
TpebyeTcs;
— Heob6X04MMOCTb  KOHCyNbTauuM €O  CNeunasimcToMm Mo  BOMPOCY COBMECTUMOCTU
npesepBaTyMBa C /IeKapCTBEHHbIMU CPeACTBAMU MECTHOIO MPUMEHEHUS;
— VHCTPYKLMIO N0 YTUAN3aLUM NCMONb30BaHHbIX Mpe3epBaTyBOB;
— npe3epBaTVB 4151 OAHOPA30BOr0 NUCMO/Ib30BaHUS.

MOKA3AHWA
— npefoTBpaLLeHne HexenatesibHOM 6epeMeHHOCT;
— 3awmTa ot B/Y un gpyrux 3abonesaHnii, nepeaaroLinxcsa nosioBbIM NyTeM.

MPOTNBOMOKA3SAHWA
MoBbIlLEHHAsA YYBCTBUTENIbHOCTL WM a/iIeprusa K /060My U3 KOMMOHEHTOB, BXOAALMX B

COCTaB npesepBaTnBa.

MEPbI MPEAOCTOPOXHOCTW

HageBaTb Mpe3epBaTVB A0 TOr0, Kak MEHUC KOCHETCA Tena napTHepa. ATO NpefoTBPaTuT
HaCTyn/ieHVe HeXenaTeslbHol GepeMeHHOCTU U CHU3UT BEPOSTHOCTb Mepedayn 3ab60/1eBaHUiA,
nepeatoLmMxcs MofoBbIM NyTeM. [poBepuTL CPOK FOAHOCTU Mpe3epBaTVBa Ha YNaKoBKe nepeq
MCMONb30BaHMEM. He KCMONb30BaTh Mpe3epBaTMB MOC/ME WCTEYeHUs1 cpokKa rogHocTu. Ecnun
VHAMBUAYaNlbHas YNaKoBKa MOBPeXAeHa, BbIGPOCUTL MpPe3epBaTVB M MCMO/b30BaTb HOBbIA U3
HEemnoBpPeX/eHHOMN YNaKoBKM.
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Vcnonb3oBaTb CMasKy, KOTopasi PeKOMeHAOBaHa A/ WUCMO/b30BaHMSI C Mpe3epBaTvBaMM.
CMas3Ku HepTSIHOrO MPOUCXOXKAEHUS U HA MacnsiHO/ OCHOBe (Hampumep, Base/uH, AeTCKOe
Macsio), HEeKOTOpble Meccapuun, a TakKXKe HEKOTOopble JIEeKAPCTBEHHbIE CpPeAcTBa MECTHOro
NPUMeHEHNs!, KOTOpble HAHOCATCA Ha MEHUC WM BBOASTCA BO Barasvile, MOryT MOBPeAUTb
npe3epBaTuB.

MpeKpaTUTb MCMONb30BaHWE Mpe3epBaTVBa, eC YyBCTBYETCS AMCKOMMOPT WU pasapaxeHue
BO BPEMS MCMO/Ib30BaHMS NMpe3epBaTyBa.

MPOKOHCYIbTMPOBATLCSA CO CMELMANINCTOM:

— 0 COBMECTUMOCTW Mpe3epBaTUBOB C APYTrMMX KOHTpPaLENTUBaMK;

— NPV MCMNOMb30BaHUN /IEKAPCTBEHHOrO CPeACTBA MECTHOrO MPUMEHEHUs,, KOTOpOoe
HAHOCWUTCS Ha MEHMC W BBOAWUTCSA BO BNarasmiie;

— €ec/n pasfpakeHne/ ANCKOMQOPT COXPaHSIHOTCSA NOC/e UCMO/b30BaHMS Npe3epBaTyBa;

— €C/M Bbl He YBEPEHbI, eCTb /Iy Bac afieprus Ha naTekc;

— Mpe3epBaTMB MPOTEKAET WM MOPBA/ICS BO BPEMSl €ro MCMosb3oBaHUs (cAenaTb 3TO Kak
MOXXHO CKOpEe B TeUeHMe 72 4acoB).

[Nsi aHanbHOro Cekca WMAM MpY Heo6XOAMMOCTM WCMO/Mb30BaTb AOMO/HUTENIbHYIO CMasKy Ha
BHELLHEN CTOpOHE npe3epBaTMBa.

Mpe3epBaTVBbI MOTYT NPEACTaBAATbL ONACHOCTb YAyLUeHMSA. XPaHUTb B HEAOCTYNHOM ANs AeTel
mecTe.

Ecnn BO BpemMs Mosi0BOro akta npakTUKYeTCcsa HECKO/IbKO BUA0B CeKca (OpaﬂbeIVI, BarnHasIbHbIIA
nnn 8H8J'IbeII7I) - PEKOMEHAYETCA NCMO/Ib30BaThb HOBbI npesepBaTnB /14 KaXKaoro smaa Cekca.

MpesepBaTMBbl MpeAHa3Ha4YeHbl TOMbKO [Ns1 OAHOPA30BOr0 WCMO/Mb30BaHWUSA. [oBTOpHOE
NCMONb30BaHNE MOXET MPMBECTU K HAPYLUEHWIO LIENIOCTHOCTU MpesepBaTUBa WM YBENNUUTb
PVCK Mepefaqun 3a6oneBaHNii, NepeaatoLLMXCa MOM0BbIM MyTeM.

Hu oavH 13 MeTOJOB KOHTpaUenuuuM He MOXeT rapaHTMpoBaTb 100% 3aluTbl OT
HeXenaTelbHO 6epeMeHHOCTM, BUY wnmn gpyrux 3a6oneBaHWii, MepefatoLLMXCs MOMOBbIM
nyTem.

BO3MOXXHbIE MOBOYHbIE 2P PEKTDI

MpesepBaTUBbLI  M3rOTOB/IEHbI M3  HATypas/lbHOrO flaTeKca, KOTOPbIA  MOXET  BbI3BaTb
aNNIePrnYecKyr0 peakLmio, BK/IKOUHasi aHahMIaKTUYECKUIA LLIOK, eCM Y MOTPebUTeNns anneprusi Ha
narekc.

Crnocob NPMMEHEHWMA
HagopBaTb YMakoBKY CO CTOPOHblI 3y6uyaToli KPOMKW U aKKypaTHO o6palatbes C
npes3epBaTNBOM, T.K. €0 MOXHO MOBPEAVTL HOrTAMMU M OCTPbIMMK NpeaMeTamMu.

MpoBepnTb, 4TOGbI Mpe3epBaTMB Obl1  CBEPHYT HapyXy. CpaBMB HaKoMWTeNb HafeTb
npe3epBaTMB Na ro/IoBKY 3PErnpoBaHHONo neHuca. PasBepHYTb Npe3epBaTUB MO HaMpaBieHUo K
OCHOBaHMI0 NeHuca. Ecnm npesepBaTviB He pa3BoOpauMBaeTCs, 3HAUMT OH CBEPHYT B 06paTHYIO
CTOPOHY. BbIGPOCUTL [AaHHbIA Npe3epBaTUB M WCMOMb30BaTb HOBbIA. OCTAHOBUTLCS W
MPOBEPUTbL MPY OLLYLLEHUN COCKa/b3blBaHWSI Mpe3epBaTMBa WM ero UYpe3MepHOro CXXMMaHus
MeHNca, NOCKO/IbKY 3TO MOXET MPUBECTU K HAPYLLIEHWNIO LieIOCTHOCTU MNpe3epBaThBa.
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Cpasy nocne 3sKynauui n3Bnedb NeHWc, NA0THO NPUAEPXKMBas NPe3epBaTMB Yy ero 0CHOBaHUS,
N aKKypaTHO CHSITb MPe3epBaTuB.

