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TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE

Durex® Invisible natural rubber latex condoms

Reckitt Benckiser Healtheare (UK) Ltd., UK



NAME OF THE MEDICAL DEVICE
Durex Invisible 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

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

ended.

TECHNICAL CHARACTERISTICS

Technical parameter

Condom length, mm

Condom width, mm

(measured at 30 mm from the

bead)

Teat length, mm

Thickness, mm

Bead thickness, mm

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

Elongation, %

Elongation, % (aged)
Freedom from’holes

Tensile strength, mPa

Tensile strength, mPa (aged)

Speciflcation

180+10

52 £2

16+7

0.043 - 0.052

1-2

12+0.5
Median 700 Min
Median 600 Min
Impermeable

Median 20 Min

Median 17/Min

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

1SO 4074:2015-clause 9.3.2
Annex-E

Appendix 1

1SO 4074:2015 clause 9.3.3
Annex F

Appendix 2

Appendix 3

ISO 4074:2015 Annex J
I1ISO 4074:2015 Annex J

ISO 4074:2015 clause 12
Annex M

I1SO 4074:2015 Annex J
ISO 4074:2015 Annex J

Frequency

Every batch

Every batch

Once a month

Every batch

Every-batch

Once a month

Once a month
Once a month

Every batch

Once a month

Once a month



RAW MATERIALS (% material is based on theoretical value)

. Nominal content of the material, Trade name
Material %+/-10%
Basic material:
- Compounded Natural Rubber latex 67.86 CL 60HA*/ExceltexD**

Dusting material:
Calciumrearbonate light Bluestar

- Calcium Carbonate 3.36

- Magnesium Carbonate 0.21 Magpesium (?arbonate Extra
Light

Lubricant:

_ Silicone 98.50-28.55 BRB Silicone Oil DM 350 EP ¢/

Angelay® 350CS**

Zeus Odour masking agent
- Odour masker 0.02-0.07 FLA70281*/
Transatak TAK-181256**

Raw Material Additional Information

Compounded Natural Rubber=*CL 60HA and **Exceltex D are'trade names of natural latex raw material

latex used in compounded NRL

Silicone *BRB Silicone Oil DM 350 EPsand **Angelay® 350CS are trade names of
the silicone

Odour masker *Zeus Odour masking agent FLA70281 and **Transatak TAK=181256 are

trade names of the odour masker

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

Package dimensions;
Individual foil: 60+2-mm x 60+2 mm.

Primary package material:
Frontal foil layer:
PET/AL/PE/SURLYN
PET/AL/LDPE
Back foil layer:
PET/AL/PE/SURLYN
PET/AL/LDPE
Yom the-outer to the inner foil layer:
PET =Paolyethylene terephthalate or Polyethyl benzene-1,4-dicarboxylate)
AL =Aluminium
PE = Polyethylene
LDPE = low Density Polyethylene
SURLYN = Brand name of ionomer resin



PRESENTATION OF THE MEDICAL DEVICE
Secondary packaging is a carton pack, wrapped with the transparent tape where applicable. The (uantity of
condoms is indicated in the package.

PACKAGE CONTENTS OF THE MEDICAL DEVICE

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

LABELLING INFORMATION

Each individual package is labelled with:
-trademark;

-lot number (LOT);

- expiry date.

Symbols used for labelling and what they mean:

r

¢

Use by/Expiry date

Lot number

L i
Additional information can be printed.on the individual package including reference to intemationa
standards.

The following information is applied-to the outer surface of the secondary/ consumer package:
- condom description;

- quantity of condoms in consumer package;

- nominal condom length;

- nominal condom width;

- indication that the condom_is"lubricated;

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

- storage guidelines;

- name and address of the manufacturer;

- country of origin (if applicable);

- lot number;

- expiry date.

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

Lot number

LOT.



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

Outer or iimer surface of consumer packages and/or package insert contains prescribing_information, which
includes:

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

- method of application;

- necessity to remove condom right after sexual jintercourse;

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

- necessity to use safe additional lubricant if needed;

- necessity to consult a specialist on compatikility with topical medications;

- disposal instructions for used condoms;

- condoms are disposable products.

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

CONTRAINDICATIONS
Hypersensitivity or allergy to any ofthe components in condom composition.

PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. Fhis helps to prevent pregnancy and the
possibility of catching sexuallytransmitted infections. Check the=expiry date on the condom wrapper before
you use it. Do not use the condom after the expiration date. If thedindividual container is obviously damaged
or deterioration in the properties of the condom is detected discard that condom and use a new ope from an

undamaged package.

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

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

Consult a specialist:

- about the compatibility of condoms with other contraceptives;

- if you are using-topical medicines applied to penis-or vagina;

- if irritation/diseamfort persists after use;

- ifyou are ungure if you are allergic to latex;

- if a condomsleaks or bursts during use (do this.as soon as possible and within 72'hours).

For anal sexor if it is necessary use additional-tubrication on the outside of thes=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 ather type of sex that follows.

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

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



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

APPLICATION

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

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

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

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

TRANSPORTATION CONDITIONS
There are no specific conditions of transportation.

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

STORAGE CONDITIONS AND SHELF LIFE

Store the product in a dry place at 0s25.°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.

Shelflife - 5 years.

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

SUMMARY OF TESTS and RESULTS
BIOCOMPATABILITY-TESTS

Test International standard Result

Cytotoxicity ISO 10993-5 Toxicity at 1i4-dilution*
Sensitization ISO 10993-10 Non-sensitizer

Vaginal irritation ISO 10993-10 Non-irritant

Penile irritation ISO 10993-10 Non-irritant

Rectal irritation ISO 10993-10 Non-irritant

Systemic toxicity ISO 10993-11 No mortality

*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 prablem in the regular use of condoms by the male or female paitner. 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 context and the condom considered to meet the‘requirement of ISO 10993. The results
indicate that'Durex Invisible natural rubber latex‘condoms can be considered to be potentially biologically safe.

MANUFACTURING PROCESS
See Appendix 4



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

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Compounded natural rubber latex contains casein (0.02% + 10% of the contents of it;-functions as a
stabilizer) that is considered as a derivative from 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
areaction in individuals with an allergy to milk. The exposure from the condoms is cansidered 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:

In household use, the product is disposed of as household waste. Do_net 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 Durex® Invisible natural rubber latex condoms have no negative
impact on the environment.



Method used by the manufacturer
Appendix 1: Test method for condom teat length determination (D8291875)

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

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

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

» Put the condom over the mandrel, having a rounded end with a diameter of{(25+2) mm with a scale divided
into 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 1and Picture 1

A

feat kngth

Figure 1 Length ‘@f.condom teat

Picture 1’A point marked at the junction af condom teat and the shoulder,
* Remove the marked condom out from thesmandrel. Lay it flat and put the ruler on top and measure the
distance between the marked point andteat' end by using a calibrated ruler.and record the result.

Appendix.2:"Test method for measurement-of condom bead thickness (LAB/LT-DMS/16, D8291143)

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

» Measure the thickness of the bead by thickness gauge with the nearest reading of 0,01 mm.
» Repeat the measurement another 2 times.

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

8



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

Weigh individual foiled condom and record the weight (W1).

Weigh a dry and clean petri dish and tare zero.

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

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

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

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



Appendix 4

PRODUCTMANUFACTURING FLOW DIAGRAM
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NAME OF THE MEDICAL DEVICE
Durex® Invisible natural rubber latex condoms

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

MANUFACTURING SITE*

SSL Manufacturing (Thailand) Ltd., Wellgrow Industrial Estate 96 & 100, Moo 5, Bangna-Trad Road
KM.36, Bangsamak, Bangpakong, Chachoengsao, 24180, Thailand;

Qingdao London Durex Co Ltd.,, No 1-13 Shangma Part, Aodong Road, /High-tech Industrial
Development Zone, Qingdao City, Shandong Provjnce, P. R. China;

Reckitt Benckiser LLC, 1 Tereshkovoy Street, Klin, 141600, Moscow region, Russia:

*information about the place of manufacture is presented in the outer side of‘the secondary/consumer
packaging in theformat "The country oforigin:..[country]”

AUTHORIZED REPRESENTATIVE OFTHE MANUFACTURER
Reckitt Benckiser Healthcare LLC, Floor 3,74 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/FTHE MEDICAL DEVICE
Medical Device is intended to be used*by laypersons.

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

ended.

