KOMNnwumH4

BE IT KNOWN that | Laura Anne Pawley, Mezzanine Floor, Epsom Square, Epsom, Surrey, KT19
8A6, aduly authorised Notary Public, duly admitted, sworn and practice throughout England

and Wales.

CERTIFY ONLY that Katie Pearce, a United Kingdom Citizen, who iswell known to me, who, is
duly authorised by Samantha Nellson of Reckitt Benckiser Healthcare (UK) Limited ‘'the
Company' to represent them in this matter, has today caused the annexed Technical
Documentation of the Medical Device Contex Long Love Natural Rubber Latex Condoms with
Anaesthetic for use in the Russian Federation to be produced to me and that they have

represented to me on behalf of the Company that the said document Is atrue electronic copy
of the original.

SIGNED and sealed at Mezzanine Floor, Epsom Square, Epsom, Surrey, KT19 SAG on the 2T

January 2022.

Protocol No: 2.'N N BV

Laura Anne Pawley
Notary Public
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Dear Sir / Madam

| Samantha Neilson of Reckitt Benckiser Healthcare (UK) Limited CERTIFY that the attached
Techinal Documentation of the Medical Device for - Contex Long Love Natural Rubber Latex
Condoms with Anesthetic «.

Name: Samantha Neilson
Signature:

Date: 25-Jan-2022

Reckitt Group pic (Global Headquarters)
Turner House, 103-105 Bath Road, Slough,
Berkshire, SLI 3UH, UK

T: *44 (0)1753 217800 W: Reckitt.com
+44 (0)1753 217899
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R«kiU rvfm HO"irtittes in Ihe R«ct<iU Group ptc group of companies-
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proved by;

Andrew Brownhill
Global Regulatory Affairs Manager

Date;

Signature:
EledmnicaB
ysignedbr.
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a“mve this
document
Date: Jan

09:r7GMT

TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE

Centex® Long Love natural rubber latex condoms with anesthetic

Reckitt Benckiser Healthcare (UK) Ltd., UK
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NAME OF THE MEDICAL DEVICE

Centex® Long Love natural rubber latex condoms with anesthetic

MEDICAL DEVICE APPLICATION

Condoms are used as barrier contraceptives 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.
POTENTIAL RISK CLASS 3

STERILITY
The device is non-sterile.

MEDICAL DEVICE DESCRIPTION

Contex® Long Love natural rubber latex condoms with anesthetic - smooth, straight walled, teat ended, in
silicone lubricant, with anesthetic. Made from natural latex.

TECHNICAL CHARACTERISTICS

Conlex Long Line
Test Method used

Technical parameter Specification by the Frequency
manufacturer
, 150 4074:2015
Condom length, mm 18010 clause 9.3.1 Aiuicx Even’batch
D
Condom xvidlh, mm 150 4074:2015
(measured at 30 mm 52+2 clause 9.3.2 Annex Every batch
from the bead) E
Teat length, mm Min 11 Appendix 1 Once a month
150 4074:2015
Tliiekness, mm 0.07(H0.004/-0.008 clause 9.3.3 Annex Every batch
F
Bead thickness, mm 1-2 Appendix 2 Every batch

Condom weight (after
removed from the

primary package. W2), g 18+0.5 Appendix 3 Once a month
1
. . . 150 4074:2015
Elongation, % Median 700 Min Annex J Once a month
. . . 150 4074:2015
Elongation, \b (aged) Median 600 Min Annex J Once a month
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Test Method used

Technical parameter SpedricatioQ by the Frequency
manufacturer
. N . . ISO 4074:2015
Tensile streiiglli, mPa Median 20 Min Annex J Once a month
Tensile strength, mPa Median 17 Min ISO 4074:2015 Once amonth
(aged) Annex J
ISO 4074:2015
Freedom from holes Impermeable clause 12 Annex M Every batch
RAW MATERIALS (% material is based on theoretical value)
Nominal Content of
Material components of a material, Trade name
(| %+/-10%
Basic material:
- Compounded Natural Rubber latex 7177 NR Latex Concentrate (CL60 HA)
Dusting material:
- Calcium carbonate 2.25 Calcium carbonate light Blucstar
- Magnesium carbonate 0.15 Magi”csium Carbonate Extra Light
Lubricant:
- *BRB Silicone Oil DM 350 EP/
- Silicone 19.09-19.12 **Angelay 350CS
- Benzocaine 6.70 Benzocaine paste
*Zeus Odour masking agent FLA7028Y
- Odour masker 001005 s+Transatak TAK-181256
Raw Material Additional information
Compounded Natural Rubber NR Latex Concentrate CL60 HA is a trade name of natural latex raw material
latex used in compounded NRL
Silicone *BRB Silicone Oil DM 350 EP and **Angelay 350CS are trade names of the
silicone
Benzocaine Benzocaine paste 5% w/w concentration
Al 'mouring agent Zeus flavour *Zeus Odour masking agent FLA70281 and **Transatak TAK-181256 are trade
g ag names of the odour masker
PACKAGING

The condom is packaged in an individual package of multi-layer materia! (foil).
PACKAGE DIMENSIONS:

Individual foil; 602 mm X 60+ 2 mm.
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The table below shows tiie materials used in the manufacture of primary packaging
Front foil layer:
PET/AL/LDPE
Back foil layer:
PET/AL/LDPE
From the outer to the inner foil layer;
PET = Polyethylene terephthalate (Polyethyl benzene-1,4-dicarboxylate)
AL = Aluminium

LDPE = Low Density Polyethylene

B presentation of the medical device

Secondary packaging is a carton pack, wrapped with the triw”sparent t~ e vdiere 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 orl2 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 die package.

LABELLING INFORMATION

Each individual package is labelled with:
trademark;

-lot number (LOT);

mbEqiry date (EXP)

(l Symbols used for labelling and what they mean:

Expiry date

LOT Lot number

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

The following information is applied to the outer surface of the secondary/consumer package:

-condom description®

equantity of condoms in consumer package;
enominal condom length;

-nominal condom width;
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pdication that 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 oforigin (if applicable);
- lot number;
- shelf life formatted as “Expiry date".

Symbols used for labelling and what they mean:

Use by/Expiry date

Lot number -

LOT
4 p

Contains natural latex

T ¥
L o
® For single use only

Caution!

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

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

- reminder to handle the condoms carefully, including vdien 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 unw”ited pregnancy;
- protection from HTV and other sexually transmitted diseases.

CONTRAINDICATIONS
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Hypersensitivity to any of the components in condom composition.
Do not use condoms with anaesthetic if there are some inflamed skin areas and wounds

PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and die
possibility of catching sexually transmitted infections. If pregnant or breastfeeding - ask a health professional
before use. Check the expiry date on the condom wrapper before you use it. If the individual container is
obviously damaged, discard that condom and use a new one from an undamagedpackage.

