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Andrew Brownhiil

Global Regulatory Affairs Manager
Date; Feb 18,2022

Signature:
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TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE

Contexts) You&Me Orgasmic natural rubber latex condoms

Reckitt Benckiser Healthcare (UK) Ltd., UK
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NAME OF THE MEDICAL DEVICE
CoiUcx® You&Me Orgasmic natural rubber latex 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® You&Me Orgasmic natural rubber latex condoms are colorless, with textured structure, anatomic
shape, teat ended, in silicone lubricant. Made from natural latex.

TECHNICAL CHARACTERISTICS
Test Method used by the

Technical parameter SpecificatioD manufacturer Frequency
Condom length, mm 195+ 10 SO 4074:2015 clause 9.3.1 Every batch
Annex D
Condom width, mm 180 4074:2015 clause 9.3.2
(measured at 30 mm from 56 + 2 Annex E Every batch
the bead)
Teat length, mm Min. 11 Appendix 1 Once a month
Thickness. mm Not applicable to texture Not applicagle to textiue Not applica(t;le to
: condoms condoms texture condoms
Bead thickness, mm 12 Appendix 2 Every batch

Condom weight (after
removed from the primary 2.90+0.5 Appendix 3 Once a month
package, W2), g ' '

Elongation, % Median 700 ISO 4074:2015 Annex J Once a month
Elongation, % (aged) Median 600 150 4074:2015 Annex J Once a month
Tensile strength, mPa Median 20 ISO 4074:2015 Annex J Once a month
Tensile strength, niPa Median 17 1ISO 4074:2015 Annex J Once a month

(aged)
Freedom from holes Impermeable 0 407;1\.r12|$e1x5l\3llause “ Every batch
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RAW MATERIALS (% material is based on theoretical value)

Nominal content ofthe
Material material, (%), Trade name
+/-10%

Basic material:
- Compounded Natural Rubber latex 82.51 N CL60HA

Dusting material:

- Calcium Carbonate 155 Calcium carbonate light Bluestar
- Magnesium Carbonate 0.10 Extra Light Magnesium Carbonate
i
Lubricant: - ]
- Silicone 14.73 BRB Silicone Oil DM 350 EP*/
Angelay350CS**
- Spearmint (as sensate) 0.32 Spearmint Flavour 5990037
- Saccharin solution (as sweetener) 0.79 Saccharin solution J5312
Raw Material Additional Information
Compounded Natural Rubber CL60 HA is a trade name of natural latex raw material used in compounded
latex NRL
Silicone *BRB Silicone Oil DM 350 EP and "'sAngclay 350CS arc trade names of the

silicone

Spearmint (as sensate) Spearmint Flavour 5990037 is trade name of the speannint flavour

Saccharin solution (as sweetener)  Saccharin solution J5312 is trade name of sweetener

PACKAGING

PACKAGE DIMENSIONS:
Individual foil size: 602 mm x 60+ 2 mm.

Each condom is packaged in primary packaging of multi-layer material (foil). The table below shows the

Frontal foil layer:

Contex® You&Me Orgasmic natural PETIALITPE

rubber latex condoms Back foil layer:

PET/AL/LDPE
From the outer to the inner foil layer:
PET = Polyethylene terephthalaie ( Polyethyl benzene-1,4-dicarboxylate)
AL = Aluminium
LDPE = Low Density Polyethylene

PRESENTATION OF THE MEDICAL DEVICE
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Secondary packaging is a carton pack, wrapped with the transparent tape where applicable. The numo™-
condoms is indicated on tlie 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 orl8 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:
m trademark;
m lot number (LOT);
m expiry date (EXP).

Symbols used for labelling and what they mean:»

Expiry date
2

|LOT| 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 ofthe 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 docs not contain spermicide.
— indication, that the condom contains natural latex.
— indication, that the condom is not suitable for anal sex;
— storage guidelines;
— name and address of the manufacturer;
— country of origin (ifapplicable);
— lot number (LOT);
— expiry date (EXP).

Use by/Expiry date

L J
r 1

LOT Lot number
K >
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Contains natural latex

Caution! N

L J
® For single use only

Additional marketing or promotional information can be printed on the outer surface of tlic secondai7 /
consumer package including reference to international standards.
i
Outer or inner surface of consumer packages and/or package insert contains prescribing information, which
includes:
m reminder to handle the condoms carefully, including when removing them out of the package;

m indications, contraindications, precautions for use, possible side effects;
m  method of application;
m necessity to remove condom right after sexual intercourse;
m necessity to exclude petroleum- and oil-based lubricants;
m necessity to use safe additional lubricant if needed,;
* necessity to consult a specialist on compatibility with topical medications;
m disposal instructions for used condoms;
m the condom is a disposable product.
INDICATIONS

m prevention of unwanted pregnancy;
m protection from HIV and other sexually transmitted diseases.

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

PRECAUTIONS FOR USE

Put a condom on before the penis touches the partner. I'his 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 (petroleum jelly,
baby oil), some pessaries and some topical medicines that are applied to Uie penis or vagina can damage
condoms.

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

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

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



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

If several types of sex (oral, vaginal) are practiced during intercourse - it is recommended to use a new
condom for each type of sex.

Do not use for anal sex.
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 teal 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
new one. 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 ofthe penis and carefully lake
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 when 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 0-25°C. Avoid mechanical impact and direct sunlight. The condom
must not come into contact with petroleum products, phenols and their derivatives, oils of petroleum
origin, gasoline, kerosene and other organic substances.

Shciriifc - 5 years.

RISK MANAGEMENT SUMMARY
In accordance with the BS EN ISO 14971, Medical devices - Application of risk management to medical
devices, the international standard for medical device risk management an assessment of risk relating to the

use of medical device has been conducted.

INFORMATION ABOUT BIOCAMPATIBILIIfY
Test Standard Biological effect
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The test articles showed no evidence of causing cell

In vitro cytotoxicity testing ISO 10993-5 lysis or cytotoxity.

The test articles showed no evidence of causing delayed
dermal contact sensitization

Test articles was considered a non-irritant to
pcnile/rcctal/vaginal tissue

There was no mortality or evidence of systemic toxicity
from test article

Maximization Sensitization ISO 10993-10
Penile/rectal/vaginal irritation ~ 1SO 10993-10

Acute systemic toxicity ISO 10993-11

MANUFACTURING PROCESS
See Appendix 4

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

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 tissuc/materials ofanimal 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.

STERILIZATION
The medical device is presented as a non-stcrilc 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 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(K) You&Me Orgasmic natural rubber latex condoms have no

negative impact on the environment
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Test Methods used bv the manufacturer
Appendix 1: Test method for condom teat length determination (D8291875)

m  Sample preparation:
0 Dipped condom
Dry dipped condom before rolling will be used for this lest. Stretch the condom slightly twice to
smooth out the wrinkles.

o Condom in container N

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

Unroll the condom, stretch it slightly twice to smooth out the wrinkles. Lubricants may be removed
by washing with a suitable solvent. 1*a solvent is used to remove the lubricant an adequate period of
drying should be allowed before testing.

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

m  Mark a point at the junction of condom teat and the shoulder of the condom. See Figure | and Picture 1

Teat lenfth

Figure 1. L.ciigUi of condom teat

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

Remove the marked condom out from the mandrel. 1ny it flat and put the ruler on lop and measure the
distance between the marked point and teat end by using a calibrated ruler and record the result.

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



Appendix 2: Test method for measurement of condom bead thickness (LAB/LT>DMS/16, D8387639)

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

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

Average condom bead thickness for individual condom will be calculated.

Appendlx 3: Test method for Condom weight (after removed from the primary package) (D8291956)

Weigh individual foiled condom and record the weight (W1), :

Weigh a dry and clean petri dish and tare zero. A

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 die opened foil package by using a dry and clean forceps and place it
on the petri dish. Record the weight of condom (W2).

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

Weight of foil package and remaining lubricaht and powder after condom removal (W3) = WI - W2,
Lubricant and powder after condom removal (W3) = W1- W2
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Appendix 4.
Manufacturing process is described below:
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MAINTENANCE DOCUMENTATION
(Instruction for use)
OF THE MEDICAL DEVICE

Centex® You&Me Orgasmic natural rubber latex condoms

ReckitiBenckiser Healthcare (UK) Ltd,, UK
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Reckitt Benckiser Healthcare (UK) Ltd.. 103-105 Bath Road. Slough, Berkshire, SLI 3 UU, UK.

MANUFACTURING SITE*
SSL Manufacturing (Thailand) Ltd., Wcllgrow Industrial Estate 96 & 100, Moo 5, Bangna-Trad Road

KM.36, Bangsamak, Bangpakong, Chachoengsao, 24180, Thailand. ]

Minformation about the place o fmanufacture ispresented in the outer side o fthe secondary/consumer
packaging in theformat “The country oforigin: [country]"

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
Reckitt Benckiscr Healthcare LLC, Floor 3, 4 Sfilyuzavaya emb., Mo.scow, 115114. Russia.
Phone: 17 (495) 961 25 65; fax: 17 (495) 961 25 66

PURPOSE OF THE MEDICAL DEVICE
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against 111V and

other sexually transmitted diseases.

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

MEDICAL DEVICE DESCRIPTION

Centex® You&Me Orgasmic natural rubber latex condoms are colorless, with textured structure, anatomic
shape, teat ended, in silicone lubricant. Made from natural latex.

TECHNICAL CHARACTERISTICS**

Technical parameter SpecificatioD
Condom length, mm 195+10
Condom widtii, mm 56+ 2

(measured at 30 mm from the bead)

Teat length, mm Min. 11
Thickness, mm Not applicable to texture condoms
Bead thickness, mm 12
Condom weight (after removed from the primary package, W2), g 2.90+0.5
Elongation. % Median 700
Elongation, % (aged) Median 600
Tensile strength, mPa Median 20
Median 17

Tensile strength, mPa (aged)
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Technical parameter Specification
Freedom from holes Impermeable

**main technical characteristics are presented in the outer side ofthe secondary/consumer packaging as:
nominal length-195 mm; nominal 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 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.

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

LABELLING INFORMATION

Each individual package is labelled with: .
m trademark;
m lot number (LOT);
m expiry dale (EXP).

Symbols used for labelliiiK and what they mean:

Expiry date
ILOTl Lot number

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

The following information is applied to tlie 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 docs not contain spermicide.
— indication, that the condom contains natural latex.
— indication, that tlie condom is not suitable for anal sex;
— storage guidelines;
— name and address of the manufacturer;
— country of origin (ifapplicable);
— lot number (LOT);
— expiry date (EXP).

! ﬁ ! Use by/Expiry date
L J
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Additional marketing or promotional information can be printed on the outer surface of the secondary/
consumer package including reference to international standards.

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

— reminder to handle the condoms carefully, including when removing them out of the package;

— indications, contraindications, precautions for use, possible side effects;

— method of application;

— necessity to remove condom right aJler 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 tiunsmitted diseases.

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

PRECAUTIONS FOR USE

Pul a 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 dale. 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 (petroleum jelly, baby oil), some pessaries and some topical
medicines that are applied to the penis or vagina can damage condoms.