TECHNICAL CHARACTERISTICS**

A Technical parameter Specification

LLLCondom length, mm 180+10
Condom width, mm 59 42
(measured at 30 mm from.the bead) -
Teat length, mm 16+7
Thickness, mm 0.043.-°0.052
Bead thickness, mm 12
Condom weight (after removed from the primary package); g 19405
Elongation, % Median 700 Min
Elongation, % (aged) Median 600 Min
Freedom from holes Impermeable
Tensile strength,)mPa Median 20 Min
Tensile strength, mPa (aged) Median 17 Min

**main-technical characteristics are presented in the outer side ofthe secondary/consumer packaging as
“nominal length —180 mm; nominal width —52 mm *



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.
apack. It is accompanied by the instruction for consumers that can be enclosed in the package erprinted in

te inside and / or outside of the package.

***guantity of condoms is presented in the outer side of the secondary/consumer packaging, the
instructionfor consumers is printed in the inner side ofthe secondary/consumer packaging

LABELLING INFORMATION

Each individual package is labelled with:
-trademark;

-lot number (LOT);

-expiry date.

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

Lot number

LOT

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

The following information is applied.to'the outer surface of the secondary/ consumer package:
- condom description;

- quantity of condoms in consumer-package;

-nominal condom length;

-nominal condom width;

- indication that the condom is dubricated;

- indication that the lubricant dges not contain spermicide;
- indication that the condom_contains natural latex;

- storage guidelines;

- name and address of the manufacturer;

- country of origin (if applicable);

- lot number;

- expiry date.



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

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

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

method of application;

necessity to remove condom right after sexual intercourse;

necessity to exclude petroleum- and oil-based lubricants;

mnecessity to use safe additional lubricant if needed;
-necessity to consult a specialist on compatibility with topical medications;
misposal instructions for used condoms;
-condoms are disposable products.

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

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

PRECAUTIONS FOR USE
Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the

possibility of catching sexually transmitted infections. Check the expiry date on the condom wrapper
before you use it. Do not use the candom after the expiration date. /fthe individual container is obviously
damaged or deterioration in the properties of the condom is detected, discard that condom and use a new

one from an undamaged package,

Use the lubricant recommendedyfor use with condoms. Petroleum- and oil-based lubricants (petroleum
jelly, baby oil), some pessaries and some topical medicines jthat are applied to the penis or vagina can

damage condoms.

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

Consult a specialist:

- about the compatibility-ef.condoms with other contraceptives;

- if you are using topical-medicines applied to penis or vagina;

- if irritation/discomfort persists after use;

- ifyou are unsure if you are allergic to latex;

- ifa condom leaks or.bursts during use (do this as seon'as possible and within 72 hours).

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

Condoms may present a choking hazard. Keep aut)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‘enly once. Reuse may increase risk of failure or infection.

None of the(caontraception 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 ofthe 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 if you feel the condom slipping off or tightening excessively:onto the penis
because this might lead to breakage.

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

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

STORAGE CONDITIONS AND 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.

Shelf life - 5 years.

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

LIST OF MATERIALS OF ANIMAL'AND (OR) HUMAN ORIGIN*>#*=*

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

Casein (milk protein) is a natural bhy=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 anyhuman blood derivatives.

****warning about possible“side effect in the form of the allergic reaction because of the natural latex
contained in the medical device composition is presented “in/the inner side 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 :STls 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 candoms lubricant when it is necessary is presented in the
inner side ofthe secondary/consumer packaging

INSTALLATION, MAINTENANCE, CALIBRATION
Not applicable.

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

INTERNATIONAL STANDARDS
ISO 13485



0 14971
104074

PRECAUTIONS TO BE TAKEN BY USER RELATED TO THE DISPOSAL OF THE DEVICE
Durex Invisible natural rubber latex condoms should be disposed 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 forjuse.

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The devices should be used in accordance with thelinstructions for use.

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

ENVIRONMENT SAFETY REQUIREMENTS
ith proper usage, storage and disposal Durex® Invisible natural rubber latex condoms have no negative

Impact on the environment.



Appendix to the Maintenance
documentation of the medical device
«Durex® Invisible natural latex'condoms»

Information
to beprinted in the inner side

ofthe-secondary/ consumerpackage



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 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. If the individual container is obviously damaged or deterioration:in the properties
ofthe condom is detected discard that condom and use.a new one from an undamaged-package.