BbIGpocUTb B MyCOpHOe Befpo. He BbIGpacbiBaTb Npe3epBaTviB B YHUTa3.

YCNoBUA TPAHCIOPTUPOBKN
HeT cneymanbHbIX YCN0BUIA TPAHCMOPTUPOBKM.

yCnosuda NCrnoJibSOBAHUA
HeT cneunanbHbIX YCMOBWI WCMOMb30BaHWSA, €CIU  MeAVMLMHCKOe W3[eNne  UCnosb3yeTcs
COrN1acHO ero Ha3HayeHMo 1 Kak 0603HayYeHO B MapKMPOBKe.

YCNoBnA XPAHEHNA N CPOK TOAHOCTWU

XpaHuTb B 3alluLleHHOM OT BfarM Mecte npu Temnepatype O - 25°C. W3beratb
MEXaHMYeCKOro BO3AENCTBUSA M MPSIMbIX COMHEYHbIX Ny4yeir. Heo6xoamMmo nsberaTb KOHTaKTa
npesepBaTvBa C HeMTenpogyktamu, ¢eHonamum, U UX NPOU3BOLHbIMMU, a TakKXe Macsamu
MWHePasIbHOro NPOUCXOXAEHNSA, BeH3NHA, KePOCUHA U APYTUX OpraHNYecKuxX BeLLecTB.

CpoK rofHocTu - 5 ner.

OB30P ¥YTIPABJIEHUA PNCKAMW

B CcOOTBETCTBMM C MeXAyHapOAHbIM CTaHAapTOM KacaTe/lbHO YMpaBfieHUs puckamu K
MeguumHcknm  msgenuam B8 EN 180 14971 «MeguumHckue wnsgennsa - [pumMeHeHue
YNpaBfeHNsT PUCKaAMN K MeAMLMHCKUM W3AenusamM» MpPoBeAeHa OLEHKa pUCKa, CBS3aHHOro ¢
NCNo/sb30BaHNEM MeAULMHCKOI0 U3aenus.

TECTNUPOBAHVE HA BMOCOBMECTMMOCTDb

TecTnpoBaHue MexayHapoaHblA cTaHgapT PesynbTar

TOKCWYHOCTL Mpu

LIMTOTOKCNYHOCTb ISO 10993-5* P
pas6aBneHun 1:4
OTcyTCTBME 3aMef/IEHHOI0

CeHcnbnnunsmpyroee CEHCUOUNN3NPYIOLLLETrO

! Pyt 1SO 10993-10 " pyrot

fencreue [EeACTBUA NPU KOXHOM

KOHTaKTe
o OTcyTCcTBME pasgpaxkaroLlero

Pasgpaxatolee aeiicTeme ISO 10993-10 . y Pasap "
JencTens
OTcyTCTBME CMEPTHOCTU UMK

CuncteMHas TOKCMYHOCTb 1SO 10993-11 CBMNAETENbCTB CUCTEMHOW
TOKCUYHOCTU

*CornacHo ISO 10993-5 pe3ynbTaT «3HauMTeNbHadA WM CPeaHss LUTOTOKCUYHOCTbY» CNefyeT paccmaTpmBaTth Kak
LIMTOTOKCUYECKMIA 3(pheKT. BbiNO YCTaHOBMEHO, UTO TUMWYHLIA Pe3ynbTaT, MOMYYEHHbIA NpY WUCCNEA0BAHWN
Mpe3epBaTBOB, HE MOXKET ObiTb MPUYMHOK NPOGAEMbI PErYNSPHOIO UCMO/b30BaHNSA NPE3ePBATMBOB MYXXUMHON
WU KEHWMHOW. Ecnmn pesynbTatbl Apyrnx TecToB (0ObIMHO TECTOB Ha CEHCUOWM3MpYHOWee AeicTBue U
pasgpaxatolee [eACTBME) M CBA3AHHBLIX C HUMU OLEHOK CUMTAIOTCA NPUEMIEMbIMM, TO Pesy/bTaTbl TecTa Ha
LIMTOTOKCUYHOCTb CeflyeT paccMaTpmBaTb B KOHTEKCTE W CUMTaTb Npe3epBaTMB COOTBETCTBYIOLLMM TPeboBaHWAM
cTaHgapTa ISO 10993. Pe3ynbTaTthbl MOKasblBalOT, YTO Mpe3epBaTMBbl M3 HaTypasibHOro fatekca Contex® Extra
Sensation MOryT CUATATLCA MOTEHLMATBHO BUONOrMYECcKN 6e30nacHbIMM,

CXEMA NMPON3BOACTBEHHOI O NPOLIECCA
Cwm lMpunoxeHwne 4
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NNEKAPCTBEHHAA nnn PAPMALUEBTUNYEBCKAH4A CYBCTAHUWNA,
COAEPXAWAACA B MEAVNUVMHCKOM MN3OENNIN
He npnmeHumo.

MEPEYEHb MATEPUWMANOB >XWMBOTHOIro w (W) YEJNOBEYECKOIO
MPONCXOXAEHWNA

CocTaBHOW HaTypa/ibHbI naTekc cofepXuT KasemH (0.02% + 10% OT ero cofep>xaHus),
BbIMO/THALWMNIA PYHKUNIO cTabunnsaropa, KOTOPbIA MOXeT pacCMaTpuBaTbCs Kak Mpon3BOAHOe
0T TKaHeli/ MaTepmnasioB XXMBOTHOI0 MPOUCXOXEHUSA, T.K. BbIJENSAETCA U3 MOJIOKA.

KasenH (MOMOYHbIA GenoK) SIBASIETCS HaTypasbHbIM Cy6npogyKTOM Mosfioka. OH He uMeeT
HMKaKOro M3BECTHOr0 TOKCMYECKOro BO3AE/CTBMSA, XOTS MOXET Bbi3BaTb PeaKLMIO Y IO ¢
anneprueii Ha mosioko. CuMTaeTcsi, YTO BO3AECTBME MpPE3epPBATVBOB HE CO34AET HMKAKOro
[OMOMIHUTENBHOIO pPUCKa A1 NoNb30BaTeeit Npe3epBaTNBOB.

W3aenune He cOAePXMT NPOM3BOAHBIX OT Ye/I0BEYECKON KPOBU.

CTEPUNUN3ALNSA
MeguUuMHCKOe Un3fenine  SABMSETCA HEeCTEPUNbHbIM - M3Le/IMEM U He MpefHasHayeHo Ans
NnocneayoLLLen cTepunmnsaLnn.