Stop use ifyou tecl discomfort or irritation while using the condom.

Consult a specialist:

— about the compatibility of condoms with other contraceptives;
— ifyou arc using topical medicines applied to penis or vagina;
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— ifirritation/dlscomfort 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).

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

If several types of sex (oral, vaginal) are practiced during intercourse - it is recommended to use a new
condom for each type of sex.

Do not use for anal sex. A
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 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. If the condom doesn’t unroll, it may be on backwards, discard and use a
new one. 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 tlie condom firmly at the base of the penis and carefully take
the condom off.

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

TRANSPORTATION CONDITIONS
The manufacturer docs not require any special conditions of transportation.

STORAGE AND SHELF LIFE

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

Shelf life - 5 years.

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

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN****
Compounded natural rubber latex contains casein (0.02% + 10% of the contents of it), functions as a
stabilizer functions as a stabilizer that is considered as a derivative from tissue/matcrials of animal origin as

it is extracted from milk.
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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.

****warmng 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 of the secondary/consumer
package

STERILIZATION

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

USAGE WITH OTHER MEDICAL DEVICES*****
Condoms can be used on their own to prevent from STIs and pregnancy and aren’t intended to be used in
conjunction with other medical devices.
However, consumers can use condoms with condom compatible lubricants if needed.
/
recommendation to use compatible with condoms lubricant when it is necessary is presented in the
inner side o fthe secondary/consumer packaging

INSTALLATION, MAINTENANCE, CALIBRATION
Not applicable.

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

INTERNATIONAL STANDARDS
ISO 13485

ISO 14971

ISO 4074

PRECAUTIONS TO BE TAKEN BY USER RELATED TO THE DISPOSAL OF THE DEVICE
Contex® You&Mc Orgasmic natural rubber latex condoms should be disposed of in a bin. The condoms
should not be flushed down the toilet.

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

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The 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 Natural latex condoms Contex® You&Me Orgasmic have no
negative impact on the environment.

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



Appendix to the Maintenance
decumentation of the medical device
«Contex® You&kMe Orgasmic natural rubber latex condoms »

E

Information
to be printed in the inner side
of the secondary/ consumer package
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Read the instruction carefully before use, especially if condoms are used for other (oral, vaginal) type of sex.

Pul 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 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, discard tliAt condom and u.se a new one
from an undamaged package.

PURPOSE
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against 111V and
other sexually transmitted diseases. ,

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. 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 maybe 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 die 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.
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 (vaginal) type of sex that follows
and vice versa.

Do not use for anal sex.
Use a condom only once. Reuse may increase risk of failure or infection.

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

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, which might cause allergic reactions including anaphylactic shock

if user is allergic to latex.

PRECAUTIONS FOR USE
Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (petroleumjelly,
baby oil), some pessaries and some topical medicines that are applied to the penis or vagina can damage

condomes.
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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/discomfort persists after use;
— ifyou are unsure ifyou are allergic to latex;
— ifa condom leaks or bursts during use (do this as soon as possible and within 72 hours).

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

Date o fthe latest revision ofthe instruction:
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MepeBOA C aHTINIACKOTO A3blKa Ha PYCCKUI A3bIK

Kpyrnas penbeHas nedyaTb: Jlopa SHH [Monu, rocyAapcTBeHHbI HOTapuyc

OA BYOLET M3BECTHO, uto 4. Jlopa QHH Monu (Laura Anne Pawley), Me30HMHHbIA 3TaX, DNCOM
CkBap, 3ncom, rpadcteo Cyppeir, KT19 8AG (Mazzanine Floor, Epsom Square, Epsom, Surrey,
KT19 SAG), 40/MKHbIM 06pa3oM YNONHOMOYEHHbIV, MPUCATHYBLUWIA M NPaKTUKYHOLW WA rocyapCTBEHHbIN
HOTapuyc AHIUN U Y3anbcea,

HACTOAWNM MOATBEPXAAK, uto bpaith Maiikn Xoy3 (Brian Michael Howes), rpaxgaHuH
CoefnMHeHHOro KoponieBCTBa, /IMYHOCTb KOTOPOro YAOCTOBEPEHA MHOW JINYHO, AO/MKHbIM 06pasom
YyNONHOMOYEHHbI KoMnaHuen PeknTT BeHknzep Xenckaap (FOK) umnuteq (Reckitt Benckiser Healthcare
(UK) Limited) («KomnaHusa») Ha npefcTaBfieHWe ee WHTEpPecoB MO [JaHHOMY BOMPOCY, CerofHs
NpeaocTaBua MHe MNPUIOXKEHHbIW [JOKYMeHT «TexHuyeckas AOKYMeHTauusa» AN8 WUCNOoMb30BaHUA B
Poccuiickoin depepaymu n 3as8Bun oT MMeHn KomMnaHuy, YTO yKasaHHbI JOKYMEHT SBNAETCA NOA/MHHON
3NEKTPOHHOI KONWeEW OpUrMHanbHOI0 AOKYMEHTa.

(OKYMEHT NOAMMNCAH wn ckpenneH nevyaTbto Mo afpecy: Me30HUHHbIA aTax, Ancom CKB3p, Incom,
[patbcTBo Cyppeir, KT19 SAG, cerogHs, 2S tespans 2022 roga.

Homep npoTtokona: 2022 - 1048

/noanuce/
Nopa 3HH Monn

FocyfapCTBEHHbIV HOTapuyc

Kpyrnaa penbeHas nevaTb: Jlopa 3HH Monun, rocyfapCcTBeHHbI HOTapuyc

Poccua 1099960
Norotun: bBN19P KOHCYJTA? CEPBUNCN3 NTA (BLAIR CONSULAR SERVICES LTD)
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Jlorotun: Pekutr

YBaxkaemble rocnoga!

A, Mapk 3iHcBopT (Mark Ainsworth), coTpygHuk PekuTT BeHknzep Xenckaap (KOK) Jlumutes,
HacToAwmm MOATBEPXOAHK, 4yTo npunaraeMblii AOKYMEHT «TexHMYeckas AOKyMeHTauums» Ans
ncnonb3oBaHMA B Poccuiickoit ®egepaunu 9BnSeTCA NOLANHHBIM 3/IEKTPOHHbIM LOKYMEHTOM.

Nmsa: Mapk JiiHcBopT

M oANnnCb;, /n oan nco/ AneKTpoHHas noanuck: Mapk JiiHCBOPT
Llenb nognucanus: 51 yTeepxaaro AaHHbIA JOKYMEHT
[Lara: 25 thespans 2022 r. 108:40
GMT

[ata: 25 deBpansa 2022 r.

PekunTT beHnkusep Tpyn nnc (Reckitt Benckiser Group pic) (MexayHapoaHbIli FON0BHOM ognc)
TépHep Xayc, 103-105 bat Poyg, Cnay,

Bepkwnp, SL1 3 UH, CoegnHeHHOe KoponeBCcTBO

(Turner House, 103-105 Bath Road, Slough,

Berkshire, SLI 3UH, UK)

Ten..  +44(0) 1753 217800 Be6-caiiT: Reckitt.com
+44 (0) 1753 217899

iy @ f
3apeructpupoBaHHbIii agpec 103-105 bat Poyg, Cnay, Bepkwup SL1 3UH. KomnaHus 3aperncTpupoBaHa B AHINN 1 Y3bCe,
6270876
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YTBepXacHo:

Ouapio Bpayaxuwmu (Andrew Brownhill)
Mesnemxep o perucTpauiy rno6anbHoOro peryasTopHoro oTaena
JHara: 18 despana 2022 r.

:
HOM"CI’ % (18 despans 2022 1. | 14:18 GMT)

TEXHHYECKASA AOKYMEHTAIIUA
HA MEIHIIHMHCKOE H3EJIAE
IIpesepBaTHBLI H3 HATYpaabHOro JaTekca Contex® You&Me Orgasmic

Pexumm Benxuzep Xencxaap (I0K) JImo., Coedunennoe Koponescmeo
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HAVMVMEHOBAHWE MEAVNUWHCKOTIO N3AENUA
Mpe3epBaTMBbI U3 HAaTypaibHOro natekca Contex® You&Me Orgasmic.

HA3HAYEHWE MEANLUWHCKOIO U3AENUNA

Mpe3epBaTvBbl MPUMEHSOTCA B KayecTBe 6GapbepHOro cpefAcTBa KOHTpauenuuu And npegoTBpalieHuns
HeXXenaTe/lbHOM GepeMeHHOCTUN U And 3awnTbl 0T BUY n apyrux 3abonesaHuii, nepeaaroLimxcs noaoBbIM
nyTem.

MOTEHUWMANBbHBIE NTOTPEBUTEIVN MEANUMHCKOIO N3AENNA
MeanLMHCKOe n3aenme npefHa3HauyeHo AN UCMOMb30BaHNs HENPOgeccMoHanamu.

KNACC NOTEHUWANBHOIO PUCKA MEAVNLUMNHCKOIO N3OAENUA: 2b.

CTEPUNIBHOCTDL
M3nenve He CTepUIIbHO.

OMMCAHVE MEAVNUWMHCKOTIO N3AENNA

Mpe3epBaTBbI U3 HaTypanbHOro natekca Contex® You&Me Orgasmic GecLiBETHbIE, C TEKCTYPUPOBAHHOI
TPYKTYpOW, aHaTOMUUYeckoii (OopMbl, C HAKOMUTENeM, B CUJMKOHOBON CMa3Ke. W3roToBneHbl U3
HaTypanbHOro naTeKca.