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

Alubricant with benzocaine can cause rash, irritation, burning and itching feelings. Thoroughly rinse it
after using a condom and avoid contact with eyes. Ifyou feel skin irritation, burning or itching stop using
the condom. If this irritation, burning or itching goes on over time, consult with a specialist. Do not use this
type of condoms, if you or your sex partner have inflamed skin sites or wounds. Ifyou or your sex partner
experience breathing difficulties and/or lips are turning blue in the course of using this type of condom,
immediately stop using it and call a doctor.

Premature ejaculation is a widespread problem which can have many causes and may require medical
consultation/supervision. Ifthese condoms don't help, it's worth checking with your doctor.

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

Consult a specialist:

- about the compatibility of condoms with other contraceptives;

mifyou are using topical medicines applied to penis or vagina;

e ifirritation/discomfort persists after use;

«ifyou are unsure if you are allergic to latex.

mif a condom leaks or bursts during use (do this as soon as possible and within 72 hours).
«if partner experiences breathing difficulties and/or his/her lips are turning blue.

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

1 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 m it cause allergic reactions including anaphylactic shock
ifuser is allergic to latex, A lubricant with benzocaine can cause rash, irritation, burning and itching feelings.

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

6
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one. Stop and check ifyou feel the condom slipping offor tightening excessively onto the penis because
might lead to breakage.

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

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

The product is transported in covered vehicles in accordance with the rules of transportation of cargoes with
special temperature regime from -50*'C to +50®C (relative humidity 80% at 25*C).

EXPLOITATION CONDITONS

There are no special conditions required wlien 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 direct sunlight.

Shelf life - 5 years.

RISK MANAGEMENT SUMMARY

In accordance with the 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 BIOCAMPATIBILITY

Test Standard Biological effect

In vitro cytotoxicity I1SO 10993-5 Toxic at 1;4 dilution*

testing

Sensitization ISO 10993-10 The test articles showed no evidence of causing

delayed dermal contact sensitization

Vaginal Irritation ISO 10993-10 Test articles was considered a non-irritant to
vaginal tissue

Penile Irritation ISO 10993-10 Test article extract was considered a non-irritant
to penile tissue

Rectal Irritation ISO 10993-10 Test article extract was considered a non-irritant
to rectal tissue

Acute systemic ISO 10993-U There was no mortality or evidence of systemic

toxicity toxicity from test article

*ISO 10993-5 suggests that a response grade of moderate or severe should be considered a cytotoxic effect.
The typical condom result has been found not to be associated with any problem in the regular use ofcondoms

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



by male or the female partner. If the results of other testing (typically sensitization and irritation tests) and
associated evaluations are seen as acceptable then the cytotoxicity result should be considered in amtext and
the condom considered to meet the requirements of ISO 10993. The results indicate that Contex® Long Love
natural rubber latex can be considered to be potentially biologically safe.

MANUFACTURING PROCESS
See Appendix 4

MEDICINAL OR PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL DEVICE
The medical device contains medicinal substance (benzocaine) which is located inside the condom
and comes into contact with the penis. This inhibits sensitivity which helps to delay ejaculation,

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

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

Casein (milk protein) is a natural by-product of milk. It has no known toxic effects although it may cause a
LLI reaction in inividuals 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-sterile device and is not intended to be sterilized thereafter.
SOFTWARE DESIGN, DEVELOPMENT AND VALIDATION

Not applicable.

MAINTENANCE AND REPAIR

Not applicable, as the product should be disposed of after a single use by a user.
GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

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

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 with local requirements.
ENVIRONMENT SAFETY REQUIREMENTS

With proper usage, storage and disposal Natural latex condoms with anesthetic Contex Long Love have no
negative impact on the environment.

Test Methods used bv the manufacturer
Appendix I: Test method for condom teat lenjjth determination (D8291875)
» Sample preparation:
o Dipped condom

Dry dipped condom before rolling will be used for this test. Stretch the condom slightly rivice to
smooth out the wrinkles.

o Condom in container
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Move the condom inside tiie individual container such that it is awa>"from the area where the container
is to be tom. Tear the container and remove tlie condom. Do not use scissors or other sharp instruments
to open the package.

Unroll the condom, stretcli it slightly twice to smooth out the winkles. Lubricants may be removed
by washing with a suitable sohent. 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 millimeters and dimensions with the zero beginning at the rounded end, and let it hang freely, stretched
only by its own mass.

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

Figure 1 Length 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. Lay it flat and put the ruler on top and measure the
distance between the marked point and teat end by using a calibrated ruler and record the result.
*  Repeat the test for other 31 condoms (N = 32), Accept/ Reject criteria is 2:3,

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

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

» Measure the thickness of the bead by thickness gauge with the nearest reading of 0.01 mm,
* Repeat the measurement anotlicr 2 times.

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

* Repeat the lest for other 31 condoms (N =32). Accept/ Reject criteria is 2:3.

Appendix 3: Test method for condom weight (after removed from the primaiy package) (D8291956)

«  Weigh individual foiled condom and record the weight (WI).

* Weigh adry and clean petri dish and tare zero.

*  Move the condom inside the individual package such tliat it is awa>" from the area where the package is to be
tom. Tear the package. Do not use scissors or other sharp instalments to open the package.
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Approved by:

Andrew Brownhill
jlobal Regulatory Affairs Manager
Jate:
Signature;
BCANAC A

LT

MAINTENANCE DOCUMENTATION
(Instruction for use)
OF THE MEDICAL DEVICE

Centex® Long Love natural rubber latex condoms with anaesthetic

Reckitt Benckiser Healthcare (UK) Ltdy UK
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NAME OF THE MEDICAL DEVICE
Centex® Long Love natural aibber latex condoms with anaesthetic

MANUFACTURER
Reckitt Benckiser Healthcare (UK) Ltd.* 103-105 Bath Road, Slough, Berkshire, SLI 3 UH, UK,

MANUFACTURING
SSL Manufacturmg (ThaUand) Ltd,. Wellgrow Industrial Estate 96 & 100, Moo 5, Bangna-Trad Road
KM.36, Ban”™amak, Bangpakong, Chachoengsao, 24180, Thailand;

*informa(ion about the place of manufacture is presented in the outer side of (he secondary“consumer
packaging in theformat "The country oforigin: [coimtiyj ”

Al THORIZED REPRESENTATIVE OF THE MANUFACTURER
Reckitt Benckiser Healthcare LLC, Floor 3, 4 Shlyuzavaya emb., Moscow, 115114, Russia.
Phone: +7 (495) 961 25 65; fax: +7 (495) 961 25 66

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

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

MEDICAL DEVICE COMPOSITION AND DESCRIPTION
Condom Contex® Long Love- smooth, straight walled, teat ended, in silicone lubricant, with anesthetic.
Made from natural latex.