AV3AH MPOrPAMMHOIO OBECNEYEHWNSA, PASPABOTKA VM BANNAALNA
He npumeHumo.

TEXHNYECKOE OBCNYXNBAHWE N PEMOHT
He npvMeHVMMO, Tak Kak u3fiefive [O/HKHO ObiTb YTUAIM3MPOBAHO MOCNe OLHOKPaTHOro
1CMO/b30BaHNA NOTPE6UTENEM.

MNOPAAOK OCYWECTBAEHNA YTUNJTNSAUNN N YHNUTOXEHUNA

V3nenvie AO/MKHO MCMONb30BaTLCA B COOTBETCTBUN C MHCTPYKLMEN NO NPUMEHEHUIO.

Mpn 6bITOBOM MCMOb30BaHUN U3LeNne YTUNN3MPYETCS Kak ObITOBbIE 0TX04bl. He BblbpacbiBaTb
B KaHa/IM3aumio.

B gpyrux cnydasx yTuamsauusi npesepBaTMBOB BbIMOSHSETCS B COOTBETCTBUMU C MECTHbIMM
HopMaMu.

TPEBOBAHWSA MO OXPAHE OKPYXAILWEW CPEAbI

Mpn NpaBWIbLHOI IKCMyaTalUMW, XpaHeHUM W YTUAM3auMM npesepBaTBbl Contex® Extra
Sensation He 0KasbIBalOT HEraTUBHOIO BO3AENCTBMS Ha OKPY>XKatoLLyto cpeay.
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MeTog ncnbiTaHus, I/ICI'IOI'Ib3yEMbII7I NPON3BOAUTENIEM

MpunoxeHue 1: MeTof MCNbITaHWUA MO OMpefeneHNI0 A/INHblI HAKOMUTENS npe3epBaTusa
(08291875)
e T[logrotoBka obpasua:
0 [lponuTaHHbIA Npe3epBaTUB
[na vcnbiTaHMA MUCMOoMb3YeTCA MPONUTAHHbLIN MNpe3epBaTB [0 CBOPaYMBaHUA.
CnepyeT cnerka pacTaHyTb npesepBaTuB ABaXKAbl [N1A pasr/iaxXnBaHUSA CKNajoK,
0 [pesepBaTnB B yNnakoBke
MoLBWHYTL Mpe3epBaTUB BHYTPU WHAMBUAYa/IbHOM YMNakoBKW Mofasiblie OT
obnactn paspbiBa. Pa3opBaTb ynakoBKy M M3B/eyb MpesepBaTuB. He cnegyet
MCMO/b30BaTb HOXHWULBI WM ApYyrve OCTPble WHCTPYMEHTbl AN BCKPbITUS
YMaKoBKMW.
CnepyeT pa3BepHyTb W Cferka pacTsaHyTb Mpe3epBaTvB  ABaX[Abl AN
pasrnaxvBaHns CKNagoK. MoXKHO yaasinTb CMasKy NpoMbIBaHVEM C MOAXOAALLNM
pacTBopuTenem. Ecnv ona yganeHusa cmasku MCNosib3oBaH pacTBOpUTESNb, nepeq
MCMbITaHWEM  CrefyeT  BbldepXaTb  OMpefesieHHbli  Mepuoj  BPeMEHMU,
Heo6X0AMMBINA 415 BbICYLUMBaHUS.

e TomecTuTb npe3epBaTUB Ha CTEPXKEHb C 3aKPYTr/IEHHbIM KOHLIOM AMaMeTpoM (25+2) mMm
N C MANIMMETPOBON LUKa/ION, HAYMHAKOLLENCSA Y OCHOBaHUA OT Hyns, C 3aKPYr/IeHHOro
KOHUa W O0CTaBUTb BWUCETb B CBOOOLHOM TOJIOKEHWUM TMO[ BO3LENCTBUEM TOJIbKO
COBCTBEHHOWM Macchl.

e OTMeTUTb TOUKY COEAMHEHUA HaKOMUTENs MpesepBaTvBa N CTEPXKHA. CM. pUCYHOK 1 un
n3obpaxeHue 1.

JnnHa
HaKoMnuTesA 7 \

PucyHok I. JnnHa HakonuTensa npesepsaTnBa

|/|306pa)KEHl/Ie 1 Touka, 0OTMeYeHHas B MecTe COeiMHEHMA HAKONUTeNA Npe3epBaTBa U CTEPXXHA
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CHATb Npe3epBaTuB C OTMETKOW cOo CTepXXHA. TMONOXKUTL ero, pasrnagutb, NPUIOKUTb

I'II/IHeVIKy n  WNIMEPUTbL pacCToAHME OT OTMETKM [0 KOHYMKa HaKonutenda C

NCNO/Ib30BaHMEM Ka/IMOPOBOYHON NMHENKN. 3anucaTb pesy/bTar.

MpunoxeHne 2: MeToA UCMbITAHUN MO U3MEPEHUIO TOMLLMHBLI BEHUMKA MNpe3epBaTUBa
(bAB/bT-IM8/16, NM18387639)

M3Bneub npesepBaTuB M3 YMakOBKWM WIN WCMO/b30BaTb BbICYLLEHHbIA MNpe3epBaTvB U
OCTOPOXHO PacTAHYrb ero.

M3mMeprTh TONLLUHY BEHUYMKA C UCMOb30BaHNEM TO/LLMHOMEPA C TOYHOCTbIO NOKasaHWii
B 0,01 mm.

MNoBTOPUTL N3MepeHUe eLle 2 pasa.

Heobxo4MMO BbINONHUTL  BbIYMC/IEHWE CPEAHero nokasatens TO/WUHbI  BeH4YMKa
Ka)>k[oro oTfe/ibHOro rpesepsaTunsa.

MpunoxeHne 3; MeTog WCMbITaHMA MO ONPeAesieHNt0 Maccbl npesepBaTvBa  (4ns
N3B/IEYEHHbIX M3 NePBUYHOI YnakoBKu/donbru) (08291956)

B3BecuTb npesepBaTviB B NEPBUYHON yrnakoBKe/(onbre v 3anucaTb Maccy (W1).
B3BeCUTb YMCTYIO CyXyto HallKy [MeTpy 1 06HYIUTbL Maccy Tapbl.

MoABUHYTL Npe3epBaTVB BHYTPU WHAMBUAYaSIbHOW YNAKOBKW Mofasiblie OT 06/71acTu
paspblBa. Pa3opBaTb ynakoBKy. He cnefyeT MCNoNb30BaTb HOXHULLbI UK ApYTMe OCTpble
NHCTPYMEHTbI /151 BCKPbITUSA YNAKOBKMU.

OCTOPOXXHO M3B/eYb NPe3epBaTmB U3 OTKPbITOM YNakoBKWU U3 (h0/IbIY C UCNOMb30BaHUEM
CYXMX W YUCTbIX LMMNLOB 1 MOMECTUTbL Ha YallKy [eTpu. 3anucartb Maccy npesepsaTtvBa
(\Y2).

Mepen vcnbiTaHWeM crefytoLwiero obpasua Heo6XoANMMO YA0CTOBEPUTBLCS, UTO LMMLbI U
Yaluka MeTpu cyxme n YUCTbIe.