TEXHWYECKWNE XAPAKTEPUCTUNKWN
MeToa ucnblTaHus,

TexHNYecKnii napameTp Cneymngmkayms NCMONb3yeMbIit YacToTa
NpPOB3BOAHTENIEM
ISO 4074:2015 nyHKT
JnnHa npesepsaTnBa, MM 195+10 9.3.1 Mpunoxene D Kaxxpas cepus
LLivpvHa npe3epBaTnBa, MM I1SO 4074:2015 nyHKT
(n3mepsietcs B 30 MM OT 5612 9.3.2 MpunoxeHue E Kaxast cepus
BEHUMKa)
[NnHa HakonuTens, Mv MwuH. 11 Mpunoxenve 1 Pa3 B mecALl
He npvmMeHumo ana He npvmeHumo ana He npymeHuMo gng
npe3epBaTMBOB C Mnpe3sepBaTMBOB C npe3epBaTNBOB C
TonwuHa, Mm TEKCTYpUPOBaHHOM TEKCTYpPVpPOBaHHOM TEKCTYPUPOBaHHOM
CTPYKTYpOiA CTPYKTYpoOii CTPYKTYpO
ToNLMHa BeHUMKa, MM 12 Mpunoxexue 2 Kaxpas cepus

Macca npe3sepsatumsa (nocne
13BNEYEHNS N3 NEPBUYHON 2 90+0.5 MpunoxeHve 3 Pa3 B mecsL,
YMaKoBKW), T ' '

S;l:)i(l::ete%woe YAJIMHEHWE NpU He MeHee 700 ﬁ;ﬁg:éfﬁii Pa3 B mecsiL|
it T
it stk SOOI o

CTapeHus)
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MeTog ncnbitaHus,

TexHU4YecKunin napameTp Cneuntmkaums NCNONb3YeMbIii YacTtoTa
npov3soauTenem

I1ISO 4074:2015 nyHKT 12
"epMeTUYHOCTb "epmeTnyeH MpunoxexHve M

Kaxpasa cepus
MATEPWNANDBI N3TOTOBNEHWNA (% coaep>kaHns maTepuana 0OCHOBaH Ha TEOPETUYECKOM 3HAYEHUN)

HomunHanbHoe cofepxxaHue
MaTepuan n3rotoBneHums maTepunana (%), Toprosas mapka
+/-10%

OCHOBHOI MaTepuan:
- CocTaBHOW HaTypasbHbI NaTekc 82,51 CL60 HA

OnyapvBatoLWNiA MaTepuran:

- Kanbuusa kap6oHat 155 Calcium carbonate light Bluestar
- MarHus kap6oHat 0,10 Extra Light Magnesium Carbonate
7maskKa:
- CUNIUKOH 14,73 BRB Silicone Oil DM 350 EP*/
Angelay 350CS**
- MepeyHaa maTa (apomaTmsartop) 0,32 Spearmint Flavour 5990037
- PacTBop caxapwHa (nogcnactuTesb) 0,79 Saccharin solution J5312
MaTepunan n3roToB/ieHUs [ononHutenbHas nHpopmaLms
CocTaBHOI HaTypasbHbIi CL60 HA —roproBsasi MapKa HaTypaslbHOr0 flaTekca, UCMo/b3yemoro B
narekc COCTaBHOM HaTypaslbHOM flaTeKce
CWNnKOH *BRB Silicone Oil DM 350 EP n **Angelay 350CS - Toprosble MapKu
CUINKOHA
MepeyHaa maTa Spearmint Flavour 5990037 - Toprosas mapka apomarusaropa ¢ apomMaTom
(apomatusartop) MepeyHon MATbI
PacTBop caxapunHa Saccharin solution J5312 - Toprosas Mapka nogcnactutesns
(noacnacTuTens)
"MAKOBKA

PASMEPbBI YIMAKOBKW:
WNHauBnayanbHaa ynakoska (posibra): 602 mm X 60£2 mm.

Kaxablii npe3epBaTVB YNakOBbIBAETCA B WHAMBUAYaNbHYI YNakKOBKY W3 MHOFOCM0AHOro MaTepuana
(honbry). B Tabnuue HWXe MepeyncneHbl MaTepuanbl, UCNOMb3yeMble A5 NMPOU3BOACTBA MEPBUYHOMN
yNaKoBKMU.

Mpe3epBaTUBLI U3 HaTypaNbHOro natekca P poHTasbHas CTOpoHa PONbINU:
Contex® You&Me Orgasmic PET/AL/LDPE
3aaHAA cTopoHa hoNbru:
PET/AL/LDPE
OT BHELLUHero K BHyTPeHHeMY €10k (ONbru:
PET = MonuatuneHtepedTanat unn 6eH3on-1,4-gukapbokcunar nonnaTUIEHa

AL = AntoMuHni
LDPE = MonnatuneH HW3KOW NAOTHOCTH
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®OPMA BbINYCKA MEANUMHCKOIO N3AENNA
BTopuuHas ynakoBka - KapTOHHas nayka, 06epHyTas Npo3payHoil NNeHKON’, rae npumMmeHnMo. KonmyecTtso
npe3epBaTMBOB YKa3aHO Ha ynakoBKe.

KOMNNEKTbI NTOCTABKN MEANLUWMHCKOIO N3LENTNA

MeauunHcKoe n3aenve nakyeTcs BO BTOPMYHYO/NOTPEOUTENbCKYHO YNaKoBKY Mo 3 wT./yn. no 12 wT./yn.
n no 18 wrt./yn. ConpoBOXAaeTcsa MHCTPYKUMEA Ans noTpebuTens, Kotopas MOXeT 6biTb B/IOXEHA B
yNaKoBKY UK HaneyaTaHa Ha BHYTPEeHHEN CTOPOHE U/WNK BHELLHEA CTOPOHE YNaKOBKMU.

MAPKWPOBKA

Ha Kaxoi MHAMBMAYaNbHOM yNakoBKe HanevyaTaHa cnegytowias nHpopmMayms:
— Toprosas mMapka;
— Homep cepun (LOT);
— cpok rogHocTu (EXP).

CUMBO/bI, UCMONb3yeMble A1 MapKUPOBKU, U NX 0603HAYEHME:

fopeH o

1|LOT Homep cepun

[ononHNTeNbHAs MHPOPMALUS MOXET 6biTh HaneyaTaHa Ha MHAUBUAYANbHONK YNaKOBKE, BKNOYAs CChIKM
Ha MeXAyHapo/Hble CTaHaapThl.

Ha BHelLHel CTOPOHe BTOPUYHOK/NOTPE6UTENBCKON YNAKOBKM HanevyaTaHa cfegyoullas nHpopmayms:
— onucaHue npe3epBaTmBa;
— KONMYeCcTBO Mpe3epBaTMBOB B NOTPEOUTENLCKON YNaKOBKe;
— HOMWHaNbHas A/InHa Npe3epBaTuUBA;
— HOMWHanbHaa WupuHa npe3epBaTmBa,
— yKasaHue 0 TOM, YTO Nnpe3epBaTuUB B CMa3ke/ 6e3 cMasKu;
— YKasaHue 0 TOM, YTO CMa3Ka COLEPXMUT/HEe COAEPXKUT CNepMuLmna;
— yKaszaHue 0 TOM, YTO Npe3epBaTUB COAEPXKMUT HaTypanbHbIA NaTeKC;
— YyKasaHue 0 TOM, YTO npe3epBaTUB He NpefHa3HayYeH 411 aHa/IbHOTO CeKCa,;
— YKa3aHus Mo XpaHeHuIo;
— HauMMeHOBaHWe 1 agpec NPOU3BOANTENS;
— CTpaHa NpouCX0XAeHns (eCnn NPUMeEHUMO);
— Homep cepuun (LOT);
— cpok rogHocTun (EXP).

CUMBO/bI, UCMONIb3YyEMbIE AN MAPKMPOBKM BTOPWUUYHOI YNaKOBKK, Y X 0603HAYEHUS:

lopeH fo

LOT Homep cepuu

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CofepXX1T HaTypanbHbIil NaTekc

3anpeT Ha MOBTOPHOE NPUMeHeHne

A OcTopoXxHO!

[lononHuTenbHas MapKeTUHroBas WHMOPMaLMs MOXeT 6biTh HameyaTaHa Ha BHELIHIOK CTOPOHY
WHAWBWAYaNbHO/ MOTPe6UTENbCKON YNaKOBKM, BK/HOYAs CCbINKM Ha MEXAYHapOoaHble CTaHaapThbl.

BHELUHAS UM BHYTPEHHSAS CTOPOHA BTOPWUYHOI/ NMOTPeBUTENbCKOM YNaKoBKM U/WAKM BKNafbiW COAepXKaT
CnefyroLLy0 UH(opMaLuio:
— HanoMWHaHMe 0 Heob6XOAMMOCTU aKKypaTHOro o6palieHus ¢ npe3epBaTMBOM, BK/KUas €ro
N3BNEYEHMNE M3 YNAKOBKM;
— roKasaHus, NPOTMBOMNOKa3aHus, Mepbl MPeJOCTOPOXHOCTU, BO3MOXHbIE NOGOUYHbIE 3DDEKTDI;
— C€Nocob NpMMeHeHus;
— Heo6X0AMMOCTb yfaneHus npesepsaTiBa Cpasy Mocnae CEKCyanbHOro KOHTaKTa;
— HE0B6X0AMMOCTb UCKIHYEHUN CMa30K HEPTAHOTO NPONCXOXAEHNSA N HA MACNSHOI OCHOBE;
— Heo6X0AMMOCTb NCNOb30BaHMA 6e30MacHOW A4ONOMHUTENBHOW CMa3KK, ecn 3To TpebyeTcs;
— Heo6X0AMMOCTb KOHCYNbTaLMM CO CMELManuMcToM No BOMPOCY COBMECTUMOCTM Mpe3epBaTuBa C
NeKapCTBEHHbLIMU CPeACTBAMU MECTHOTO MPUMEHEHUS;
— WHCTPYKLUMIO NO YTUAN3aLMN NCNOMb30BaHHbIX NPe3epBaTUBOB;
— npe3epBaTuB 415 OAHOPA30BOr0 UCMO/b30BaHNS.

MOKA3AHNHA
— MpefoTBpalLeHne HexenaTenbHOW 6epeMeHHOCTH;
— 3awuTa oT BUY n apyrux 3abonesaHuii, nepefatolinxcs nofoBbIM NyTeM.

1IPOTBOMOKA3AHWNA
AloBbilleHHaA YyBCTBMTE/IbHOCTb WU anieprua K No6omMy W3 KOMMOHEHTOB, BXOAALWMX B COCTaB

npesepBaTuBa.

MEPbI MPEAOCTOPOXHOCTW

HapeBaTb npe3epBaTvB A0 TOrO, Kak MEHWC KOCHETCA Tena mapTHepa. ATO NpefoOTBPaTUT HacTynneHue
HeXxenaTenbHONW 6EPeMEHHOCTM U CHU3UT BEPOATHOCTbL Mepejayn 3aboneBaHuii, NnepefatoLLnxcs NoaoBbIM
nyTem. MpoBepuTb CPOK FOAHOCTM Mpe3epBaTUBa Ha yNakoBKe nepej Mcnonb3oBaHMeM. He ncnonb3oBatb
npesepBaTMB MOCNe WCTEYEHUS CpOKa roAgHocTW. Ecnm uHAMBMAyanbHas YynakoBKa MOBPEeX/AeHa,
BbIGPOCUTH MPe3epBaTuB M UCMO/b30BaTh HOBbLIA M3 HEMOBPEXAEHHOM! YNaKOBKW.

Ncnonb3oBaTb CMasky, KOTOpash PeKOMeHAOBaHa ANs WCMOMb30BaHWSA C npesepBaTvBaMu. CMasKu
HE(ITAHOrO MPOUCXOXAEHUA W HA MacnsHOW OCHOBe (Hanpumep, Ba3e/lMH, AETCKOe Macfio), HEKOTOpble
neccapuu, a TakXXe HEKOTOpble NeKapCTBEHHbIE CPeACTBA MECTHOrO NPUMEHEHUS, KOTOPbIE HAHOCATCA Ha
MeHUC NN BBOAATCA BO Bnaranuiie, MoryT NoBpeauTb Npe3epBaTus.

MpeKpaTUTb UCNONb30BaHME Mpe3epBaTiBa, eCAN YyBCTBYETCS AWCKOMMOPT MAM pasfpaKeHne BO BPeMS
MCNoNb30BaHMsA Npe3epBaTuBa.