TECHNICAL CHARACTERISTICS**

Technical parameter Specification
Condom lengdi, mm 180+10

Condom width, mm

(measured at 30 mm from the bead) 52+2

Teat length, mm Min 11
Thickness, mm 0.070+0.004/-0.008
Bead thickness, mm 1-2
Condom Weight (after reron'e4 from the primaiy package), g 18405
Elongation, % Median 700 Min
Elongation, % (aged) Median 600 Min
Freedom from holes Impermeable
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Tensile strength, mPa Median 20 Min N

Tensile strength, raPa (aged) Median 17 Min

**1at technical characteristics are presented in the outer side ofthe secondary'consumerpackaging as
"nominal length - 1SO mm: nominal width ~52 mm™"

PACKAGE CONTENTS OF THE MEDICAL DEVICE***

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

***quantity o fcondoms is presented in the outer side ofthe secondary consumer packaging, the instruction
for consumers is printed in the inner side ofthe secondary/consumer packaging

LABELLING INFORMATION

IEach individual package is labelled with:
-trademark;

-lot number (LOT);

eexpiry date.

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:
econdom description;

equantity of condoms in consumer package;

enominal condom length;

-nominal condom width,

«indication that the condom is lubricated;

-indication that the lubricant does not contain spermicide;
«indication that the condom contains natural latex;
estorage guidelines;

mame and address of the manufacturer;

«country of origin (if applicable);

-lot number;

-expiry date.

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

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



Lot number

Contains natural latex

For single use only

Caution!

be printed on the outer surface of the secondary/ consumer package including
referenceiftjHiBaHlional standards.

Out»* or iBOS"ani&ce of consumer packages and/or package insert contains prescribing information, which
includes:

- reminderto handle the condom carefully, including when removing it out of the package;
- mdicatrans, coniriindications, precautions for use, possible side effects;

>method c*appiicabon;

- 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:

- condoms are disposable products.

INDICATIONS
- prevention of unwanted pregnancy;
- protection from HTV and other sexually transmitted diseases

CONTRAINDICATIONS
Hypersensitivity or allergy to any of the components in condom composition.
Do not use condoms with anaesthetic if there are some inflamed skin areas and wounds

PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the
possibility of catching sexually transmitted infections. If pregnant or breastfeeding - ask a health
professional before use. Check the expiry date on the condom wrapper before you use it. 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.

A lubricant with benzocaine can cause rash, irritation, burning and itching feelings. Thoroughly rinse it
after using a condom and avoid contact with eyes. Ifyou feel skin irritation, burning or itching stop using
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the condom. If this irritation, burning or itching goes on over time, consult with a specialist. Do not use
type of condoms, if you or your sex partner have inflamed skin sites or wounds. 1fyou or your sex partner
experience breathing difficulties and/or lips are turning blue in the course of using this type of condom,
immediately stop using it and call a doctor.

Premature ejaculation is a widespread problem vdiich can have many causes and may require medical
consultation/supcrvision. 1f these condoms don’t help, it's worth checking with your doctor.

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

Consult a specialist if;

- about the compatibility of condoms with other contraceptives

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

eif irritation/discomfort persists after use;

«ifyou are unsure if you are allergic to latex;

-ifa condom leaks or bursts during use (do this as soon as possible and within 72 hours),
mf partner experiences breatiiing difficulties and/or his/her lips are turning blue.

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

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

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

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

POSSIBLE SIDE EFFECTS

Condoms are made of natural rubber latex, which might cause allergic reactions including anaphylactic
shock if user is allergic to latex. A lubricant with benzocaine can cause rash, irritation, burning and itching
feelings.

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
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 direct sunlight.
Shelf life - 5 years.

MEDICINAL OR PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL DEVICE
The medical device contains medicinal substance (benzocaine) which is located inside the condom
and comes into contact with the penis. This inhibits sensitivity which helps to delay ejaculation.

LISTOF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN****
Compounded natural rubber latex contains casein (0.02%= 10% ofthe contents ofit, functions as a stabilizer)
that is considered as a derivative from tissue/materials of animal origin as it is extracted from milk.
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"asein (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.

***x*\wammg about possible side effect in the form ofthe allergic reaction because ofthe natural latex and
benzocaine 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 be sterilized thereafter.

USAGE WITH OTHER MEDICAL DEVICES*****

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

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

*****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® Long Love natural rubber latex condoms with anaesthetic should be disposed in a bin. The condoms
should not be flushed the condom down the toilet,

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

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The 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 Centex® Long Love natural rubber latex condoms with anaesthetic
have no negative impact on the environment.
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Appendix to the Maintenance
documentation of the medical device
«Contex® Long Love natural rubber latex condoms with anaesthetic»

Information
to be printed in the inner side

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

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the
possibility o f catchoigsexually transmitted infections. Ifpregnantor breastfeeding - ask a health professional
before use.

ATTENTION: Cbeck the expiry date on the condom wrapper before you use it. | f the individual container is
obvioudy dvnaged, discard that condom and use a new one from an undamaged package.

PURPOSE
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against HIV 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. If the condom doesn't unroll, it may be on backwards, discard and use a new one.
Stop and check if you feel the condom slipping off or tightening excessively onto the penis because this
might lead to breakage.

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

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

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

Condoms may present a choking hazard. Keep out of reach of children.
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. Do not use condoms with
anaesthetic if there are some inflamed skin areas and wounds.

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, which might cause allergic reactions including anaphylactic shock
if user is allergic to latex. A lubricant with benzocaine can cause rash, irritation, burning and itching feelings

PRECAUTIONS FOR USE

Use the lubncant 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.
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Uubricant with benzocaine can cause rash, irritation, burning and itching feelings. Thoroughly rinse it

liter using a condom and avoid contact with eyes. Ifyou feel skin irritation, burning or itching stop using
fecondom. If this irritation, burning or itching goes on over time, consult with a specialist. Do not use this
(e of condoms, if you or your sex partner have inflamed skin sites or wounds. Ifyou or your sex partner
xperience breathing difficulties and/or lips are turning blue in the course of using this type of condom,
~mediately stop using it and call a doctor.

‘remature ejaculation is a widespread problem which can have many causes and may require medical
xinsuhation/supervision. 1f these condoms don’t help, it’s worth checking wilh your*doctor.

dpuse ifyou feel discomfort or irritation while using the condom,
lonsult a specialist;

about the compatibility of condoms with other contraceptives
ifyou are using topical medicines applied to penis or vagina;

if irritation/discomfort persists after use;

ifyou are unsure if you are allergic to latex;

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

~p f partner experiences breathing difficulties and/or his/her lips are turning blue.