Macca nepBUYHON YNakoOBKW/(ONbIM N OCTaBLUMXCA NOC/E WM3BMEYEHUS Mpe3epBaTUBa
cmasKu 1 onyapuvsatoLero matepuasna (W3) = - W2.

Macca cMasku 1 onyapuBsaroLLero matepuana rnocne mssnedeHnsa npesepsatuea (\Y3) =
WI - W2.

10
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Jlorotun: PeknTT BeHKM3ep
3p0poBbe. ['urveHa. Jom

1

CbIPbE
M»1TEPH//IbI
CKNAZ BbIAEPXXWNBAET
NCNbITAHUE
HE
BbIAEP)XNBAET
NCNbITAHVE

HE
BblAEP)XVNBAET
NCMNbITAHVE
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MpunnoxeHue 4
MPOWN3BOACTBEHHbIV MPOLIECC
TEXHOJTOT MYECKAA CXEMA N3rOTOBAEHNA N3AENNA

OB30P KOHTPONIA TEXHO/IOIMPIYECKOI'O NMPOLIECCA

HE 3

[/| M
c HET
NCNbITAHMNE 30HA MPU3HAHUE BO3BPAT
KAPAHTUHA MPETEH3UN MOCTABLYNKY

PKOOPP/! Beponst 30

BbIAEP)XWUBAET
NCNbITAHUE

- OTMPABUTb HA KAPAHTUH 1
YBE[JOMUTb PYK no «ad«ct»y.. PYK [IP-
BAHWN 3ANHTEPECOBAHHbIE
NNUA AN OUEHKN CUTYALUN 1
NPUHATUA HAONEXALLNX
KOPPEKTUPYIOWMNX JaUCTBUN

POC “ KOHTpO/Ib a4eCXM B X0fe npouecca



YTBepKacHO

Juapio bpaynxuan (Andrew Brownhill)
Meuemxep No perucTpanun riodabHOro pEryIsTOpHOTO oTACHA

TMoanxuce: IneKTPONHER NOANHCH: Iapio Bpayrxun
Liens noanncarus: 51 yyaepmanio MaHHA aoxysenT
Dava: 9 sapta 2022 1. | 14:38 GMT

/noonucy/

IKCIIAYATALHOHHAA JOKYMEHTALIUA
(MncTpykuus 10 NnpHMEHEHHIO)
HA MEAHUHUHCKOE H3AEJHE
IIpezepBaTHBLI H3 HATYPANILHOIO JATEKCA

' Contex® Extra Sensation

Pexumm Beuxusep Xencksap (FOK) JImo., Coeounennoe Koponeecmeo
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HANMMEHOBAHVNE MEAVNUVHCKOIO N3AENNA
Mpe3epBaTnBbI N3 HATYpasibHOro flatekca Contex® Extra Sensation.

MPON3BOANTEb
«PeknTT BeHkmzep Xencksap (FOK) Nta.», 103-105 batr Poya, Cnay, Bepkwwup, SL1 3UH,
CoeanHeHHoe KoponeBCTBO.

MPON3BOACTBEHHbIE MJ/IOWALKN
3c3caANn MaHydakTypuHr (TawnaHg) J1Ta., Bennrpoy WHgactpyan Sctent 96 & 100, Moo 5,
BaHrHa-Tpag Poya KM.36, baHrcamak, baHrnakoHr, YayoeHrcao, 24180, TannaHa,

MHhopmauns 0 mMecTe npon3BoACTBa npeAcTasneHa Ha BHELLIHe
BTOPMYHON/NOTPebNTEeNbCKON ynakoBkn B hopmaTe «CTpaHa NnpoucxoxkaeHnsa: [cTpaHal»

YMO/THOMOUYEHHbIV MPEACTABUTE/Ib MPOU3BOANTENA
000 «PeknTT BeHkmzep Xanckap», Pocecns, 115114, r. Mockea, LLinto3oBas Hab., 4. 4, aT. 3.
Ten.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

HASHAYEHVE MEOVNUWVHCKOIO N3AENUNA

MpesepBaTVBbl MPUMEHAOTCA B  KayecTBe 6apbepHOro CpeAcTBa  KOHTpauenuun  anis
NPeoTBPALLEHNSA  HexenaTeslbHOW  GepeMeHHOCTM WM ans  3awmtbl oT BUY un  gpyrux
3ab60neBaHWNi, NepefaloLLMXcs NOOBbIM MyTEM.

MOTEHUWMANBbHBLIE MOTPEBUNTENN MEANLNHCKOIO NSAENNA
MeauunHCKoe 13aenve npegHasHayeHo He 418 NPoecCUOHANBHOI0 UCMOb30BaHUS.

OMMNCAHVE MEANUNHCKOIO U3AENUNA

Mpe3epBaTvBbl M3 HaTypasibHOro naTekca Contex® Extra Sensation W3rotoBneHbl U3
HaTypa/lbHOro natekca, 6ecLBeTHble, C TOYEYHON U PebPUCTON CTPYKTYpPOM, aHATOMUYECKOW
(hopMmbl, FNagkme, C HAKOMUTENEM.

TEXHNYECKUWE XAPAKTEPUNCTUKIN**

TexXHN4YecKuin CnevHuKaums
JnvHa npesepsaTviga, MM 195+10
LLinpuHa npesepsaTviea, MM 56+ 2

(u3mepsieTcst B 30 MM OT BEHUVIKA)

JnmHa HakonmTens, Mv MuH. 11
He np1MeHVMO A1 Mpe3epBaTuBOB C

TonwyHa, Mvi TeKCTYPUPOBaHHOW CTPYKTYPOI
TonNWyHa BEHUMKA, MM 12
Al\/lze;cca npe3epBaTtyiea (Noc/e U3B/eUeHSt 3 MepBYHON YMaKoBKY, 264+05

, T
OtHOCUTE/NBHOE Y/ IMHEHME MU paspbIBe, % He mcirec 700
OTHOCUTE/bHOE Y/IMHEHE NpY pa3pbiBe, % (nocre cTapeHus) He meHee 600
YCnoBHasi MPOYHOCTL MpK pacTshkeHnn, M(1a He meHee 20
YcnoBHasi NPOYHOCTb MK pacTsiikeHun, MIMa (nocne crapeHs) He meHee 17
"epMeTMYHOCTL epmeTyyeH
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**ocnosHble mexHUMECKUE XAPAKMEPUCMUKU npedcmaerenst  Ha - gHewmneit  cmopone
8MOopuNHO/nompeGuUMeabCKol ynaKoeKku Kax: nomunarbnan oauna — 195 mm, nomunarenan
wiupuna — 56 mm

KOMILIEKTHI NIOCTABKH MEAHUHHCKOTO H3AEJIHA***

MeanuuncKoe H3ACNHE MAKYEeTCR BO BTOPHYHYIO/NOTPEONTENLCKYIO YNAKOBKY NO 3 WIT./y., 1o
12 wr./yn. 1 no 18 wr./yn. Conposoxkaerca HHCTpyKuHel ana moTpeburens, koTopas MOXET
6biTh BIOXKEHA B YNAKOBKY WM HaneyaTaHa Ha BHYTpeHHeH cropone W/MnH BHewmel cropotie
YNaKOBKH.