[MPOKOHCYNbTUPOBATLCA CO CNELNancTom:
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— 0 COBMECTUMOCTW Npe3epBaTMBOB C APYTVMU KOHTpPaLEenTUBamu,

— MpV WCMONb30BaHWUM NeKapCTBEHHOr0 CpPeAcTBa MECTHOro NPUMEHEHUS, KOTOPOE HAHOCUTCA Ha
MeHNc WA BBOAUTCH BO Bnaraauile;

— ecnu pasgpaxeHue/ gUCKOM(OPT COXPaHAOTCA NMOCne UCMOob30BaHUA Npe3epBaTuBa;

— eC/i1 Bbl He YBEPEHbl, eCTb /1N Y BAC afneprusa Ha natekc,

— ec/i1 npe3epBaTUB NPOTeKaeT UM NOPBaACSA BO BPeMs ero UCnosib3oBaHus (Caenatb 3TO KaK MOXHO
CKOpee B TeyeHne 72 4acos).

Mpe3epBaTUBLI MOTYT NPEACTaBAATb OMNACHOCTb YAYLWEHNUA. XPpaHUTb B HEAOCTYNMHOM AN5 feTeil MecTe.

Ecnu Bo BpeMsi MOMOBOFO aKTa MPaKTUKYeTCS HECKONbKO BWAOB cekca (OpafbHblii, BarMHanbHbIiA) -
peKoMeHayeTCs UCMNONb30BaTh HOBbIV NPe3epBaTUB ANS KaXKA0ro BMAa Cekca.

He ncnonb3oBaTtb 415 aHalbHOrO cekca.

Mpe3epBaTVBbl NpeAgHa3HayeHbl TONbKO ANS O4HOPA30BOr0 MCMOMb30BaHWA. MMOBTOPHOE MCMO/b30BaHMeE
MOXET MPUBECTU K HAPYLIEHWUIO LefIOCTHOCTU Npe3epBaTmMBa UM YBENNYNTb PUCK Nepefayn 3aboneBaHuii,
nepefaroLLMXcs NOAOBbIM MyTEM.

HuW oAvH 13 MeTOAOB KOHTpauenuuu He MOXeT rapaHTupoBaTb 100% 3auTbl OT HeXenaTe/ibHOM
6epemeHHOCTN, BUY nnu gpyrux 3abonesaHnii, nepeaarouxcs NosoBbIM NyTEM.

BO3SMOXHbBIE MOBOYHbLIE 3O PEKTbI
MpesepBaTuBbl U3rOTOBMAEHbI W3 HATypanbHOro fatekca, KOTOPbIi MOXEeT BbI3BaTb a/lepruyecKyio

peakuunto, BKAOYan aHa(bVII'IaKTVIHeCKVIVI LIOK, ecnny ﬂOTpe6VITeﬂF| annepruna Ha naTekc.

Crnocob NMPMMEHEHINA
HagopBaTb ynakoBKY CO CTOPOHbI 3y64aTOl KPOMKM U aKKypaTHO o6paliaTbcsa ¢ Npe3epBaTUBOM, T.K. €0

MO>XHO NOBPeEANTb HOTTAMWU N OCTPbLIMW NPeAMETaAMN.

MpoBepUTb, 4TOGLI Mpe3epBaTWB Gbli CBEPHYT Hapyxy. CAaBMB HaKOMUTeNb HafleTb Mpe3epBaTMB Ha
rO/I0BKY 3pErvpoBaHHOro NeHuca. Pa3BepHyTh Npe3epBaTVB NO HaMpaBNeHNO K OCHOBaHUIO neHuca. Ecnu
npesepBaTMB HE pPa3BOpPayMBaeTCs, 3HAYMT, OH CBEPHYT B 06paTHY CTOPOHY. Bbi6pocuTb ero u
MCNONb30BaTh HOBbIA. OCTAHOBUTLCA M MPOBEPUTL NMPMU OLLYLLEHWN COCKanb3blBaHWs Npe3epBaTuBa UW
r0 4Ype3MepHOro CXWMaHUS MeHUca, MOCKONAbKY 3TO MOXET MNPMBECTM K HapyLeHW LEeN0oCTHOCTU

npe3epBaTyBa.

Cpasy nocne 9aKynsiuMum u3BneYb MEHWC, MAOTHO NPUAEPXuBas Mpe3epBaTUB Yy €ro OCHOBaHUSA, W
aKKypaTHO CHSTb Npe3epBaTuB.

BbiGpocKTh B MyCcOpHOE Befpo. He cnyckaTb Npe3epBaTuB B YHWTa3.

YCNOBUA TPAHCINOPTUNPOBKW/
HeT cneymnanbHbIX YCN0BUIA TPAHCMOPTUPOBKM.

YCNOBUNA NCMONb3OBAHWUA
HeT cneyuanbHbIX YCMOBMIA MCNOMNb30BaHWS, €CAW MEAULIMHCKOE W3[eNne WCMOoNb3yeTCs COracHO €ero

HasHaYeHMIo 1 Kak 0603HaYeHO B MapKMpPOBKE.
YCNnoBuAa XPAHEHUA N CPOK TOAHOCTN

XpaHWTb B 3alMLEHHOM OT Bfaru MecTe npu Temnepatype O - 25°C. W36GeraTb MexaHWYeCKOro
BO3AEWCTBUS 1 MPSAMbIX COMHEYHbIX fydeil. Heo6xoaumo u3GeraTb KOHTaKTa MpesepBaTuBa C
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He(hTenpoayKTaMmn, (heHonaMm, U UX NPOM3BOAHBLIMU, a TaKXKe Macnamy MUHEPANbHOTO MPOUCXOXAEHNS,
6eH31Ha, KEpOCUHA U APYTMX OpraHNyecknx BeLLecTs.
CpoK rogHocTu - 5 net.

OB3OP YMNMPABJIEHNA PUCKAMMU
B cooTBeTCTBMM C MEXAYHapOAHbIM CTaHAApTOM KacaTe/lbHO YMPaBNeHUs PUCKaMU K MefULUHCKUM

nsgennam BS EN ISO 14971 «MepguumHckne wusgenns — [puUMeHeHWe YynpaBieHUs puckamm K
MeSUUUHCKUM U3fenNnsM» npoBefeHa OLEeHKa pucKa, CBA3AHHOIO C WCMNO/b30BaHWEM MeAULMHCKOro
n3gpenuns.

OAHHBIENMO BUOCOBMECTUMOCTHU

TecTupoBaHue MeXayHapoAHbI cTaHAapT PesynbTat
CTatby N0 UCCNeA0BaHUAM
LIMTOTOKCMYHOCTb ISO 10993-5 He NMoKasanm HUKaKux foKa3aTe/ibCTB

Nn3nca KNeToK Uam LMTOTOKCUYHOCTU.
CrtaTbyM No nccnefoBaHUAM He
nokasanm HUKakux gokasaTenbCTB
ISO 10993-10 BO3HMKHOBEHWA 3aMeNIeHHOT0
CEHCMOUN3NPYIOLLErO AeNCTBMA NpK
KOXHOM KOHTaKTe.
CTatby N0 MCCNefoBaHNAM Nokasanu
Pasgpaxatolyee fjeincTene 1SO 10993-10 OTCYTCTBME pasgpaxkaroLero aencTeus
Ha Bnaranuue
CTaTtb¥ NoO nccnefoBaHNAM NokKasanm
CuctemMHas TOKCUYHOCTb 1SO 10993-11 OTCYTCTBUE CMEPTHOCTU WU
CBUAETENbCTB CUCTEMHOW TOKCUYHOCTH

AHCMOMAM3NpYLOLee
feincTeune

CXEMA NMPON3BOACTBEHHOIO NMPOLECCA
Cwm MpunoxeHwne 4.

NEKAPCTBEHHAA TN ®APMALUEBTUYEBCKAA CYBCTAHUWA, COAEPXALWAACA B

MEOVUNHCKOM N3OENNN
He npnmeHnmo.

MEPEYEHDb MATEPNANOB XMWBOTHOTIO N (mnn) UETOBEYECKOTIO
MPONCXOXAEHWNA

CocTaBHOI HaTypanbHbI natekc cogepXuT KasenH (0,02% +/- 10% OT ero cogepxaHus, BbIMOAHAOLLNA
(yHKUMIO cTabunmsatopa), KOTOPbI MOXeT pacCMaTpuBaTbCA Kak MPOM3BOAHOE OT TKaHei/ matepuanos
YXMBOTHOIO NPOUCXOXAEHMUSA, T.K. BbLLENSAeTCS U3 MOJIOKA.

KasenH (MONOYHbIN 6enoK) SBNAETCA HaTypaibHbIM CyOnpoAyKTOM MonokKa. OH He MMeeT HUKaKoro
N3BECTHOI0 TOKCMYECKOIr0 BO3AENCTBMA, XOTA MOXET Bbl3BaTb PeakUUo y Nt0Aei ¢ annepruein Ha Moaoko.
CumnTaetcs, 4TO BO34elMCTBME Mpe3epBaTUBOB He CO34aeT HWKAKOro AOMNOMHUTENbHOrO pucka Ans
nosib3oBaTtesieil Npe3epBaTUBOB.

N3penne He coaepXXMUT NPOM3BOHbIX OT Y€/10BEYECKOW KPOBU.
CTEPNNN3ALNA

MeauUNHCKOE W3Aenne SIBNSETCS HECTepUNbHbIM U3fLeNMeM U He MpeaHasHauyeHo AN nocnefytollel
CTepUIn3aLnm,
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JAW3AYH MPOTPAMMHOI'O OBECNIEMEHHS, PA3PAFOTKA H BAJIMIAAINSA
He npumennmo.

TEXHHYECKOE OBCAY)XHBAHHE U PEMOHT
He npumeHHMO, Tax KaK u3AeaHe AOMKHO OLITL YTHAM3IUPOBAHO MOCHE OAHOKPATHOrO HCHONB3OBAHHA
notpebuTenem.

NOPAAOK OCYHIECTBJIEHHA YTIWIMIAIIHH H YHHUTOXEHHSA

Hapenne nomino UCoONLIOBATLECA B COOTBETCTBHH C HHCTPYKUHEH 110 NPHMEHEHUIO.

[Ipan OHITOBOM HCMONE30BAHHH H3ENME YTHIAH3MpYeTcs Kak ObiToBhie OTXOAH. He Bmifpachipath B
KaHATH3aLHIO.

B apyrux cayyasx yTHAN3ALHA NPE3EPBATHBOB BHINOMHACTCH B COOTBETCTBUH C MECTHBIMH HOPMaMH.