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

APPLICATION
n. Tear the package at the toothed edge and handle the condom carefully-as it can be damaged by

Tmgemails 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 pull the penis_out holding the condom firmly..at the base of the penis and carefully
take the condom o ff

4. Dispose in abin. Do not flush'the condom down the toilet.
For anal sex or if it is necessary use additional lubrication on the=eutside 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 ‘cendom 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 componentsin.condom composition.

POSSIBLE SIDE EFFECTS
Condoms are made-of.natural rubber latex, which, like any component of the condem; might cause allergic

reactions including=anaphylactic shock if user is allergic to latex.

PRECAUTIONS FOR USE
Use the lubricant recommended for use withCcondoms. Petroleum- and oil-based lubricants (petroleum

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

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

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



«]

if irritation/discomfort persists after use;
if you are unsure if you are allergic to latex;
mf a condom leaks or bursts during use (do this as soon as possible and within 72 hours).

~ore of the contraception methods can guarantee 100% protection against unwanted pregnancy, HIV and
other sexually transmitted diseases.

Date ofthe latest revision ofthe instruction:
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Surrey, KT19 SAG), 4omKHbIM 06pa3oM YMOMHOMOUYEHHbIW, MPUCATHYBLINA M-APaKTUKYIOLLWIA
rocyapCTBeHHbIN HOoTapuyc AHramm n Yaneca (England and Wales),

HACTOAW WM NOATBEPXOAK, uto BpaitaH Maitkn Xoys (Brians’Michael Howes),
rpaxgaHnH CoegmHeHHoro Koposnesctea (United Kingdom), NMYHOCTb KOTOPOro y40CTOBEPEHA
MHOW NMYHO, JO/MKHbIM 06pa3somM YnonHOMOYeHHbIA Mapkom 3iiHcBoprom (Mark Ainsworth),
COTPYAHMKOM KoMnaHun PekuTT BeHkmsep Xencksap (KOK) Numutes (Reckitt Benckiser
Healthcare (UK) Limited) («Komnawus»), Ha npeacTaBfeHUe ee MHTepPecoB Mo AaHHOMY
BONPOCY, CErofHA nmpefoCTaBUN MHE TNPUIOXKEHHYID TEeXHUYECKY [LOKYMeHTauuio u
JKcnnyaTauMoOHHY0  AOKYMeHTauuip:, Ha MefuuuHcKoe wu3sgeaue  «[lpesepBaTuBbl U3
HaTypanbHoro natekca Durex Invisible» gna wncnonb3oBaHus B -Poccuiickoin Pepepauumn u
3a89BMA OT MMeHU KoMnaHWW, 4TQ-yKa3aHHbIl LOKYMEHT SBASeTCA MOANMHHOW 37€KTPOHHOM
KONWein OpuUruHanbHOro JOKyMeHFa:

OOKYMEHT MNMOANMWUCAH wun ckpenneH ne4yaTbl--M0 ajpecy: Me30HUHHbIA 3Tax,
3ncom CkBap, 3ncom, rpaeteo Cyppeir, KT 19 SAG, ceronHsa, 10 gekabps 2021 roga.

Homep npotokona: 2021 =1047

/nognuce/
Nlopa 3HH lMoam
rocyfapCcTBeHHbI HOTapuyc

Kpyrnas peAasedHaa rep6osas nevats: Slopa OHH MMonu, rocyfapcTBeHHbBIA HOTapuyc



Norotun; PekntT

YBaxaemble rocnoga!

A, Mapk OWHCBOPT, COTPYAHMK PekuTt bBeHkusep, HacToswumm MOATBEPXAAHK, uTto
npunaraemble TexHuyeckas W IOKcnyaTtauuoHHas [LOKYMeHTauua Ha MeAMUUHCKOe wu3fenune
«[pe3epBatmebl Durex® Invisible» gns mcnons3oBaHua B Poccuiickoli depepayun aBngatoTcs
MOA/IMHHBIMUN 31EKTPOHHbLIMU KOMUAMU OPUTUHANIBHOTO LOKYMEHTA.

Nmsa: Mapk QiHCBOPT

Mopgnwuce: /n oanuc b/ DNeKTPOHHas nognuck: Mapk SIHCBOPT
Llenb nognvcanus: A yTBepXaato AaHHbIA JOKYMEHT
[ara: 9 gekabps 2021 r. | 08:50
GMT

Oata: 9 gekabpsa 2021 r.