¥ ¥oruuecmeo npe3epeamueoe YKasano 1a enewiieli cmopone emopuynot/nompebumenbcron
ynaxosxu, uncmpyxyus Onn  nompeGumencli  nanecena na  enympennei  cmopone
6MopuuHoL/nompebumenbcXol ynaxosxu.

MAPKHPOBKA
Ha xaxno# wHAHBHYaNbHON YNAaKoBKe HanevyaTaHa cleayiomas HHpopMauus:

— TOproBas MapkKa,
— Homep cepuu (LOT);
— cpok roanoctu (EXP).

CHMBOJIbI, HCIONIB3YEMbIe U MapKHPOBKRK, B HX 0003HaUCHHE:

g lConeu no

1_0?" Howmep cepun

Jononuurensians BudopMauxs Moxer OblTb HanewaTtaHa Ha HHAABHAYANLHOH YMaKOBKe,
BKIIIOYAs CCHUIKH Ha MEXKAYHAPOAHBIE CTARAAPTHI.

Ha sueumeil cropone BTOpHuHOH/MOTpeOMTEALCKOH YNAKOBKK HanedyaraHa Crneayiouas
uuopmauns:

— ONHCaHHE Npe3epBaTHBa;

— KO/IMMECTBO MPEe3epPBaTHBOB B NOTPeONTENLCKOH yakoBKe,

— HOMHHAIbHAR JUIWHA NPe3epBaTHBA;

— HOMRHAALHAA IBHUPHHA Npe3ePBaTHBA;

— YKa3aHHE O TOM, YTO [IPEICPBAaTHB B CMA3KeE;

— YKa3aHHe O TOM, YTO CMa3Ka HE COACPXUT CNEPMUILINA;

— YKa3aHHEe O TOM, YTO {1Pe3epBaTHB COAEPKHUT HaTypanbHbIl NaTeKc;

— YKa3aHHA 10 XPaHCHHIO;

— HaHMEHOBAHHE H aipec NPOH3BOANTENN,;

— CTpaHa NPOHCXOXKACHHA (SCIH NPHMCHHMO);

— Homep cepun (LOT);

— cpok rognocti (EXP).
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CHMBONBL, MCIIONB3YEMbIE I MAPKHPOBKH BTOPHYHON YIAKOBKH, M HX 0003Ra%CHUS:

ll"oneu Ho

LOT I {Homep cepan

{ConepXxuT HaTYpaNnbHBIA NATEKC

'® 3anpeT Ha NOBTOPHOE NIPHMEHEHHE

[OcTopoxmo!

JlononsuTeNbHAsA MapKETHHIOBaA NRGOpMaLNA MOXeT OHTL HaNEYaTaHa Ha BHEIIHIOIO CTOPORY
WHIMBHIYATHHOU/ MOTPeOMTENbCKOH YNMAKOBKM, BKMIOYAd <CCHUIKH HA MEXIAYHApOAHbE
CTaHAApTHL.

BHEIIHAR WY BHYTPEHHSAA CTOPOHA BTOPHUHON/ NOTPeCHTENLCKOH YNIAKOBKH H/HIH BKJIAAbIIU
COIEPXAT CIEAYIOIMYIO HH(pOpMAaIHIO:

— HanOMHHaHME 0 HeoOXOAMMOCTH aKKypaTHOro oOpalleHHA C Mpe3epBaTHBOM, BKITIOYaR
€ro U3BNCYESHUE H3 YIIAKOBKH,

NoKasaHus, NPOTHBONOKA3aHHA, MEPHl NPEAOCTOPOXHOCTH, BO3MOXHbBIE NOGOYHbIE
apexTsi;

cnoco® npuMeHeHus

HeoOX0AMMOCTE yAaICHHA NPe3epBaTUBA CPa3y IOCIE CEKCYanbHOro KOHTaKTa,
HeoOXOMMMOCTE HCKIIOYEHHS CMa30K HEPTAHOrO NPOHCXOKAEHHMA W HAa MacngHOH
OCHOBE;

HEOOXOMMMOCTE HCNONBL3OBAHMA Oe3onmacHoO# JOMONHHUTENLHOM CMAasKH, €ClH 3TO
Tpebyercs;

HeoOXOMMMOCTh KOHCYABTAIHH CO CHELHAIMCTOM 0O BONPOCY COBMECTHMOCTH
npe3epBaTHBA C JICKAPCTBEHHBIMH CPEACTBAMY MECTHOIO NPUMEHEHH,

HHCTPYKLHIO N0 YTRITH3AIAH ACIIOIL30OBAHHBIX ITPCICPBATHBOB,
ape3epBaTHB AJIA OXHOPA30BOrc HCHOJIb30BAHHA.

TMOKA3AHUSA
— MpeAOTBpaIlEHNE HeXenarenbHoHi GepeMENHOCTH;
— sammTa ot BUY 1 npyrax 3abonepatuii, nepeaaiouinxca MOAOBLIM HyTeM.

MPOTHBOIIOKA3AHHUA
[MoBuimeHHas YyBCTBHTEALHOCT: MM AUICPTHA K JOOOMY H3 KOMIOHCHTOB, BXOAALIHX B

COCTaB NpPE3epPBaTHBA.
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MEPBI IPEAOCTOPOXHOCTH

Hanepars mpeseppaTkB A0 TOro, Kax [EHHC KOCHETCS Tejia NapTHepa. JTO NpEHOTBPAaTUT
HACTYIUICHHE HeXenarenbHol GepeMEeHHOCTH W CHH3HT BEPOATHOCTb mepefaun 3abonesaHmuii,
NepeAaloNInXCc MOAOBLIM MyTeM. [IpoBEepHTL CPOK FOAHOCTH Npe3epBaTHBa Ha YNaKOBKe nepex
HCnoms3oBaHMeM. He HCTIONB30BaTH NpesepBaTHB NOCHE HCTEYEHHA Cpoka roaHoctd. Ecnu
HHAMBHAYATLHAA YTIAKOBKA NMOBpPEXACHA, BRIOPOCHTL MpE3epBaTHB U HCNONL3OBATL HOBHIH H3
HEMOBPEXKACHHOH YNAKOBKH.

Hcnons3oBars cMasKy, KOTOpas peKOMEHAOBaHa A MCIONBL30BAaHHA C NPE3EPBATHBAMM.
CmMa3kn HeTAROrO MPOMCXOXKACHHA ¥ HA MACIAHOH OCHOBE (HANpHMEDp, BaleNIHH, AETCKOE
Macino), HEKOTOPHE MECCAPHM, & TAKKE HEKOTOphle JICKAPCTBEHHRIC CPEACTBA MECTHOrO
MPUMEHEHNA, KOTOPhIE HAHOCATCA HAa NEHHC MM BBOXATCA BO BAAraguile, MOTYT NOBPEAMTH

Npe3epBaTuB.

[TpeKpaTHTh KCIIONBE30BAHKE NPe3ePBaTHBA NPH OLIYMICHAR AHCKOMGOpPTa HIIH Pa3ApakeHHs BO
BpeMA HCOIONLIOBAHHA NPE3CPBATHBA.