TPEBOBAHMSA IO OXPAHE OKPYXXAIOLUIEN CPEABI
IIpu mpaBunbHOM SKCIUTYATAUMM, XPAHEHMH M YTHWIH3AIlHM MPE3EPBATHBH H3 HATYPANLHOIO JaTeKca
Contex® You&Me Orgasmic He OKa3hIBAIOT HETATHBHOTO BO3ACHCTENA HA OKPYXAIOLLYIO CPELY.
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M HHA, B H3B eM

Ipunoaxenne 1: Meroa HCNLITANEA N0 ONPEACACHEIO ANHHL HAKONNTEIN NPEICPBATHRA
(D8291875)

o [loarorosxa o6pasua:
o Ilponurannsit npesepsarus
Jna HcneiTaHHA MCRONb3YeTCA NPOUNTAHHBLIA nNpe3epsaTHB A0 cBopawusanua. Crexyer
CJIETKa PACTAHYTDH NPEICPBATHB ABAKAL ANA PasTaKHBAHHA CKNAZOK.

o [lpesepsaTuB B ynakoske
TMoasunyTs npelepBATHB BHYTPH HMHAMBHRYANhHOH YNAakOBKH nojanblie OT o6nacTH
paspeiBa. PazopsaTh ymakoBKy W H3sneubh npelepsarus. He cneayer ucnonssosath
HOXHMILL! WK APYrHe OCTPhIC HHCTPYMEHTHI AN BCKPHITHA YITAKOBKH.

Cnenyetr pasBepHYTh H CJlerKa pPacTAHYTb NPE3CPBaTHB ABAX/bI VI Pa3TIDKHBAHHA
CKAANOK. MOXKHO YHANHTL CMa3Ky NPOMHIBAHHEM C MOAXOAAUIHM pacTBopHuTeaeM. Ecnu
ANA  YAANeHHA CMasKH HCTIONb30BAH pPACTBOPHTENb, NEpeX HWCMBITAHWEM Cleayer
BLUIEPXATH ONpesiefieHHbilt nepHoa BpeMeHH, HeOOXOAHMBIH /I BHICYLIHBAHHA,

o TloMecTHTh Mpe3cpBATHB HA CTEPKEHb ¢ 3aKPYIMEHHBIM KOHLIOM AMaMeTpoM (25+2) MM H ¢
MIWUTHMETPOBOH Kanoil, HauuHalowlelica y OCHOBAHMA OT HY/A, C 3AKPYTIEHHOr0 KOHUA M
OCTaBUTDb BHCETh B CBOGOXHOM NONOKERHH MOR BOACHCTBHEM TONBKO COOCTBEHHO! MacCH.

o OTMeTHTL TOUKY COCANHEHMA HAKOMHTENA npesepsaTHBa H crepxkHia. CM. pucynoxk 1 n
usobpaxcenue 1.

Hdnnna { 4

HaKONHTENA b

Pucynok |. innna naxonuvens npesepsatvsa

Haobpaxense 1. Touaxa, OTMEICHHAN B MECTE COCANHEHHA HAKONWTENA NPEICPBATHBA N CTCPKHR
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¢ CusTs npesepsaTns ¢ oTMeTKol co cTepxis. [100XHTL ero, pasrnaguTb, NPUNOKHTL NUHeHKY U

H3MEPHTH PacCTOAHHE OT OTMETKH A0 KOHYMKA HAKOMHUTENd ¢ MCMOIb30BAHHEM KATHOpOBOWHOM
nuHelikn. 3anucath pe3ynbTar.

Ipunoxkenue 2: Meroa HCNLITAHHS MO H3IMEPEHHI0 TOAUWINHL BeHynka npesepsarnsa (LAB/LT-
DMS/16, D8291143)

H3sinieus npesepsaTHB M3 YNAKOBKHM MIR HCMOML3OBATH BHICYWICHHBIH NMPE3EPBATHE B OCTOPOKHO

PACTAHYTS €ro.
H3MepuTs TOMINMHY BEHYMKa C HCNONB30BAHHEM TONIUMHOMEPAa ¢ TOYHOCTBIO MNOKalzaHuit B
0,01 Mm.

TloBTOpHTE H3MEPEeHRe eme 2 pasa.

HeobxomumMo BHIMONHHTL BHIYHC/ICHHE CpPENREro NOKasareNs TOMMMHBI BEHYHKA KakIOro
OTAEJILHOro Npe3epBaTHBA.

Ilpanoxenne 3: Mevox MCHLITAHHS 050 ONPEREACHHI0 MACCHI CYXOro UHPE3EPBATHBA ¢
MYAPHBAIMAM MATEPHAAOM H cCMa3Kol (A18 HIBJNCICHHMIX H3 nepsuyHOol ynaxopkw/¢goanru) n
Maccsl npelepuaTHna B nepnmanoil ynmaxkosxe (D8291956)

B3BecuTh npe3epBaTHB B NEpBUUHON ynakoBke/donbre o 3anucars maccy (W1).

B3secuts uucTyI0 CyXylo yauky [leTtps u oOHyINTL Maccy Taphl.

ToneuRyTs Npe3cpBaTHB BHYTPH HHIMBHAYQILHON YNAKOBKH mnojanbliie OoT o0JacTH paspbiBa.
Pazopeats ynakoeky. He crneayer HCnonb30BaTh HOXHULBL WIH APYTHE OCTPHIC HHCTPYMEKTRI VIR
BCKPHITHS YTIAKOBKH.

OCTOpPOXHO H3BJIEYb NIPE3EPBATHB H3 OTKPHITOH YNakoBkyM 3 GONLrH C HCNOJBLIOBAHHEM CYXHX H
YUCTHIX IIMMIIOB ¥ NOMECTHTH Ha yamky Ilerpu. 3anucars Maccy npeszeppatisa (W2).

[lepen ucnuiTanueM caeayiomero obpasiia HeoOXOAMMO YIAOCTOBEPHTLCS, YTO IIMNIBI M YAIIKA
[lerpu cyxse H YuCTBIE.

Macca neparyHON ynakoBKH/QONbIH H OCTABUIMXCA NOCRE H3BJICYCHHA NPE3CPBATHBA CMAIKH W
onyapueaiouero Matepuana (W3) = Wi - W2,

Cmaska u onmyapHBalOLMii MaTephan nocie H3BieueHus npesepsathea (W3) = Wl - W2

10
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npunoxeHue 4. Cxema Npou3BOACTBEHHONO NpoLecca NPMUBeAeHa HUXE:

PROD PF/1 Bepcua 3.0

HUMTH-HYIANIM -MOLL OB30P KOHTPONA TEXHONOIM'MYECKOTIO NMPOLLECCA ¢
BbIAEPKVBAET
CbIPBE, HET
IMAKOBOYHBIE VCTIBITAHVE 30HA MPUBLLLINM BO3BPAT
WATEPUATTBl e NAB 1 KAPAHTUHA MPETEH3MN MOCTABLUMKY
HE
BbIAEPVUBAET
VICTIbITAHVE BbIAEPKVBAET
UCTIbITAHUE
= OTMPABUTb HA KAPAHTVH U
YBEAOMWTb PYK. no kauectsy,, PYK. MP-
BAHH1/ 3AUHTEPECOBAHHBIE
JLA 4199 OLEHKM CUTYALUM 1
CKNAZ On-PY3KA bl TeK s MPUHATAR HALNEKAWAX
OBP.ALLEHITE KOPPEKTUPYIOLLNX AENCTBIM

POC = KOKTpOAb KauecTsa B X0XK npouecca
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TF Contex You&Me Orgasmic_RTQ

OxoHyaTeNnbHEIA OTHET O MPOBEPKE 18.02.2022
Cosnamu: 17.02.2022

ABTOp: Aauuons Hxopznan (Danyelle Jordan) (Danyelle.Jordan@rb.com)
Craryc: Iloanucano

ID Tpansaxumu: CBICHBCAABAAHioWbCLsVer_Hfz0wKegcSs88IxSYAnB

Hcropuu m3mencuna aokymenTa «TF Contex You&Me Orgasmic_RTQ»

“Y  Hoxyment cosnan Jlannsnenm Jixxopnanom (Danyelle.Jordan@rb.com)
17.02.2022 - 11:41:44 GMT

{3 JloxyMeHT oOTnpaBieH RO 3MEeKTpoHHOH mnowyre Ha agpec Onapio BpayHxunna
{andrew.brownhill@rb.com} na noanucanue

17.02.2022 - 11:43:10 GMT

€Y OnexTponHOE NHCHMO NPOCMOTPeRo SHapio Bpaynxwuiom (andrew.brownhill@rb.com)
18.02.2022 — 14:11:17 GMT

Q& Hoxyment noanucax Juapio Bpaynxmiwiom (andrew.brownhill@rb.com) ¢ nomomgio
MEKTPOHHOH BOANMHCH

Hara noanucy: 18.02.2022 - 14:48:33 GMT — McTouHEK BpeMEHH: CCpBEp

)  Cornacosanne 3aBepueno

18.02.2022 - 14:48:33 GMT

JloroTun: Adobe Sign
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YTBEpKACHO:

Ouapio bpayrxumn (Andrew Brownhill)
MeHemxep no perucTpauuy rnobanbHOro peryIaTopHOro oTaena

Hara: 18 despana 2022 r.

Moanuce: /noanuck/
Wi (18 gespann 2022 r. | 14:45 GMT)

IKCIINTYATALIHOHHASA IOKYMEHTALUA
(HHCcTpYKIHA NO NPHMEHEHHI0)
HA MEJHIIHUHCKOE H3J1EJIME
IIpe3epBaTHBLI H3 HATYPAJILHOIMO JATEKCA

Contex® You&Me Orgasmic
Pexumm Beuxuzep Xencxsap (FOK) JImo., Coedunennoe Koponeecmeo
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HAVMVMEHOBAHWE MEAVWUWMNHCKOIO U3AENNA
Mpe3epBaTMBbl U3 HaTypanbHOro natekca Contex® You&Me Orgasmic.

NMPOVN3BOANTENDb
«PeknTT BeHkunsep Xenckaap (FOK) /itg.», 103-105 bart Poya, Cnay, bepkwup, SL1 3UH, CoeanHeHHoe

KoponescTso.

MPON3BOACTBEHHbBIE MAOWAALKN*
3c3c3aAn MaHyhakTypuHr (TamnaHg) NTa., Bennrpoy WHpactpuan 3cteint 96 & 100, Moo 5, BaHrHa-
Tpag Poyg KM.36, baHrcamak, baHrnakoHr, YayoeHrcao, 24180, TannaHg.

*MHhopMaLumuas O MecTe MpoleoAcTBa MNpeAcTasNeHa Ha BHEWHEA BTOPUYHOW/NMOTPeObUTeNbCKOA
ynakosku B popmaTe «CTpaHa NponcxoXKaeHuns: [cTpaHa]»

YNONMHOMOUYEHHbBI N MPEACTABUTENDb MPON3BOANTENA
00O «PeknTT BeHku3ep Xanckap», Poccus, 115114, r. Mocksa, L no3oBaa Hab., 4. 4, aT. 3.

Ten.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

A3HAYEHME MEOVWUMNHCKOIO U3AENWNA
Mpe3epBaTMBbl MPUMEHSIOTCA B KauyecTBe 6GapbepHOro CPeAcTBa KOHTpauenuuu Ans npeAoTBpalieHus
HEeXesnaTeNbHON 6epeMeHHOCTM U ANs 3aWnTbl 0T BUY 1 apyrux 3a6onesaHuii, nepefaroLixcs nofoBbiM

nyTem.

MOTEHUWMANBbHBLIE NMOTPEEUNTE/IN MEOVNUMNHCKOIO N3AE/TNA
MeAVLMHCKOE n3aenme npeaHasHaueHo He A4S NPogeccuoHanbHOro NCNONb30BaHMS.