«|

lone of the contraception methods can guarantee 100% protection gainst unwanted pregnancy, HIV and
xher sexually transmitted diseases.

chteo f the latest revision of the instruction:
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MepeBof C aHrNMACKOTO A3blKa Ha PYCCKUIA A3bIK
Kpyrnaa penbethHasa neyatb: JZlopa OHH Monu, rocyaapCTBeHHbIR HOTapuyc

OA BYLOET M3BECTHO, uto 4, Jlopa 3HH Monu (Laura Anne Pawley), Me30HUHHbIN 3Tax,
3ncom CkBap, Ancom, rpagcTeo Cyppeit, KT 19 8AG (Mazzanine Floor, Epsom Square, Epsom,
Surrey, KT19 SAG), 40/MKHbIM 06pa30M YMNONHOMOYEHHbIN, NPUCATHYBLINIA WU MPaKTUKYHO LW
rocyflapCTBEHHbIN HOTapuyc AHIIUK K Yanbea,

HACTOAWNMM NOATBEPXOAK, uto Katu TMupc (Katie Pearce), rpaxpgaHka
CoeanHeHHOro KoponeeBcTBa, /NWYHOCTb KOTOPOM YAOCTOBEpeHa MHOW JIMYHO, [O/DKHbLIM
06pa3om ynosHomouyeHHas CamaHToin HeitnbcoH (Samantha Neilson), cOTpygHUKOM KOMMaHUM
Pekntr beHkusep Xencksap (KOK) Numuteq (Reckitt Benckiser Healthcare (UK) Limited)
(«KomnaHusi») Ha npefcTaBneHne ee MHTePecoB MO AaHHOMY BOMPOCY, CerofHs npegocraBuna
MHE MPUNOXKEHHbIA [OKYMEHT «TexHuyeckas [OKYMeHTauus Ha MefULUHCKOe wu3genue
«[Mpe3epBaTBbl M3 HATypa/bHOrO0 JfaTekca € aHecTteTukom Contex® Long Love» pans
ncnonb3oBaHus B Poccuitckoin ®epepauun u 3asBuia 0T UMeHM KoMNaHWK, 4TO YKa3aHHbIiA
JOKYMEHT SIBNSAETCA NOAJMHHON 3N1eKTPOHHON KOMUE OpUrnMHanbHOro JOKYMeHTa.

OOKYMEHT NMOAMWNCAH wn ckpenneH neyatbl MO afpecy: Me30HWUHHbIA 3TaX, INCOM
CkBap, 9ncowm, rpacteo Cyppeir, KT 19 SAG, cerogHs, 27 aHBapsa 2022 roga.

Homep npoTtokona: 2022 - 534

/nognuce/
Nopa 3Hu Monwu
rocyfiapCTBeHHbIl HOTapuyc

Kpyrnas penbedHas nedyaTb: Jlopa dHH MMonun, rocyfapCcTBeHHbIA HOTapuyc
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Jlorotun: PekKuTT

YBaxkxaemble rocnoga!l

A, CamaHTa HeinbCoH, coTpyaHUK PekutT beHkunzep Xenckaap (FOK) Jlumutes, HacToAawmm
MOATBEPXOAK, u4To npunaraemblii  AOKYMEHT «TexHuYeckas [JOKYMeHTauusa Ha
MeAULMHCKOE u3fjenne» NPpUMeHUM K usgennto «lpesepBaTMBbl M3 HaTypasbHOro naTtekca c
aHecTeTnkoMm Contex® Long Love».

Nmsa: CamaHTa HellnbcoH

Mopnuck: /nognuce/ OneKTpoHHas noAnuck: CamaHTa HelinbCcoH

Llenb nognucanus: A yTeepXaaro AaHHbIA JOKYMEHT
[ata: 25 aHBaps 2022 r. | 14:54
GMT

Lata: 25 auBapsa 2022 .

PekntT IMpyH nnc (Reckitt Group pic) (MexagyHapogHblii FONOBHOW Oduc)
TépHep Xayc, 103-105 batPoyg, Cnay,

Bepkwwup, SL1 3 UH, CoegnHeHHoe KoponeBcTBO

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

Berkshire, SLI 3UH, UK)

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

I @ f

PeknTT BXOAUT B COCTaB rpynnbl KOMMaHuii PeknTT Tpyn nnc.
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YTBepX4eHo:
3Hapto bpayuxunn (Andrew Brownhill)

MeHeg)Kep No peructpaynm rnobanbHOro perynsaTopHoro otgena
Jara:

Moanuch: SHApto BpayHxunn SnelopoMKas NoAnKCch; SHAPIO BpayHxun

Llens nognucaHus: S yTeepxzato AaHHbIA JOKYMEHT
[arta: 21 aHBapsa 2022 r. | 09:17
GMT

TEXHNUECKAA AJOKYMEHTALINA
HA MEAVWUWHCKOE U3LENUE
Mpe3epBaTUBbLI M3 HATypasibHOrO f1aTekca C aHEeCTETUKOM

Contex® Long Love

«PeknTT BeHknzep Xencroap (FOK) f1Ta,»y CoeanHeHHoe KoponescTBO

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



HAMMEHOBAHWE MEOVWUWMHCKOTIO N3AENNGA
[MpesepBaTuBbLlI N3 HaTypasbHOro natekca c aHecteTukom Contex® Long Love

HA3HAYEHVWE MEAVWUMNHCKOIO M3AENTNA
Mpes3epBaTMBbLI MPUMEHAKTCA B KayecTBe 6GapbepHOro
npeaoTBpalLeHNs HexXenaTtenbHoW 6GepemMeHHOCTU UM ans
3a60neBaHunii, NepeAaroLLnXcs Nos0BbIM MyTEM.

MOTEHUMANBHBIE MOTPEBUTENWN MEANUWMHCKOIO U3LAENNA
MeguuMHCKOE n3genne npegHasHayeHo He A4Ns NpodecCMoHanbHOro MCNONb30BaHNS.

KNACC MOTEHUWMAJIBHOTIO PUCKA 3

CTEPUNIBHOCTDb
N3penve He cTepubHO.

OMMCAHWNE N3AENNA
lMpe3epBaTBbI M3 HaTypanbHOro fnarekca ¢ aHecteTukom Contex® Long Love - rnagkue,
npamoii opmbl, C HakonuTenem, B CUANKOHOBO CMasKe, C aHeCTeTUMKOM. [lpe3epBaTuBbl

cpeacTsa
3alwnTtel ot BUY

KOHTpauenuum ans
n  Apyrux

N3roToB/IEHbI N3 HATYpPa/ibHOTO /laTeEKCa.