ITpOKOHCYNLTHPOBATHCA CO CRELMATHCTOM:

— 0 COBMECTHMOCTH MPE3CPBATHROB C JIPYTHMA KOHTPALCIITHBAMH;

- NpH HCNONB30BAHMH JICKAPCTBEHHOTO CPEACTBA MECTHOIO NPHMEHEHHS, KOTOpoe
HAHOCHTCA Ha MECHHC WIA BBOAMTCA BO BIIATAIHLIC;

— eCJH pasapaxkeHHe! ANCKOMBOPT COXPAHAIOTCS MOCsEe HCNIONb30BAHKA MIPe3epPBaTHBA;

— €CJIH BBl HE YBEPEHBI, €CTh JIH ¥ BAC alepru Ha NaTexc;

-—— €C/IM Mpe3epPBaTHB NMPOTEKAET HilH NOPBAICA BO BPEMH €ro MCI0Jb30BaHUA (CAenaTh 310
KaK MOJKHO CKopee B TeueHue 72 4yacos).

Jng aHanbHOTO CEKca WK B Cilydae HeOOXOAUMOCTH HCIONB30BaTh AONONHHTENBHYIO CMa3KY C
BHEImHe# CTOPOHEI pelepeaTHBA.

[IpesepBaTEBE MOT'YT NPEACTAB/ATH ONMACHOCTh YAYIICHUA. XpaHUTh B HEAOCTYITHOM AAA Aerel
MecTe.

Ecnu npesepBaTtHB MCNONK3YETCs CHAYana IS OPAILHOrO cexca, ANA APYTHX NOCHEHYIOIHX
BHJIOB CEKCa CIICAYET HCMOJIb30BaTh HOBLIH 1Ipe3epBaTHB.

IpesepBaruBH NpeAHA3HAYCHB! TOJNIBKO JUIA  OAHOPA3OBOrO Mcnmons3oBaHu. [lopTopHOS
MCTIONB30BAHHE MOXKET NPHBECTH K HApYLICHHIO UEJIOCTHOCTH Mpe3epBaTHBa MIH YBEAHMUTD
PHECK nepeaayn 3aGosieBanHit, NepenAoIuMXcA NONOBBIM MyTEM.

He oamH M3 MeTONOB KOHTpAlLCNUWK He MoxeT rapanthposats 100% sammter ot
HexenarensHoi GepemenHocTn, BUY unm apyrux 3aGoneBaHmii, nepefaronMxcs nonoBbIM

MyTeM.

BO3MOXHBIE ITIOBOMHBIE Y@POEKTbDI

[lpesepBaTHBE W3rOTOBJEHR M3 HATYPANbHOTO JIATEKCa, KOTOPLIH MOXKET BbI3BaThH
AJUIEPTHYECKYIO PEaku IO, BKIioyas aHapunaKTHIeCKHi MoK, €C/IH Y NOTpeOUTe A anneprui Ha
NaTeKc.

CIIOCOB ITPHMEHEHHA

Hazopeats ynakoBKY €O CTOPOHBl 3y0uaToii KpOMKH H akkypatHo ofpawmarsca ¢
Npe3epPBaTUBOM, T.K. €0 MOKHO NOBPEAWTE HOITAMH H OCTPHIMH [IPEAMETAMH.

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



Ilposeputn, wTOOB! mnpesepsatHs Obin  ceepryT wHapyxy. CnaBMB HaKoONHTENAb HaneTh
Npe3epBaTHB Ha rojIoBKY 3perHpoBaHHOro neHuca. PaspepHyTs NpelepsaTHB N0 HANPABNEHHIO K
OCHOBaHHIO NEeHuCa. Ecnn npe3epBaTuB He pasBOpauHBactCs, 3HAUYMT OH CBEPHYT B obpaTHylo
cropoty. Beifpocuts nanHbIA npesepBaTHB M HMCNOAL30BaTh HOBHIH. OCTAHOBHTHCA H
NPOBEPHTh MpPH OLIYIUIEHHH COCKANb3LIBAHWA NPCIEPBATHBA WM 4PE3MEPHOro CXXHMaHKA
TNEHHCA, TOCKONBKY 3TO MOXKET MPHBECTH K HAPYILIEHKIO LISTOCTHOCTH NPe3epBaTHBa.

Cpasy nocne 3AKyIAuUnK W3Bieub NEHNUC, NAOTHO NPHACPKUBAA NPE3EPBATHB Y €ro OCHOBAHHKA,
H 8KKyPaTHO CHATh NPE3EPBATHB.

BriGpocuTs B Mycoproe seapo. He BuiGpachiBaTs npe3epBaTHB B YHHTa3.

YCIAOBHA XPAHEHHA H CPOK IT'OAHOCTH

XpaHuTe B 3aIIMINCHHOM OT BARarn Mecre npn Temneparype 0 - 25°C. Hsberats
MEXaHHYESCKOTO BO3MEHCTBHA M NPAMBIX CofHeuHsiX aydweii. Heobxomumo usberars xontakra
npe3epsaTHBa ¢ HeTENPOAYKTAMH, PeHONaMH, W HX NPOH3BOAHLIMH, A TaKXKe MachaMu
MHHEPANBHOTO MPOUCXOKACHHA, GEH3UHA, KEPOCHHA M IPYIHX OPraHHYECKHX BELIECTB.

Cpok roaHocTH - S Jer.

JIEKAPCTBEHHAS HIH PAPMALIEBTHYEBCKASA CYBCTAHLNA,
COAEPXKAIIASACA B MEARIIHHCKOM H3JIEJIHH
He npumMenumo.

TNMEPEMEHD MATEPHAJIOB JXHBOTHOI'O H (HJH) YEJOBEYECKOIo
NMPOHCXOXAEHHUA* ***

CocrasHoli uatypanbupiff natexc cogepxut kaseun (0,02%+ 10% or ero cozepxkanus,
BHINOJHACT QYHKIUHIO CTAGUNN3ATOPa), KOTOpbIi MOXET PaccCMaTPHBATBCA KAaK NPOM3BOAHOE
TKaHe#/ MaTepHanoB JXHBOTHOTO NPOHCXONKACHNA, T.K. BHIACHACTCA H3 MOJIOKA.

Kasenn (Monounsii Oenok) ABnseTca HaTypaliblbiM CyOnpozykToM Monoka. OH ue nmeer
HHKAKOro H3BECTHONO TOKCHYECKONO BO3ACHCTBHS, XOTA OH MOXET BH3BaTh PEAKLIHIO Y NIOREH ¢
annepruelt Ha monoxo. Cuxraerca, YTo BO3ACHCTBHE MPE3EPBATHBOB HE CO3MAET HHKAKOTO
JOMONHUTENBHOTO PUCKA A NOAbIoBaTeNCH Npe3epPBaTHBOB,

H3zzenne ue coaepuT NPOU3BOAHBIX YENOBEYECKON KPOBH.