OMMCAHVWE MEAVNUWNHCKOIO U3AENNA
Mpe3epBatuBbl U3 HaTypanbHOro nartekca Contex® You&Me Orgasmic M3roToB/IEHbI U3 HaTypasibHOro

natekca, OeCUBETHble, C TEKCTYpPUPOBAHHOW CTPYKTYpPO, aHATOMMYECKOW (HOpPMbl, C HaKOMUTENEeM,
B CUIMKOHOBOW CMa3ke.

TEXHNWYECKUWE XAPAKTEPUNCTUKWN**

TexHUYecKnin napameTp Cneymnpukayms
MWHa npe3epBsaTunBa, MM 195+ 10
LLInpunHa npe3epBaTvBa, MM 56 + 2

(n3mepsetca B 30 MM OT BEHUMKA)

[nvHa HakonuTens, MM MuH. 11

He npvmeHnMmo ana npesepsBaTuBoB C
TonwuHa, Mv TEKCTYPUPOBAHHOMN CTPYKTYpOit
TonwmHa BeHYMKa, MM 12
Macca npesepsaTyviga (Mocne 13BneYeHNs 13 NepBuYHON
ynakoBKw), r 2,90+ 0,5
OTHOCUTENBHOE YAIMHEHWE MY pa3pbiBe, % He meHee 700
OTHOCKUTENbHOE YANNHEHWE NPK pa3pbiBe, % (nocne cTapeHus) He meHee 600
YcnoBHaa NpoYHOCTb NpK pacTsxeHuu, MlMa He meHee 20
YcnoBHast MPOYHOCTb MPU pacTskeHun, MIa (nocne cTapeHns) He meHee 17
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TexHMYecKuii napameTp Cneundmkaums

MepmMeTnyHOCTL MepmeTnyeH

"OCHOBHbIe TexHN4YecKne XapakKTepucT KM npeAcTasNeHbI Ha BHeLUHel CTOpOHE
BTOPMYHON/NOTPEOUTENbCKON YNAaKOBKMN KakK: HOMWHanbHaa gnanHa - 195 MM, HOMWHanbHas WupuHa -
56 Mm

KOMMNANEKTbI MOCTABKN MEAVNUWNHCKOTIO N3OENNA***

MefMUNHCKOE U3[eNne NakyeTcs BO BTOPUUYHYHO/MOTPEBUTENLCKYIO YNaKoBKy Mo 3 wT./yn. no 12 wt./yn.
n no 18 nrr./yn. ConpoBOXAaeTcs WHCTPYKLUMEA AN noTpebuTens, KoTopas MOXeT 6biTb B/IOXKEHa B
yNaKoBKY UMK Hamne4yaTaHa Ha BHYTPeHHel CTOPOHE W/WUN BHELLIHEW CTOPOHE YNaKOBKM.

A**KONMYECTBO NPE3epPBaTUBOB YyKA3aHO Ha BHELUHe! CTOPOHe BTOPUUYHON/MOTPE6UTENbCKO yNaKoBKMY,
WHCTPYKUUS ANs noTpe6uTeneid HaHeceHa Ha BHYTPEHHEA CTOpPOHe BTOPWUYHOI/NOTPEGUTENLCKON
yMaKOoBKMU.

APKNMPOBKA
KaXX0 UHAMBMAYaNbHOW YNakoBKe HanevyaTtaHa cieaytolas MHpopmayms:

— Toprosas Mapka,
— Howmep cepun (LOT);
— cpok rogHocTun (EXP).

CUMBO/IbI, MCNOMb3YEMbIE A1 MAPKUPOBKM, N UX 0603HayeHue:

MofeH oo
LOT Homep cepuu

[lononHuTenbHas MHAOPMaLKMS MOXeT BbiTb HaneyaTaHa Ha MHAWBUAYaNbHOW YNaKoBKe, BKNKOYAs CCbLUIKU
Ha MeX/AyHapoAHble CTaH4apThl.

Wa BHelLHel CTOPOHe BTOPMUYHON/NOTPe6UTENbCKOM YNaKOBKM HanevyaTaHa cnegyoLlas nHhopmauus:
— onucaHue npesepsaTuBa,;
— KONMYeCcTBO Npe3epBaTUBOB B NOTPEOUTENILCKOW YNaKOBKe;
— HOMMWHanbHasa A1nMHa Npe3epBaTuBa,;
— HOMMWHa/bHasa WupuHa Npe3epBaTuBa,;
— yKa3saHue 0 TOM, YTO npe3epBaTuB B cMa3ke/ 6e3 cMa3ku;
— YyKa3aHue 0 TOM, YTO CMa3Ka COAEPXUT/He COAEPXUT CNepMULNA;
— YyKasaHue 0 TOM, YTO Nnpe3epBaTUB COLEPXMUT HaTypasbHbIA NaTeKC;
— YyKasaHue 0 TOM, YTO Npe3epBaTuB He NpejHa3HayeH A1 aHaNbHOrO CeKca;
— YKa3aHua No XpaHeHuto;
— HauMeHOBaHWe 1 agpec NPOV3BOAUTENS;
— CTpaHa NpoucxoxaeHusa (ecnv NpyUMeHnUMo);
— Homep cepumn (LOT);
— cpok rogaoctun (EXP).
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CUMBONbI, UCMONb3YEMbIE 4151 MAPKUPOBKM BTOPUYHOW YNakKOBKW, N UX 0603HAYEHUS:

MogeH no

LOT Homep cepum

CofepXXNUT HaTypaNbHbIA naTekc

3anpeT Ha NOBTOPHOE NMPUMEHEHNKE

OcTopoXxHo!

[lononHWTeNnbHass MapKeTUHroBas WMHMOpPMauus MOXET ObiTb HaneyataHa Ha BHELWHIOK CTOPOHY
WHAMBMAYaNbHO/ NOTPeOGUTENbCKON YNAaKOBKYM, BKOYAS CChIZIKW HA MesieAyHapoaHble CTaHAapTbl.

BHELHAS UNN BHYTPEHHAS CTOPOHA BTOPUYHOI/ MOTPebUTeNbCKOW yNakoBKW W/Mnu BKNaAbnn cogepxxat
CneAyoLLy0 NH(opMaLmIo:
— HanoMuHaHue 0 Heob6XOAMMOCTM aKKypaTHOro obpalieHus C npe3epBaTUBOM, BKIKOYas €ro
N3BNEYEHNE U3 YNAKOBKM;
— oKasaHus, MPOTMBOMOKAa3aHWS, Mepbl MPeJOCTOPOXHOCTU, BO3MOXHbIE NOGOYHbIE 3DMHEKTHI;
— cnocob NpUMeHeHuns;
— Heob6X0AMMOCTb yAaneHns npesepBaTmBa cpasy Mocie CeKCyanbHOro KOHTaKTa;
— Heo6X04MMOCTb UCK/OYEHNA CMa30K HE(hTAHOTO MPOUCXOXAEHNSA N HA MacNsHOW OCHOBE;
— Heo6X04UMOCTb MCNO/b30BaHMA 6e30MacHO 4ONONHUTEIbHOW CMa3Ku, ecnin 3To TpebyeTcs;
— Heo6X04MMOCTb KOHCYyNbTauMu €O CMeLuannucTom Mo BOMPOCY COBMECTMMOCTW Mpe3epBaTuBa C
NeKapCTBEHHbIMU CPeACTBAMMU MECTHOFO NPUMEHEHMS;
— MVHCTPYKLMIO MO YTUAM3AL MM NCNOMb30BaHHbIX NPe3epBaTUBOB;
— npesepBaTMB AN 04HOPA30BOr0 MCMO/b30BaHNS.

MOKA3AHWA
— npeaoTBpaLleHne HeXenaTenbHON 6epeMeHHOCTH;
— 3awuTa ot BUY 1 gpyrux 3abonesaHunii, nepegaroLinxcs NoA0BbIM MyTeM.

NMPOTUBOMOKA3AHNA
MoBblleHHaA YYBCTBUTENLHOCTbL WAW anieprus K no60oMy U3 KOMMOHEHTOB, BXOAALWMX B COCTaB

rnpesepBaTuBa.

MEPblI MPELAOCTOPOXHOCTU
HageBaTb npesepBaTvB [0 TOr0, Kak NEHUC KOCHETCA Tena MmapTHepa. OTO NpeAaoTBpPaTUT HacTynaeHue
HeXenaTenbHol 6epeMeHHOCT U CHU3UT BEPOATHOCTbL Nepedayn 3aboneBaHuii, nepeaaroLnxcs noaoBbIM
nytem. MpoBepuTb CPOK FOAHOCTU Npe3epBaTvBa Ha yrnakoBKe nepef Mcnonb3oBaHneM. He ncnonb3oBatb
npesepBaTuUB MOCNe WCTEYEHWS CPOKa rOAHOCTU. EcnmM wuHAamMBMAyanbHas YynakoBKa MOBPEeX/eHa,
BbIGPOCUTbL Mpe3epBaTUB U NCNOMb30BaTh HOBbIN N3 HEMOBPEXAEHHOW YNAKOBKN.

4
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Mcnonb3oBaTb CMasKy, KOTopas peKoMeHAoBaHa AN WCNOMb30BaHWA C nNpesepBaTMBaMu. CMasKu
HE(TAHOTO NPOUCXOXAEHUS U Ha MacnsHOW OCHOBe (Hanpumep, Ba3eNUH, AETCKOE Mac/o), HeKoTopble
rneccapuu, a TakKe HeKOTOpble NIEKAPCTBEHHbIE CPeACTBA MECTHOrO NPMMEHEHMUS, KOTOPble HAHOCATCA Ha
MeHUC UV BBOASATCS BO Bnaranuiie, MOryT NoBpeanTb Npe3epBaTuB.

MpeKkpaTUTb MCNONb30BaHWE MNpe3epBaTBa NPW OLWYLEHUN AUCKOMGOPTa UAN pasfpaXkeHWUs BO BpeMms
MCNONb30BaHMS Npe3epBaTuBa.

[MpOKOHCYbTMPOBATLCA CO CMeLManmcToMm:

— 0 COBMECTMMOCTY Mpe3epBaTUBOB C APYTMMU KOHTpaLenTuBamm;

— TMpK MCMOJIb30BAHUWN NIEKAPCTBEHHOro0 CPeAcTBa MECTHOr0 MPUMEHEHUSA, KOTOPOe HaHOCUTCA Ha
MeHnUc UM BBOAUTCA BO BNaranuiue,

— €eCnun pasgpaxkeHue/ AMCKOMMOPT COXPaHAKTCA NOC/e UCNOb30BaHUA Mpe3epBaTuBa;

— EC/11 Bbl He YBEPEHbI, eCTb /I Y BacC anfieprua Ha naTekc,

— eC/nu npesepBaTuUB NPOTEKAET UMM MOPBAJICA BO BPEMSA €ro UCnonb3oBaHus (CAenatb 3TO KaK MOXHO
CKOpee B TeYeHue 72 4acosB).