TEXHWYECKWE XAPAKTEPUCTUKWN

TexHWNYecKnii napameTp

[nnHa npesepsartnBa, MM

LLinpunHa npesepsatumBa,
MM (M3mepeHa B 30 MM OT
BEHUMKa)

[aliHa HakonuTens, Mm

TonwmHa, MM

TonwmHa BeEHYNKa, MM

Bec npesepsaTuBa (nocrne
M3BMIEYEHUNS U3 NEPBUYHON
ynakoesku, W2), r
OTHOCUKTENbHOE
YANVHEHWe npu

paspbise, %
OTHOCUTENBHOE
YONUHEHWE npu

paspbiBe, % (nocne
CTapeHmns)

YcnoBHas NpoYHOCTL Npu
pacTskeHuu, Mlla

Y cnoBHas NPoOYHOCTL Npu
pactseHun, Mla (nocne
CTapeHms)

["epMeTUYHOCTL

Contex Long Love

Cneuudmkaums

180+ 10

52 %2

MuH. 11

0,070+0,004/ - 0,008

1-2

18+0,5

He menee 700

He meHee 600

He meHee 20

He meHee 17

"epmeTnyeH
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MeTog ncnelTaHus,
NCMNONb3YyeMbIiA
NpPOU3BOAUTENEM
1ISO 4074:2015 nyHKT 9.3.1
MpunoxeHne D

ISO 4074:2015 nyHkKT9.3.2
MpunoxeHune E

MpunoxeHue 1

ISO 4074:2015 nyHKT9.3.3
MpunoxeHue F

MpunoxeHne 2

MpunoxeHue 3

1SO 4074:2015
Mpunoxexwve J

ISO 4074:2015
MpunoxeHwve J

ISO 4074:2015
MpunoxeHue J

ISO 4074:2015
MpunoxkeHue J

1ISO 4074:2015 nyHKT 12
MpunoxeHne M

YacToTa

Kaxpaa cepus

Kaxpaas cepus

Pa3 B mecsy,

Kaxpaas cepusa

Kaxkgasa cepus

Pa3 B MecsL,

Pa3 B mecal,

Pa3 B mecay,

Pa3 B mecsL

Pa3 B mecsL,

Kaxpgas cepus



MATEPWANBbI N3TOTOBNEHWNA (% maTepmnana 0OCHOBAH Ha TEOPETUYECKOM 3HAYEHUN)

MaTtepuan

OCHOBHOW MaTepuan:
CocTaBHOl HaTypasibHbIit
naTtekc

OnygapvBaloWnii matepuan:
- Kap6oHart kanbums

- Kap6oHaT marHus
Jly6punKaHT:
- CunnKoH

- 6eH30KanH

MacKupytoLLiee 3anax BeLlecTBo

MaTepuan u3rotToBneHuns
COCTaBHO HaTypanbHbIii
naTekc

CnnnkoH

BeH30KanH
MackupyoLee 3anax
BELLECTBO

YMAKOBKA

HomunHanbHoe cogepkaHue

KOMMNOHEHTOB MaTepunana, %, Martepuan
+/-10 %
71,77 NR Latex Concentrate (CL60 HA)
2,25 Calcium carbonate light Bluestar
0,15 Magnesium Carbonate Extra Light
19,09- 19,12 *BRB Silicone Oil DM 350 EP/
**Angelay® 350CS
6,70 beH3okanHoBasa nacta
0,01 -0,05 *Zeus Odour masking agent
FLA70281/

**Transatak TAK-181256

JononHuTenbHasa nHpopmaymna

NR Latex Concentrate (CL60 HA) - mapka HaTypanbHOro narvekca,
MCMOMb3YHOLWEeroca B COCTABHOM HaTypanbHOM flaTeKce

*BRB Silicone Oil DM 350 EPwn **Angelay 350CS - TOprosble
MapKu CUINKOHA

BeH3okanMHoBas nacta ¢ KOHUeHTpauunei 5% (m/m)

*Zeus Odour masking agent n **Transatak TAK-181256 - Toprosbie
MapKu MacKMpyloLLero 3anax KOMMOHeHTa

Kamp,uﬁ npesepsatne YynakKoBbiBaeTCA B WHAWBUAYa/lbHYH YNaKOBKY W3 MHOFOCNONHOro

maTepuana (gponbry).

PASMEPbBI YMAKOBKW:

NHanBupgyanbHasa ynakoska: 60 £ 2 Mmm x 60 £ 2 mm

«| MaTepuan NnepBUYHOI YNakoBKMK:

®poHTanbHas CTOPOHA DONbIK:

PET/AL/LDPE
3aaHss cTopoHa QONbru:
PET/AL/LDPE

OT BHELHEero K BHYTPeHHeMY C/I0H0 (hONbIn:
PET = MonuaTtuneHTepedTanat nam 6eH3on-1.4-gukapbokcnnat nonnaTuaeHa

AL = ANOMUHUNIA

LDPE = NMonnaTuneH HNU3KOW NAOTHOCTHU
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®OPMA BbIMMYCKA MEANUWHCKOIO U34ENNA
BTopuyHas ynakoBka - KapTOHHas mayka, 06epHyTas MpoTpaynoii NAeHKOW, rae NpUMeHUMO.
KonnuyecTBo npe3epBaTMBOB YKa3aHO Ha >TLakOBKe.

KOMMNEKT NOCTABKU MEANUWMHCKOIO N3AENNA

MeAnLMHCKOe n3aenne nakyeTcs BO BTOPUUHYHO/MOTPEGUTENbCKYO YNAaKOBKY M0 3 WT./yn. uau
no 12 wT./yn. ConpoBOXAaeTcA MHCTPYKLME Ans NoTpebuTens, Kotopas MOXET GblTb BNOXEHA
B YNAaKOBKY WM HaneyaTaHa Ha BHYTPeHHel CTOPOHe U/WK BHELHEN CTOPOHE YNaKOBKMY.

MAPKVPOBKA
Ha KaXaoit nHaMBMAYyanbHO ynakoBke M3 ONbIK HaneyaTaHa cnegytowias MHpopmMayms:

- TOoproBas Mapka;
- Homep cepuun (LOT);

- fata OKOH4YaHua cpoka rogHocTun (EXP)

CVMBONbI, NCNONAb3YyeMble A MAPKUPOBKK, N NX 0603HAYEHME:

logeH go

LOT Homep cepum

JononHuTenbHas WHpoOpMauMs MOXEeT OblTb HameyaTaHa Ha WHAMBWAYanbHOW YMNaKoBKe,
BK/OYAs CCbINIKM Ha MeXAYHapOAHble CTaHAAPThI.