¥ npedynpesicoenUe 0 GOIMONCHOM NOGONHOM 3ighexme @ gude ARAEPUYECKOU PeaKuY U3-3a
HAMYPALHO20 AAMEKCA, COOEPIHCAUJE20CR 8 COCMABE MeOUYUNCKO2O UIOEAUR, BHINECENO Na
GHYMPEHHIOI CMOPONY 8MOPUYHOU/ ROmMpPebuUMeRbCKol ynaxoexu.

CTEPHIIN3ALINA
Mennuunckoe H3AENNE SABNACTCA HCCTEPHNLHBLIM HIACAHEM H HE MNpeAHasHaveHo s

nocnenylomeﬁ CTCpPHAH3ALHA.

HCMIOJIb30BAHME C APYTHMHA MEJULIMHCKHMH H3AEJIHAMH **##*

Idns npenorBpamienns wHQeKuAl, nNepelaioOMXCA NONOBHIM NyTeM, W OepeMeHHOCTH
Npe3epBATHBH MOTrYT WCMONABL30BATHCA KaK CAMOCTOATENBHOE MEAMLMHCKOS H3OEIHE W He
MpeaHa3HaueHbl ANA HCIONb30OBAHHUA B COMCTAHHH C IPYTHMH MCAHUHHCKUMY H3ACTHAMM.
Onnako B cnyuyae HeoOXOAMMOCTH NOTPEOMTENH MOTyT MCMONB3OBATL NpPE3epBaTHBH B
COYETAHHH CO CMasKaMi/ TyGpUKaHTaMH, KOTOPbIE COBMECTHMBI C TIpe3CPBaTHBAMH.
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FREEY DEKOMEHOAYUR UCNONLI0BAMb Npu HEOOX00UMOCMU COSMECMUMYIO C NPe3epeamueamu
CMQIKY GLINECEHA HA BHYMPEHKION CMOPOHY 6MOPUHOT/NOMPetUMenbCKol ynaKosKuL.

YCTAHOBKA, TEXHHYECKOE OBCIYXXHBAHHUE, KAJIMNBPOBKA
He npumernmo.

OUYMCTKA, JEIHHOEKIINA, CTEPIIN3ALIHA MEQAUIIHHCKOTI'O U3AEJINAA
He npumenumMo.

MEXIAYHAPOAHBIE CTAHIOAPTBI
ISO 13485

ISO 14971

ISO 4074

MEPBI IIPEAOCTOPOXHOCTH, IIPEAIIPHHUMAEMABIE IIOTPEBHTEJIEM IIPH

YTHRIH3ALIMA METHITHHCKOT' O U3AEJIHA
lNpeseppatnBel M3 HarypameHoro narekca Contex® Extra Sensation mnpu 6niToBOM

HCTIONB30BAHHH YTHIHIHPYIOTCA KaK OurroBeie oTxoasl. He Buﬁpacbma'rb B KaHaJIU3AUMKIO.

JATA BBINYCKA/ NOCHAEAHHA INEPECMOTP SKCIUIYATALIMOHHON
AOKYMEHTALHA

MeaniMHCKOE H3feNHe COMEPXHT HHOOpMaUMIo O NOCHeOHeM mepecMoTpe/ mocnenHei
peHaKUHM HHCTPYKLKH O NIPHMECHEHHIO.

MNOPAZOK OCYHIECTBJEHHUA YTHJIN3AIIHA 1 YHHUYTOXEHHA

Hsgenne 20MKHO HCMONB3OBATECA B COOTBETCTBHH ¢ HHCTPYKUMEH N0 NPHMEHEHHIO,

ITpu GBITOBOM MCTIONE30BAHHH H3NENHE YTHIA3HPYETCH Kak ObrmoBbie oTxonsl. He BuOpackBath
B KAHAIU3ALHMIO.

B mpyruXx cnyvasX YTHNH3aUMS NPe3cpBaTHBOB BBHINOJNHACTCA B COOTBETCTBHH C MECTHBIMHU
HOpMaMH.

TPEBOBAHHUA 11O OXPAHE OKPYKAIOINEH CPEJBI

[pn npaBunbHON 3KCIUTYaTAUHH, XpPaHCHHHW H YTHIH3aUHW NpPE3SpBATHBLI A3 HATYPaNbHOIO
narekca Contex® Extra Sensation He 0OkasbIBAaIOT HEraTHBHOTO BO3ACHCTBHA Ha OKPYIKAIOULYIO

cpeny.
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IIpunoxenne
K JKCITYATaNHOHHOH JOKYMEHTANMN MEANLHHCKOro MIRCAHA
«IpesepBaTuBbl 43 Havypaabnoro aarexca Contex® Extra Sensation»

Hughopmayus, Hanocuman Ha 6HYMPEHHION0 CIMOPOHY
8MOPUYHOU/NOMPEOUMENLCKOU YNAKOBKU
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1. 2. 3. 4.

l'Iepen HCINONB30BAHHEM BHHEMATCIEHO NPOYHTATE HHCTPYKIHIO, oco0eHHO ecnn HpPE3CPBATHBEI
HCIIONB3YIOTCH AJIA OPANIBHOTO HIIH AHANBHOI'Q COKCA.

Hapmesath mpesepBaTHB [0 TOro, Kak NMEHUC KOCHETCS TeNa NMapTHEPA. JTO MOXKET MOMOME B
NPEAOTBPALICHUH HACTYTNCHAS OSpeMEHHOCTH M BO3MOXHOCTH nepeaaud 3aloneBaHwi,
NepEaAOITHXCH TIOAOBBLIM ITYTEM.

BHHUMAHHE: [IlpoBeputs CcpoK TOAHOCTH Npe3epBaTHBA Nepen ucnonb3oBanueM. He
HCIOJIB30BATE INPE3epBATHB NOCTE HCTCUCHHA CpOKa TOAHOCTH. EcnM MHAMBHAyanbHas
ynakoBKa NMOBpexkAeHa, BHIOPOCHTH Mpe3epBaTHB M HCNONBIOBATH HOBHIM M3 HeNoBpexAcHHON

YIaKOBKH.
HA3ZHAYEHME
IlpesepeaTiBEl MNPHMEHNIOTCA B KadecTBe OapbcpHOrO CpeAcTBA KOHTpauenuuy As
’ NpefoTEpalneHud Hexenatenbaol OepemeHHocTH W QA 3amutel of BHUY u  apyrux

3abonepanuit, nepeNAIOMIMXCS TONOBHIM TIYTEM.

CNIOCOB IIPHMMEHEHH A
1. Hagopsath ynaxoBky €O CTOpoOHH 3yGuaroii KpOMKH M akkypaTHC oOpawatecsi ©
NPe3epBATHROM, T.K. €10 MOXHO HOBPEIMTH HOTTAMH H OCTPBIMH Npe/IMETaMH.

2. Tlpomeputs, wTOOBI mMpe3eppaTHB ObUN CBEpHYT Hapyxy. CAaBHB HaKONWTeNb, HAAETh
Npe3epPBaTHB Ha OJIOBKY 3PErHPOBAHHOIC MEHHCA.