Mpe3epBaTyBbI MOTYT NPELACTaBNATb ONACHOCTb YAYLWEHNUSA. XpaHUTb B HEAOCTYNHOM AN feTeil MecTe.

L.C/ BO Bpems MOMOBOr0 akTa MPaKTUKYeTCs HEeCKONbKO BUAOB cekca (OpanbHbliA, BarMHanbHbIA) -
PEKOMEHYETCA UCNOMb30BaTb HOBLIN Mpe3epBaTUB A5 KAXAOro BMUAa CeKca.

He ncnonb3oBath 4/19 aHaIbHOIO CeKca.

Mpe3epBaTuBLI NpefHa3HaYeHbl TOMbKO A1 0AHOPA30BOro MCMNONb30BaHUS. MOBTOPHOE WMCMONb30BaHMeE
MOXXET MPUBECTU K HapyLUEHWNIO L,eI0CTHOCTM Mpe3epBaTvBa WU YBENUYNTL PUCK Nepedayn 3ab0osieBaHuii,
nepefatoLLMXcs NONOBLIM MyTEM.

Hv oauH ©“3 MeTOAO0B KOHTpauenuum He MOXeT rapaHTmpoBaTb 100% 3awuTbl OT HeXenaTenbHOM
6epemeHHOCTU, BUY nnun gpyrux 3a6onesaHunii, nepefarowmxcs nosioBbIM NyTeM.

BO3MOXHbIE MOBOYHbLIE 3P PEKTbI
Mpe3epBaTuBbl WU3rOTOBMIEHbI M3 HATypa/bHOro flaTeKca, KOTOPbIA MOXET Bbl3BaTb annepruyeckyto

peakuuio, BKIOYas aHaQUNaKTMYECKNIA LWOK, eCNN Y NMOTPEGUTENS anneprus Ha naTekc.

30CO6 NMPUMEHEHWA
HapgopBaTbh YNakoBKY CO CTOPOHbI 3y64aToii KPOMKM M aKKypaTHO o6paliaTbCs ¢ Mpe3epBaTUBOM, T.K. ero

MOXXHO MOBPeANTb HOTTSIMM WU OCTPbIMU NpegMeTaMu.

MpoBepnTb, UTOObI Mpe3epBaTB 6bin CBEPHYT Hapyxy. CAaBWB HaKOMWUTENb HafeTb Npe3epBaTWB Ha
rON0BKY 3pernpoBaHHOrO neHmca. Pa3BepHyTb Npe3epBaTMB MO HanpaBieHWO K OCHOBaHMIO NeHuca. Ecim
npesepBaTUB He pa3BOpPaAYMBaeTCs, 3HAUYUT OH CBEPHYT B 06paTHYK CTOPOHY. Bbi6POCUTL AaHHbINA
npesepBaTMB W MCMNO/Mb30BaTb HOBbIA. OCTAaHOBUTLCS W MPOBEPUTb MPU OWYLLEHUU COCKaNb3biBaHMSA
npesepBaTMBa WAN YPE3MEPHOrO CXWMMaHUs MeHuca, MOCKO/bKY 3TO MOXET MPUBECTU K HapyLleHWto
LLe/IOCTHOCTM Npe3epBaTnBa.

Cpa3y nocne 3sKynsuuyM W3BMAeYb MEHUC, MNNOTHO NPUAEPXWBas Npe3epBaTWB Yy €ro OCHOBaHWS, U
aKKypaTHO CHATb NMpe3epBaTyB.

BblGpocuTb B MycOpHOe Befpo. He BbiGpachiBaTb Npe3epBaTuB B YHUTAS3.

YCcnoBmda TPAHCNOPTUPOBKN
HeT cneyunanbHbIX YCNOBUIA TPaHCMOPTUPOBKMW.
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YCNOBUA NCIMONMBb3OBAHNHA
HeT cneyuunanbHbIX YCNOBWIA WUCMONb30BaHUA, €CNM MEAULIMHCKOE W3[eNne WCMONb3yeTCs COrnacHo ero
HasHa4YeHMIo N Kak 0603HaYeHO B MapKUPOBKE.

YCNoBNA XPAHEHUA N CPOK TOAHOCTWU

XpaHWTb B 3aliULieHHOM OT Bnarm Mecte npu Temnepatype O - 25°C. W3beraTb MeXaHW4ecKOro
BO3AENCTBMA U MNPAMbIX COJMIHEYHbIX ny4yeli. Heobxogmmo wu3beraTb KOHTakTa MpesepBaTMBa C
He(TenpoayKTamu, heHonamMmn, 1 X NPoOU3BOLHbIMU, a TakXKe mMaciamn MUHEPanbHOr0 MPOUCXOXAEHUS,
6eH3MHa, KepoCcuHa 1 ApYyrmux opraHn4yeckmx BeLLecTs.

Cpok rogHocT - 5 ner.

NEKAPCTBEHHAA NN ®PAPMALEBTUNYEBCKAA CYBCTAHUWA, COAEPXALWAACH B
MEOVUMNHCKOM U3AENUU
He npumMmeHumo.

MEPEYEHD MATEPVAJIOB XMBOTHOTIO n mnmn) YUENTOBEYECKOIO
MPONCXOXOAEHUNA****

"BCTABHOW HaTypanbHbIii naTekc cofepXuT KaseuH (0,02% +/- 10% OT ero cofepXkaHusi, BbIMOMHSET
AYHKUMIO cTabunnsatopa), KOTOpblii MOXET paccMaTpuBaThbCs Kak MPOW3BOAHOE TKaHei/ maTepuanos
)KVBOTHOTO MPOUCXOXAEHWS, T.K. BbLLIENAETCS U3 MO/OKa.

KaszenH (MONIOYHbIN 6eNnoK) ABNAETCA HaTypasibHbIM Cy6npoAyKTOM Mosoka. OH He MMeeT HUKAKoro
M3BECTHOrO TOKCUYECKOro BO3JENCTBUA, XOTS OH MOXET BbI3BaTb peakLUUio Yy N0fAeil ¢ annepruein Ha
MON0Ko. CynTaeTcs, YTO BO3LENCTBME NPe3epBaTVBOB HE CO34aeT HUKAKOro LONOSHUTENIbHOrO pucKa Aas
nonb3oBaTesieil Npe3epBaTnBOB.

N3penne He coLepXXMT NPOM3BOAHbLIX YeOBEUYECKON KPOBY.

**EXnpegynpedkaenie 0 BO3MOXKHOM MN06G0YHOM 3hhekTe B BUAE annepruyeckon peakuum uns-3a
HaTypanbHOro naTeKca, Cofep>Kallerocs B COCTaBe MeAULMUHCKOro U3LeNns, BbIHECEHO HA BHYTPEHHION
CTOPOHY BTOPUYHOI/NOTPeBUTeNbCKON YyNaKoBKM.

CTEPNNN3ALNA
efUUMHCKOe U3fenne SBNSETCS HeCTepUSibHbIM M3[eMEM W He MNpeAHa3HauyeHo A4S nocnefytoLyei
-_epunusauum.

NMCMNONMB3OBAHWE C APYTUMW MEOVWUNHCKUMW N3OETNAMWN*****

Ona npefoTBpalleHUs MHGeKUMiA, nepefatrollMxcs MonoBbIM MNyTeM, U GEPEMEHHOCTU npe3epBaTUBbI
MOFYT MWCNOMb30BaTbCA KaK CaMOCTOSTe/lbHOe MeAMLMHCKOe U3Aenne W He MNpefHasHauyeHbl Ans
MCMNOMb30BaHUS B COYETAHUN C APYTUMU MEAULNHCKUMMN U3AENNSMU.

OpfHako B cfiiyyae HeoOXOAMMOCTM MOTPe6UTENM MOTFyT MCMONb30BaTb Mpe3epBaTMBbI B COYETAHUM CO
cMa3Kamu/ nybpukaHTaMmu, KOTOpble COBMECTVMbI C Mpe3epBaThBaMy.

**k**X peKOMEeHAaLMs MCnonb3oBaTb MpW HeoGXOAMMOCTMW COBMECTUMYK C Npe3epBaTMBaMU CMasKy
BbIHECEHA NMa BHYTPEHHIO CTOPOHY BTOPUYHON/MOTPEGUTENbCKOI yNaKoBKM.

YCTAHOBKA, TEXHNYECKOE OBCNYXUMNBAHWE, KATNBPOBKA
He npumeHnmo.

OYNCTKA, AESNHOEKUWA, CTEPUNNIAULVA MEAVNUWHCKOTIO U3AENTNA
He npumeHunmo.
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MEX/IYHAPOIHBIE CTAHJAPTBI
ISO 13485

ISO 14971

ISO 4074

MEPbl IIPEAOCTOPOXHOCTH, IPEANIPHHHMAEMBIE ITOTPEBHUTEJIEM IIPH

YTHWINIAIIMN MEAHITHHCKOI'O H3AEJIHUA
[TpesepBatuBn M3 HatypaneHOro narekca Contex® You&Me Orgasmic npn OLITOBOM HCHONB3OBAHHM
YTIIH3HPYIOTCA Kak OnToBhie oTXoanl. He BhOpackiBaTh B kKaHaMW3anmio,

JATA BBIITYCKA/ NOCAEAHRH NMEPECMOTP SKCILTYATALIMOHHOM
JOKYMEHTALIUH

Meanuusnckoe H3ACHHE COREPKHUT HRGOpMAIHIO O MOCACAHEM HEPECMOTpe/ MOCNERHeN pelakuHA
HHCTPYKIHMH 110 NPHMEHEHHIO.

NOPAAOK OCYLIECTBJIEHHA YTHIHIAIINH H YHAUTOXEHHA
HU3zpenue A0KEO HCTIOJIB30BATECA B COOTBETCTBHH C HHCTPYKIHCH 1O NMPHMEHEHAIO.
31 OLITOBOM HCMONB30BAHWH H3JC/ME YTHIH3HpYyeTcA Kak OmroBhie orxoawl. He BmOpachiBath B

Hanu3amMio.
B APYTHX cliyvyadX yTHARH3alHua Npe3CPBaTABOB BHIMONHACTCA B COOTBCTCTBEHM ¢ MCCTHHIMK HOPMAMH.

TPEBOBAHNS 10 OXPAHE OKPYKAIOIIEHA CPEJBI
[ipu nganmnoﬁ 3KCIUTYaTAllHM, XPARHCHMH M YTWIH3ANHH NpPe3ePBATHBH H3 HATYpanbHOro NaTekca
Contex™ You&Me Orgasmic He 0Ka3bIBalOT HETATHBHOFO BO3ACHCTBHA Ha OKPYXKAIOMIYIO Cpeay.
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Ipunoxenne
K IKCIIYATANHOHHOK JOKYMEHTANEH MEAHITHACKOI0 H3ACHAAR
«IIpelepBATHBE B3 HATYPaAbHOro Aarexca Contex You&Me Orgasmic»

Huopmayun, Hanocuman Ha 6HympenRiol0 Cmopory
8MOpuUYuHOI/nompebumensCcKkol ynaKosKu
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Mepeag MCMOMb30BAHMEM BHMMATENIbHO MPOYMTaTb WHCTPYKLMIO, OCOOEHHO ecnu npe3epBaTMBbI
MCNONb3YTCS ANS Pas3HbiX BUAOB (OpanbHbIiA, BarnHanbHbI) cekca.