Ha BHelIHe/A CTOpPOHE BTOPUYHOWK/MOTPEOUTENLCKON YNaKOBKM HameyaTaHa crefytoulas
nHpopmayns:

- onucaHue npesepBaTnBa;
- KOIMYeCTBO Npe3epBaTUBOB B NOTPeOUTENbCKO YNAKOBKE;
HOMUWHanbHas ANWHa Npe3epBaTuBa;

HOMWHaNbHasa WUpPUHA NPe3epBaTuBa;

- YKa3aHue 0 TOM, 4YTO Mpe3epBaTuB B CMa3kKe;

- YKa3aHue 0 TOM, 4YTO CMa3Ka He COLepPXUT cnepMuLmng;

- YKasaHue 0 TOM, 4TO Mpe3epBaTWUB COAEPXUT HaTypanbHbIl naTekc;
- YKa3aHuns Mo XpaHeHUo;

- HaMMeHOBaHWe ¥ afpec NPoOU3BOAUTENS;

- CTpaHa nponcxoxaeHus (ecnv NPUMeHUMO);

- HOMep cepuu;

- CPOK rofHocTu B popmate «lofeH 4o».

CnMBONbI, UCNONb3YyeMble A9 MAPKUPOBKN BTO pUYHOI YNaKOBKMW, U X 0603HAYEHME:
logeH go

LOT Homep cepun

CoAepXMnT HaTypanbHbIA naTekc
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3anpeT Ha NOBTOpPHOe NpUMeHeHUe

OcTopoxHo!

A

[ononHUTeNbHaA MHGpoOPMaLUsa MOXeT OblTb HameyaTaHa Ha BHELHKOK CTOPOHY BTOPWUYHOI/
noTpe6nTeNbCKON YNaKOBKM, BK/OYAS CCbIIKM HA MeX/AyHapoaHble CTaH4apThl.

BHewHA unn BHYTPEHHSAS CTOPOHA BTOPUYHOI/ NOTPebUTeNbCKON YNakKoBKWM W/MAu BKNabiLl
cofiepXaT cneaytouyo MHhopMaunuto:

- HaMmoOMWHaHWe 0 Heob6X0AMMOCTM aKKypaTHOro obpalleHnWs ¢ npe3epBaTUBOM, BK/KOUas €ro
N3BMeYEHNE U3 YNAKOBKU;

- NOKa3aHus, NPOTMBONOKAa3aHWUs, Mepbl MPeA0CTOPOXXHOCTU, BOZMOXHbIE MOOOUHbIE 3D(EKTHI;
cnocob NpuMeHeHuUs;

Heo6X0AMMOCTb yaneHns npesepBaTuBa cpa3dy Nocje CEKCYyanbHOro KOHTaKTa;
HEeo06X04MMOCTb UCKMIOUYEHNS CMA30K HETAHOTO NPOUCXOX/EHUSA U Ha MAcNsSHOW OCHOBE;
HEeo6X0AMMOCTb MCNONb30BaHMNS 6€30MacHO A4ONONHUTENLHOW CMa3Ku, ecnm 3To TpebyeTcs;
HEe06X0AMMOCTb KOHCYNbTaLUM CO CMEeLnManucToM no BOMPoCy COBMECTUMOCTY Nnpe3epBaTuBa C
NeKapCTBEHHbIMU CpPeACTBaMM MECTHOTO MPUMEHEHUS;

- MHCTPYKLMIO NO YTUAM3ALMM UCNOMNb30BaHHbIX NPe3epBaTUBOB;

- Npe3epBaTWB A5 04HOPA30BOr0 MCMONb30BaAHNS.

MOKA3AHWA
- NpeAOTBpPaLLeHNe HeXeNnaTelbHY0 GepPEMEHHOCTb;
- 3alWmTa oT BUY un gpyrux 3abonesaHunii, nepeaaruxcsa nofoBbiM NyTem

MPOTUBOMOKA3AHINA

MoBbllIeHHAs YYBCTBUTE/IbHOCTb K J/1l060OMY W3 KOMMOHEHTOB, BXOAfALWMX B COCTaB
npesepBaTNBa.

He ncnonb3oBaTb Npe3epBaTUBbl C aHECTETUKOM, €CIM UMEKTCS BOCMANeHHbIe Y4YacTKU WAW
noBpexzAeHus/paHbl Ha KoXe.

MEPbBLI MPEAOCTOPOXHOCTN

HageBaTb mpe3epBaTUB [0 TOro, Kak MEHUC KOCHETCA Tena napTHepa. OTO MOXET MOMOYb B
npefoTBpalLeHUN HacTynneHUs 6GepemMeHHOCTM W BO3MOXHOCTM nepefayn 3abofeBaHWi,
nepefaroLynxcs NofoBbIM NyTemM. Bo Bpems 6epeMeHHOCTU UK B NEPUOS KOPMIEHUS TPYAbHO -
nepes WCMonb3oBaHNMEM MPOKOHCYNbTUPYWTECh CO CMeumannucToM. MpoBepUTL CPOK FOAHOCTM
npesepBatMBa Mepej WCNONAb30BaHWEM. Ecnu wHAMBMAYyanbHas ynakoBKa MNOBPeX/AeHa,
BbIGPOCUTb NPe3epBaTUB U NCMOMb30BaTh HOBbIV M3 HEMOBPEXAEHHO YNaKOBKMN.

Mcnonb3oBaTb CMasky, KOTopas peKOMeH[joBaHa [Afs WUCMOMb30BaHUS C Mpe3epBaTUBaAMMU.
CMa3ku HeTSAHOro MPOMCXOXAEHWS W Ha MacisHOl oCHOBe (Hanpumep, BasenuH, [AETCKOe
Macno), HeKOTOpble MeccapuMn, a TakKXKe HEKOTOPble /NEeKAPCTBEHHbIE CPeACcTBa MECTHOrO
MPUMEHEHUS, KOTOPble HAHOCATCA Ha MEHWUC WM BBOASTCA BO BRaranuiie, MOryT MOBPeAUTb
npesepBaTuB.

Ny6pukaHT (cMaska) ¢ 6eH30KaMHOM MOXXET Bbi3biBaTb ChiMb, pa3gpaXKeHne, Ol YL eHNe XXKEHUS
“nun 3ypa. TuatenbHO CMbiBaTh €€ MOC/Me UCMONb30BaHMS Npe3epBaTUBa U U3beratb nonagaHus
B rnasa. Ecnm yyBCTBYeTCA pasfpaXKeHMe KOXW, XXKeHWe UNn 3y, npekpaTuTb MCNOoNb30BaHue
npesepaTBa. ECNu pasgpaxeHue, X>KeHWe WAU 3y[ Yepe3 KaKoe-TO BPEMs He MpoiayT,
06paTnTbCA K cneumanucTy. He mcnonb3oBaTb 3TOT BWf Npe3epBaTUBOB, €CAU Y OJHOTO U3
MOMOBbIX NApTHEPOB €CTb BOCMAaNEHHbIe YYaCTKM UM NOBPEXAEHUS Ha KOXe. ECNM y 04HOro 13
MOMOBbIX MapTHEPOB 3aTPyAHSETCs AblXaHWe W/UAW CUHET ry6bl BO BPeMS MCMOMb30BaHUSA
[aHHOro BMAa Mpe3epBaTUMBOB, HEMEA/IEHHO MPEKPaTUTb ero MCNoib3oBaHUe U 06paTUTbCA K

Bpauy.
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npeXzaeBpemMeHHas 3SKynauus sBNseTca pacnpocTpaHEHHOW npo6nemoli. OHa MOXeT 6biTb
Bbl3BaHA MHOTMMMU NpUYMHAMKU U TpebyeT MeAULUHCKOW KOHCYNbTaUUU/MeanLUHCKOTO
HabnoaeHns. Ecnu gaHHbI BUA Npe3epBaTMBOB HE NOMOraeT, cnefyeT 06paTUTLCA K Bpayy.