3. PasBepHyTs mpe3cpBaTHB N0 HANMpPaBICHHIO K OCHOBAHMIO ficHHCA. Ecad npeseppaTus He
pasBoOpavYHBacTCsl, 3HAYAT, OH CBEPHYT B OOPaTHYIO cTOpoHY. BHODOCHTD AaHHbIi npesepsaTUb
H HCNONG30BaTs HOBHI. OCTAHOBHTBCA ¥ TPOBEPHTL NpPH OIMYIICHMH COCKANb3bIBAHUS
Mpe3epBaTHBa MM €I0 YPEe3MEPHOrO COKHMAHHA NCHHCA, TOCKONBKY 3TO MOXET MPHUBECTH K
HapYNIEHHIO UENOCTHOCTH Npe3epBaTHRA.

Cpasy nocsie 2AKyNSUAR H3BA€Yh NCHHAC, IUIOTHO NPHACPKHBAR NPE3EPBATHB ¥ €ro OCHOBAHAA,
b H aKKypaTHO CHATH TIpe3epBaTHB.
4. BuGpocHTs B MycopHoe Beapo. He ciyckaTth nmpe3epsaTus B yHMTA3,

Jina aRaNbHOTO CEKCa FUIM NMPH HCOOXOAMMOCTH MCHONB30BaTh AONOIHHTENLHYIO CMa3Ky Ha
BHeLIHe}# CTOPOHE Npe3epBaTHBA.

[TpesepBaTHBEI MOTYT NMpPEACTABNATL ONACHOCTD YAYIEHHS. XpaHHTEL B HEAOCTYITHOM IUIA AeTel
MeECTe.

Eca mpesepBaTyB HCMONb3YeTCA CHauasia [Uis OPaIbHOTO CeKca, ANA APYruX MOCHeXyIOWMX
BHIOB CEKCa CIEAYET HCTIONb30BaTL HOBBIY NMpe3epRaTHB.

IpesepBaTHBH TpeAHA3SHAYEHH TONBKO JUIA OAHOPa3oBoro Hcnonblopauud. [losrophoe
HCMOMNB30OBAHHE MOXET MPHBECTH K HAapYyICHHWIO LENOCTHOCTH Npe3epBaTHBA MM YBEMHUMTH
pHck nepeaadM 3aboeBaHui, NEPEAAOMAXCS NOIOBLIM MYTEM.
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MPOTHBOIIOKA3AHUA
[NoBnimieHHas YYBCTBHTEIBHOCTD WIK WUIEPTHA K mMoOOMYy M3 KOMIOHEHTOB, BXOAAIIHX B

COCTaB Ope3epBaTHBa.

BO3MOXHBIE MOBOYHRME >®POEKTHI

IlpesepBaTHBR HIrOTOBJICHR H3 HATYPANbHOTO JIATEKCA, KOTODHI MOMET BHI3BATH
ANNEPrHIECKYIO PEaKIuIo, BKIOUan aHapHNaKTHYEeCKHH 10K, ecim y noTpeOuTens anneprus Ha
NaTexc.

MEPBI IPEJOCTOPOXHOCTH

Hcnons3obaTh cMasky, KOTOpad PCKOMEHAOBAHA MMM MCHOONB3OBAHMA C NPE3CPBATHBAMH.
CMa3ke He()THHOro NMPOHMCXOXKHCHHA M Ha MAcHAHOW OCHORE (HampuUMep, BA3CAHH, ACTCKOS
Macio), HCKOTOPHIC MECCapdl, a TAKKE HEKOTOpHE JICKapCTBEHHNE CPEACTBA MECTHOTO
NMPUMEHCHHS, KOTOphie HAHOCATCA HA NMEHHC HAM BBOASTCA BO BIAraiuine, MOTYT MOBPEAMTH
TIpe3epPBaTHB.

IlpexpaTHTh HCNONB3IOBAHME NPE3CPBATHBA, €CIH YYBCTRYETCS AMCKOMQOPT HAM pasapakeHue
BO BPEMS HCTIONL30BAHKS NIPE3EPBATHBA.

TIpoKOHCYNETHPOBATHCA CO CIICHANHCTOM:

— 0 COBMECTHMOCTH TIPE3EPBATHBOB C APYTHMH KOHTPALIENTHRAMY;

— NpH HCNONLIOBAHHM JICKAPCTBCHHOTO CPEACTBA MECTHOIO NpHMEHEHRH, KOTOpoe
HAHOCHTCA HA NCHHC HITH BBOIOHRTCA BO BIATATHIILES,

— eC/IH pasapaxeHre/ AHCKOM(POPT COXPAHAOTCS NOCNE HCMONB30BAHAA TTPE3CPBATHBA;

— C€CJIH BEI HC YBEPEHE], 6CTh JIH Y BAC AIUICPrUd Ha JIATeKC;

— ec/iu Mpe3epBaTHB NPOTEKaeT WK NOPBAACS BO BPEMA €10 HCMONL3oBaHMA (CAeAaTh IT0
KaK MOXHO cKopee B TeucHHe 72 4acoB).

Hn oauH M3 METONOB KOHTpauENnuMH He MoxeT rapanTuposats 100% samuTH oOT
HexenarenvHoOlM Gepementocrn, BUU e apyrax 3aGonesaHuit, mepemalompaxcs MONOBHIM

MyTEM.

Hama nocaeoneii pedaxyuu uncmpykyuu:
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MepeBoA AaHHOTO TeKCTa BbINOMHEH MepeBogYMKOM KpanavHbimM eHncoM AneKcaHapoBMyeM

noarnmcb

Poccuiickaa degepauus
["opos MockBa
[Bajuatb TpeTbero MapTa fiBe ThbiCAYM ABajLaTb BTOPOro roga

A, [pokoweHkoBa EneHa EBreHoeBHa, HoTtapuyc ropofa MOoCKBbI, CBWUOETENLCTBYHO
NOAMIMHHOCTL nognucy nepesoguuka KpanavHa eHnca AnekcaHaposuya.

Mopnwnck caenaHa B MOEM MPUCYTCTBUMN.

JINyHOCTb NoAnucasLLero JOKYMEHT YCTaHOB/IEHA.

3apeructpmpoBaHo B peecTpe: Ne 21/86-H/77-2022-

Ynna4veHo 3a CoBepLUeHNe HOTapuasibHOro aericteus: 400 py6. 00 kon

MOANCh "epboBasi neyarb epboBasi neyatb
HoTapuyca r. MocKBbl HoTapuyca r. MockBblI
MpokoLleHkoBoi E,E. MpokoLueHkosoM E.E,

E.E. NpoKoLleHKoBa
Bcero npoLuHypoBaHo, NpoHyMepoBaHo 5?UImhio nnct(-a,-0B).

E.E. lNpokoLueHKoBa

Poccuiicka
o
a iBe TbiCSYM ABaLATb BTOPOro roga

A, MNpokoLueH oTapuyc ropoga MoCKBbI, CBUAETENbCTBYH BEPHOCTb
KOMuK C rpe, a
"-H/77-2022
bHOIo AeNCTBUA .py6.

E.E. lNpoKoLueHKoBa

0 1 CKpenuieHo neyatbio ~ 5-  auct(-a,-0B).

E.E. lNpokKolleHKoBa
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