1I

HagesaTb npe3epBaTWB [0 TOr0, Kak MEHWC KOCHETCs Tena MapTHepa. 3TO MOXeT MNOMOYb B
NpefoTBPaLLEHNM HACTyneHNs 6epeMeHHOCTM 1 BO3MOXHOCTW Nepefayn 3a60neBaHWUii, NepefaroLymxcs
MONOBbIM MyTEM.

BHUMAHWE: TlpoBepuTb CPOK rO4HOCTW Mpe3epBaTvMBa MNepes WMCNofib3oBaHMeM. He MCnNonbL30Bath
npesepsaTuB [MoOCAe WCTeYEHUA CpokKa rofgHocTn. Ecnnm wuHAuMBMAyanbHas YynakoBKa MOBPeXAeHa,
BbIOPOCUTL NpPe3epBaTUB U UCMONb30BaTb HOBbIV U3 HEMOBPEXAEHHON YNaKOBKMU.

HA3SHAYEHWE
Mpes3epBaTvBbl MPUMEHAOTCA B Ka4yecTBe GapbepHOro cpeAcTBa KOHTpauenuuu Ans npefoTBpalleHus
HeXxenaTenbHON 6epeMeHHOCTM M And 3awnTbl oT BAY v gpyrux 3abonesaHunin, nepefaroLinxcs nonoBbIM

TEeM.

Cnocob MPMMEHEHWA
1. HafopBaTb YNakOBKY CO CTOPOHbI 3y6UaToli KPOMKM M aKKypaTHO o6paliaTbCs C Npe3epBaTUBOM, T.K.
ero MOXHO MOBPEANTb HOTTAMMU 1 OCTPbIMK NpegMeTaMu.

2. MpoBepuTb, YTOOLI Npe3epBaTUB ObliN CBEPHYT HapyXy. CAaBWB HaKOMWUTENb, HafeTb Npe3epBaTMB Ha
rONOBKY 3PErnpoBaHHOr0 MeHuca.

3. Pa3BepHyTb MNpe3epBaTWB MO HaMpaBfEHUD K OCHOBaHWIO MeHuca. Ecnm  npesepBaTUB  He
pasBopaynBaeTCs, 3HAYMT OH CBEPHYT B 06paTHYK CTOPOHY. BbI6GpOCWTbL [aHHbIi Npe3epBaTUB W
MCMOMb30BaTh HOBbI. OCTAHOBUTLCS 1 MPOBEPUTL MPW OLLYLIEHUM COCKaNb3biBaHMS Mpe3epBaTBa WU
ero 4YpesMepHOro CXWMaHWs MNeHuca, MOCKOMbKY 3TO MOXET MPMBECTM K HapyLUEHMI0 LeNoCTHOCTU

npesepBaTHBa.

Cpasy nocne 3siKynsiuuu U3BJedYb MeHUC, MAOTHO NPUAEPXKMBAs NpPe3epBaTWB y €ro OCHOBaHWA, U
aKKypaTHO CHATb Npe3epBaTuB.

4. BbI6poCcnTb B MyCOpPHOe BeApo. He cnyckaTb Npe3epBaTVB B YHUTA3.
Mpe3epBaTUBbI MOMYT NPEACTAaBASATL ONACHOCTb YAYLWEHUS. XpaHUTb B HEAOCTYNHOM ANs AeTell MecTe.

Ecnu npesepBaTUB WCMOMb3yeTCs CHayana AN OPanbHOrO CeKca, CReAyeT WCMo/b30BaTb HOBbIW Ans
Apyroro (BarMHanbHOr0) BMAa cekca.

He ncnonb3oBath 415 aHa/NbHOTO CeKca.

Mpe3epBaTUBbLI MpeAHa3HaYeHbl TOMbKO A15 OJHOPA30BOr0 MCMOMAb30BaHWUS. [MOBTOPHOE MCMO/Mb30BaHMe
MOXXET NPMBECTM K HapYyLLUEHWNIO LLeNOCTHOCTM Npe3epBaTBa UM YBENMUUTb PUCK Mepefayn 3aboneBaHUi,

nepefatoLLMXcs NONOBbIM MYyTEM.
MPOTUMBOMOKA3AHWNA

MOBbIWEHHAsA YYBCTBUTENIbHOCTb WAM anneprus K t060MYy M3 KOMMOHEHTOB, BXOASLLMX B COCTaB
npesepBaTuBa.
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BO3MOJXKHBIE TOBOYHBIE 3®PEKTHI
Tpe3epBaTHBEl HM3TOTOBNCHB H3 HATYPAIbHOIO JIATEKCA, KOTOPLIH MOMKET BHI3BAThL ALIEPrHUECKYIO
peaxiHio, BKmovas aHaGuNaKTHIECKHH MoK, eCH Y NOTPEOHTEIIA ANNEPrUa Ha JIaTeKC.

MEPBHI IIPEAOCCTOPOXKHOCTH

Hcnone3oBaTh CMa3Ky, KOTopas pPEKOMEHAOBAHA IS HCMOJMLIOBAaHHA C mnpesepBatuBaMH. CMa3kH
HETIHOTO MPOKCXOXACHUA ¥ HAa MaciAHON OcHOBe (HampuMep, Ba3eNHMH, JETCKOE MAclo), HEKOTOphIe
NECCAPHH, @ TAKXKE HEKOTOPbIC JIEKAPCTBCHALIC CPEACTRA MECTHOTO MPUMEHEHHSA, KOTOPhIC HAHOCATCA HA
NCHUC WY BBOAATCS BO BIArajMile, MOTYT HOBPEAHTE Pe3ePBATHB.

IlpexpaTiTh MCHONB3OBAHHE NPE3ESPBATHBE, EC/IH YYBCTBYETCH AHCKOM(OPT HIH pasApaXeHHE BO BPEMK
MCTIOJIL30BAHKA NMPe3epPBaTHBA,

ITpoKOHCYIBTHPOBATHCS CO CHIENHATHCTOM:

~— © COBMECTHMOCTH NPe3ePBaTHBOB C APYTHMH KOHTPAllENTHBAMY;

— NpY HCTIONL30BAHWH JIEKAPCTBEHHOTO CpeicTBA MECTHOIO NMPHMEHEHHSA, KOTOPOE HAHOCHTCH HA
ACHAC HJIH BBOAHTCA BO BIIAraIHINE;

— ecnu pasapaxeHue/ AUCKOMPOPT COXPaHAIOTCH 110Cse HCNONb3OBARASA IPE3CPBATHBA;

— €CJIH BH HE YBEPEHE], €CTh JIH Y BaC alIeprus Ha JATEKC;

— eC/IM IPE3ePBaTHB LIPOTEKAET MM NOPBAJCS BO BpEM4 €10 HCMOML30BaHHA (CACNATh ITO KAK MOXHO
CKOpee B TEYCHHE 72 yacos).

Hn oauH M3 MeTOAOB KOHTpALCNIMH HE MoXeT rapaHtupopats 100% 3ammrnl oT HexenarenbHol
6epementoctn, BUU nnu apyrax 3abonesannuil, nepeaaonmpxca nofoBLM MyTEM.

Hama nocnreoneii pedaxyuu uncmpyxyuu:
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MD (IFU)_Contex You&Me Orgasmic_RTQ

Oxonuarensinili OTYET 0 NPOBEPKE 18.02.2022
Co3anan: 17.02.2022

AsTop: Hanuans Jxopnan (Danyelle Jordan) (Danyelle.Jordan@rb.com)
Craryc: Moanucano

ID Tpan3axuun: CBJCHBCAABAAJUGCzvagFUQ_ybNs7_dKLo311B4uOvkh

Hcropra namenenns aoxkymenta «MD (IFU)_Contex You&Me Orgasmic_ RTO»

€Y Hoxyment cosnan Hanuanem ixopaanom (Danyelle Jordan@rb.com)
17.02.2022 — 11:44:53 GMT

3 JloxyMeHT oTnpaBieH 6O 3EKTPOHHOM mnouyre Ha azapec JHApIo BpayHxuina
(andrew.brownhill@rb.com) Ha noanucanse

17.02.2022 - 11:45:22 GMT

€%  DnexTpoHHOE MHCHMO NpocMOTpero DuApto Bpayrxuuiom (andrew.brownhill@rb.com)
18.02.2022 - 14:06:40 GMT

@& Joxyment noanucan uapio Bpayuxunnom (andrew.brownhill@rb.com) ¢ nomoursio
WMEKTPOHHOI NOANHUCH

Hara noanucu: 18.02.2022 — 14:45:45 GMT — UCTOYHHK BPEMEHH: cepBep

#) CornacopaHme 3aBepUICHO

18.02.2022 — 14:45:45 GMT

Jlororun: Adobe Sign
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MepeBof JaHHOTO TEKCTa BbINOMHEH NepeBogunkoM KpannuHbim [eHncom AnekcaHapoBuYem

MnoAnuUcCh

Poccuiickaa ®egepayms
Mopos MockBa
LLlecTHaguaToro mapra Be ThicAYM ABajuaTb BTOPOro roja

A, OeliHeko Jllogmuna BanepueBHa, BpEMEHHO MCNOMHAKOWAA 0653aHHOCTU HOTapuyca
ropoga Mocksbl TMpoKOWweHKOBON EneHbl EBreHbeBHbl, CBUAETENbCTBYH MOAIMHHOCTb
noanucu nepesogunka KpannnHa leHnca AnekcaHapoBuya.

Moanwuck chenaHa B MOeEM MPUCYTCTBUMN.

JInuHOCTb NognucasLLEero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: No 21/86-H/77-2022-

YnnayeHo 3a coBeplUeHMe HOoTapuanbHOro aencteumsa: 400 py6. 00 kon.

MnoAnnch Mep6boBas nevatb MepboBas nevartb
HoTapuyca r. MocKBbl HoTapuyca r. MocKBbl
MpokoweHKoBOM E.E. AN WoweHkosow E.E.

Bcero npoLwHypoBaHo, MPOHYMepPoOBaHO U CKpe

Muiickaa Pepepaums
Mopog MockBa
LLlecTHaguaToro mapra fjBe TbicA4YM ABajLaTb BTOPOro roja
A, OeliHeko Jliogmuna BanepueBHa, BpeMEHHO MCMNONHAKOWAA 0653aHHOCTU HOTapuyca
ropoga MockBbl [poKOLWEHKOBOW EneHbl EBreHbeBHbl, CBUAETENLCTBYH BEPHOCTb KOMWUWU C
npeAcTaBfieHHOro MHe OKYyM”

3apeructpup )e: Ne 21/86-11/77-2022-
Ynnay oro feicTBuA: TBL‘I,Opy6. 00 Korl.
N.B. [eliHeko
Bcero npowHypo CKpensieHo neyaTbHo. nuct(-a,-0B).

N.B. [eliHeko
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