MpekpaTUTb UCNONb30BaHWE Npe3epBaTUBA, €CIM YYBCTBYETCS AUCKOMMOPT UAU pasfpaxeHue
BO BPEMS UCMONb30BAHUA Npe3epBaTmBa.

MpPOKOHCYNbTUPOBATLCA CO CNELMNanuCcTOM:

- 0 COBMECTMMOCTM Npe3epBaTMBOB C APYTMMU KOHTpaLenTuBamu;

- NPV UCNONb30BaHUMN NeKapCTBEHHOIO CPefCcTBa MECTHOIO NPUMEHEHNS, KOTOPOe HaHOCUTCA Ha
MEHWUC UM BBOAUTCS BO BNaraaunLle;

- ecnu pasgpaxeHue/ LUCKOMMOPT COXPaHAKTCA MOCAe UCMONb30BaHUSA Npe3epBaTnBa;

- C/N Bbl He YBepeHbl, eCTb 1N Yy Bac anfeprus Ha naTekc;

- Npes3epBaTUB NPOTEKaeT WAM NOPBasCa BO BPeEMS €ro Mcnosb3oBaHusA (Chenatb 370 KaK MOXHO
CKOpee B TeYEeHME 72 4acoB);

- OAMH W3 NapTHEpPOB WUCMNbITbiIBAET TPYAHOCTM C [fblXaHUeM wu/unu ero/ee rybbl HayumHaloT
CUHETb.

ONs aHanbHOro cekca UAM MPU HEOBXOAMMOCTU WMCMNOMb30BaTb JOMONHUTENbHYIO CMas3Ky Ha
BHeLWHeli CTOpOHe npesepBaTHBa.

Mpe3epBaTvBbl MOTYT MPEfOCTaBAATL OMACHOCTb yAyLWeHWsi. XpaHUTb B HEAOCTYMHOM AnA
feTel MmecTe.

Ecnu npesepBaTuMB MCMNONMb3yeTCA CHayana AAd OpPanbHOro cekca, ANA APYrux nocnefyrLimx
BMAO0B CeKkca cfiefyeT UCNOMb30BaTb HOBbIW Npe3epBaTUB.

Mpe3epBaTWBbLI NpeAHa3HauyeHbl TOMbLKO A1 OfHOPA30BOr0 WUCMNONb30BaHMA. [1OBTOpPHOE
MCMONb30BaHME MOXET MPUBECTUM K HapPYLLEHWIO LENOCTHOCTU npe3epBaTMBa WIW YBENUUYMUTH
puck nepegayn 3aboneesaHunii, nepegaro L, MXcs NOMOBbIM NYTEM.

Hn oauH 1”3 MeTOAOB KOHTpauenuum He MOXeT rapaHTupoBaTb 100% 3awuTbl OT
HeXenatenbHoli 6GepeMeHHocTU, BWY unu apyrux 3aboneBaHuit, nepefaroliMXcs MOMNOBbIM
nyTem.

BO3MOXHbIE MOBOYHbBIE 3® ®PEKTHhI

Mpe3epBaTuUBbI  W3rOTOBMIEHbI M3  HaTypalbHOro natekca, KOTOPbIA MOXeT Bbl3BaTb
annepruyeckyto peakuuto, Bk Yaa aHapunakTUYeCKnin WoK, ecnu y NoTpedbuTens anneprus Ha
natekc. Jly6pukaHT (cMa3ka) ¢ 6€H30KaMHOM MOXET BbI3blBaTb CbiMb, pa3gpakeHune, oWwyLLeHne
XOKEHMA Unm 3ygaa.

CNnoCOb NMPUMEHEHWA
HagopBaTb YMakoBKY CO CTOPOHbI 3y64aTOii KPOMKM W akKypaTHO o6paujatbcs cC
npe3epBaTMBOM, T.K. €r0 MOXHO NOBPEANTb HOTTAMW N OCTPLIMU NpeLMeTamMu.

MpoBepuTb, 4TOGbLI Npe3epBaTMB Obll  CBEPHYT Hapyxy. CpaaBuWB HaKonuTenb, HafeTb
npe3epBaTWB Ha rON0BKY 3pErMPOBaHHOrO NeHuca. Pa3BepHyTh Npe3epBaTUB MO HaMpPaBAEHUIO K
OCHOBaHWI neHuca. Ecnu npesepBaTMB He pa3BopayMBaeTcs, 3HAYUT OH CBEPHYT B 06paTHYHO
CTOpPOHY. BbIGPOCUTb [aHHbI nNpe3epBaTUB U  WCMO/Mb30BaTb HOBbIA. OCTAHOBUTHCS U
MPoOBepPMTb MPU OLLYLEHWM COCKaNb3biBaHWS Mpe3epBaTBa UM €ro0 YPe3MepPHOro CXXUMaHUs
neHnca, NOCKONbKY 3TO MOXET NMPUBECTM K HApYLLEHUIO LLeSIOCTHOCTU Npe3epBaTmBa.

Cpa3sy nocne 3sKynauuMm m3Bneyb NeHWUC, MNAOTHO NPUAEpPXKMBas Npe3epBaTUB Y €ro OCHOBaHUS,
1 aKKypaTHO CHATb Npe3epBaTuB.

BblGpocKTh B MyCOpHOe Bepo. He cnyckaTb Npe3epBaTuB B YHUTA3.
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TPAHCMOPTUPOBKA

M3genne TpPaHCNOPTUPYIOT KPbITbIM TPaHCNOPTOM B COOTBETCTBMW C MpaBuiamMu MepeBO3Ku
rpysoB, C cobnjeHnem TemnepatypHoro pexuma ot -50 °C' go +50 (oTHOCKTENbHASA
BNaXHoOCTb Bo3ayxa 80 % npu Temnepatype 25 °C).

YC/NTOBUNA SKCNNAYATALUNN
HeT cneumanbHbiX YCNOBWS WCMNOMb30BaHWSA, €CNW MEeAULMHCKOE W3[enne WCNoJb3yeTcs
COrNIaCHO ero Ha3HaYeHMo M Kak 0603HaYeHO B MapKMUPOBKE.

YCNOBUNA XPAHEHUA N CPOK TOAHOCTU

XpaHnTb B 3alWUULEHHOM OT Bnaru mecte npu Temnepatype 0-25 °C. M3beraTb NpAMbIX
COJIHEYHbIX Nyyel.

Cpok rogHocTu - 5 ner.
Ob30P YNPABJNTEHVA PNCKAMMU

B cootBetcTBUU ¢ ISO 14971 «MepuunHckue nsgenus - NpumMeHeHne ynpaBneHna puckamun K
MEAVMLWHCKUM  U3LeNnsiM» HPOBefeHa OLEeHKa pucka, CBA3AHHOIO C WUCNOAb30BaHWEM
MEeULMHCKOIO U3genns.

TECTUPOBAHWE HABNWOCOBMECTUMOCTD

TecTupoBaHue MeXayHapoaHblIl PesynbTaT
cTaHaapT

LINTOTOKCMYHOCTb ISO 10993-05 TOKCMYHOCTb Npu pasbaBneHun 1:4*
CeHcunbunmsmpytouee ISO 10993-10 OTCcyTCTBME CEHCMOBUNNZNPYIOLLETO
nencreune pencTemna
Pasgpaxatolliee geicTeue ISO 10993-10 OTCcyTCTBME pasgpaxkatoLero AeicTeus
Ha Bnaranuuie
Pasgpaxatrolee feincremne ISO 10993-10 OTcyTCcTBME pasgpaxarollero gecTeums
Ha MeHuc

Pasapaxatollee feiicTeue
Ha MPSMYH KULIKY

CucTemMHasi TOKCUYHOCTb ISO 10993-11 OTcyTCTBME CMEPTHOCTH
*CornacHo 1SO 10993-5 pesynbTaT «3HauMTeNbHasA WU CPeaHAs LUTOTOKCUYHOCTL» CliedyeT pacCMaTpmBaTh Kak
LIMTOTOKCUYECKUIA 3thpeKT. Bbl10 yCTaHOBMEHO, YTO TWUMWYHBIA pPe3ynbTaT, MOMyYeHHbIA NpU MCCNeA0BaHUM
npe3epBaT1BOB, HE MOXET ObITb NMPUYMHOA NPOBAEMbI PErynspHOro WCMOMb30BaHWA MPe3epBaTUBOB MYXUMUHON
WM KeHLWMHOW. Ecnn pesynbTaTbl Apyrmx TecToB (06bIYHO TECTOB Ha CEHCMOMAM3MpYlOLee feiicTBre W
pasfpaxatoLiee Ae/CTBME) M CBA3AHHBLIX C HVYMM OLEHOK CUMTAKOTCA NpreMIeMbIMU, TO Pe3ynbTaTbl TecTa na
LIMTOTOKCUYHOCTb CMeflyeT paccMaTpuBaTb B KOHTEKCTE M CUMTaTb Npe3epsaTViB COOTBETCTBYIOLLMM TpeboBaHUAM
cTaHfgapTa ISO 10993. PesynbTaTbl NOKa3sbIBalOT, YTO Mpe3epBaTVBbl U3 HaTypanbHOro narekca Contex® Long Love
MOTYT CUMTaTbCA NOTEHLMaNBbHO 6MOIOrMyYecky GesonacHbIMU.

ISO 10993-10 OTcyTCcTBME pasjpaxkatolero geicTemns

MPOW3BOACTBEHHbIV MPOLLECC
Cwm MpunoxeHue 4

NEKAPCTBEHHAS NN ®APMALEEBTUYEBCKAA CYBCTAHLMUA,
COLEPXALAACA BMELVLNHCKOM WU3AENUN

HacTosllee MefULWHCKOE W3LeNne COLEPXWUT fEeKapCTBEHHYH cy6cTaHumMio (6eH30KauH),
KOTOpas HaxOAUTCA BHYTPW npe3epBaTuBa W KOHTAKTUPYET C MOSIOBLIM YNEHOM. 3TO NoAaBnseT
UYYBCTBUTENbLHOCTb, YTO NOMOraeT OTCPOUUTL IAKYNALUIO.
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MEPEYEHb MATEPMANOB XWBOTHOIro wn (Unan) YENOBEYECKOTIO
MPONCXOXOEHWA

CocTaBHOI HaTypanbHbIli naTekc copepXuT kKasemH (0,02 %+ 10%) oT ero copepxaHus,
BbINONHAET DYHKUMIO cTabunmsatopa, KOTOPbIA MOXET paccMaTpuBaTbCs Kak MPOWU3BOLHOE OT
TKaHel/ MaTepnanoB XXUBOTHOIO MPOUCXOXAEHUSA, T.K. BbLLENSETCA U3 MOJOKA.

KasenH (MONOuYHbIli 6enoK) sABNAETCSA HaTypanbHbIM Cy6npogykKToM Mosioka. OH He wumeet
HUKAKOr0 M3BECTHOr0 TOKCUMYECKOro BO3JelCTBMA, XOTS OH MOXET BbI3BaTb peakuuto y nojei ¢
annepruein Ha Monoko. CumTaeTcs, 4YTO BO34eNCTBME Npe3epBaTUBOB He CO3J4aeT HUKAKOro
JONONHUTENBHOTO PUCKa ANA NoMb30BaTeNeil Npe3epBaTUBOB.

N3penve He copepXnT NPOU3BOAHbBIX OT YeN0BEYECKO KpPOBU.

CTEPUNMN3ALNGA

MeguunHcKoe un3genne SABNAETCA HECTepPUIbHbIM - M3JenMemM W He nMpefHasHayeHo Ans
nocneayrouen cTepuansauyunm.

OV3ANH MPOTPAMMHOIO OBECMEYEHUNA, PASPABEOTKA 1 BANUAALNSA

He npumeHnmo.

TEXHNWYECKOE OBCNYXUMNBAHWE N PEMOHT

He npumeHUMO, TaK KakK Wu3fgenne [OMKHO OblTb YTUAM3MPOBAHO MOCAEe OJHOKPaTHOro
MPUMEHEHMWA NONb30BATENEM.

NMOPAOOK OCYWECTBNEHNA YTUNU3SALUNN N YHUUTOXEHNA

M3penne LOMKHO UCNONb30BATHCA B COOTBETCTBUM C UHCTPYKLMEN NO NPUMEHEHUIO.

Mpu 6LITOBOM MCMOMIb30BAHUN U3[eNNe YTUNN3UPYETCA KaK ObITOBbIe OTX0A4bl. He BbiGpachiBaTh
B KaHanusauuio.

B gpyrux cnyyasax yTunmMsauma npe3epBaTUBOB BbIMOJMIHAEGTC