FOpuanueckmii agpec: 103-105 bat Poyg;/Cnay, Bepkwwmp, SL1 3UH (103-105 Bath Road, Slough, Berkshire, SLI
3UH). KomnaHusa 3aperncTpupoBaHa B'/AHIMM 1 Yanbsce, Ne 6270876



YTBepX/eHo:

SHApto bpayHxunn (Andrew Brownhill)
MeHegkep no peructpayum rnodanbHOro perynsTopHoro oTaena
[Oata: 2 pekabps 2021 r.

Moanuce: Inodnuchbl
AHapto bpayHxunn (2 gexkabpsa 2021 r., 12:53 GMT)

TEXHAYECKAA JOKYMEHTALINA
HA-MEOVNLUNHCKOE WU3OAE/TNE
[Npe3epBaTMBbI 13 HaTypanbHOro natekca Durex® Invisible

PeknTT BeHknsep Xenckaap (FOK) /Irga., CoeanHeHHOoe KoponeBcTBO



HAMMEHOBAHWE MEAVNUWMWHCKOIO N3AENWNA
Mpe3epBaTuBbl U3 HaTypasbHOro nartekca Durex Invisible

HABHAYEHVWE MEOVWUWHCKOIO N3AENNA

Mpe3epBaTUBbl MNPUMEHSOTCA B KayecTBe 6GapbepHOro cpeAacTBa KOHTpatenuum ans
npefoTBpalLeHNs HeXenaTenbHOW 6GepeMeHHOCTM W Ans  3awuTel oT BMY wn  gpyrux
3aboneBaHunit, nepefatoLLMXcs NOMOBbLIM NYTEM.

MOTEHUWAJNIbHBIE MOTPEBUTENN MEONWUWHCKOIO U3AENUA
MeAuUnHCKOe U3aenne npefHasHa4yeHo A8 UCNONb30BaHNSA HeNpogeccMoHanamu.

KNACC NOTEHUWMANBHOIO PUICKA MEAVWLUWHCKOIO N3AEANA: 2b

CTEPUNBHOCTDb
M3penne He CTepUNbLHO.

ONMNCAHVWE MEAONUMNHCKOTIOMW3AENTNA
MpesepBaTvBbl W3rOTOBMEHbI W3 HATypanbHOro naTekca, C CUIUKOHOBOW CMas3koli, rnafgkue,
6ecuBeTHble, NpAMOl hOpMbl, C HAKOTIUTENEM.

TEXHMYECKUWE XAPAKTEPWUCTUKMN

MeToa MCRbLITAHUA,

TexHuUuyecKknii napameTp Cneyngukaums NCNONb3yeMblii YacToTa
Npou3goamnTenem
ISO 4074:2015 nyHKT Kaxgas cepus
a npesepsaTtmea +
[nvHa npesepsartnBa, Mm 180+ 10 9.3.1 FpMNoxXeHie D
LLinpuHa npesepsatvea, MM ISO 4074:2015 nyHKT Kaxpan cepus
(n3mepsietca B 30 Mm OT 52 + 2 9.32 FMpunoxeHve E
BEHYMKA)
[vHa HakonuTensa, My 16+ 7 Mpunoxerue 1 Pas B mecal
ISO 4074:2015 MyHKT Kaxpas cepus
TonwmnHa, MM 0,043 - 0,052 9.3.3 MpunoxeHue F
Kaxpasa cepus
TonwmnHa BeHYNKa, MM 1-2 Mpunoxetne 2 & P
Macca npe3epsatusa (nocne Pa3 B mecaL,
N3BNEYEHUS] UB-TTEPBUYHOA 12405 MpunoxeHwne 3
ynakoBKWu), T o
OTHOCUTENBHOE YAMHEHNE He mene00 :_SIO 4074:2015 Pa3 B Mecall
MpU paspuiBe. % punoxeHwue J
OTHOCUTENbHOE YANNHEHNE I1SO 4074:2015 Pa3 B mecs,

npw paspeise, % (nocne
cTapeHus)

He meree 600

MpunoxeHne d

ISO 4074:2015 nyHKT

Kaxpaas cepua

["epMETUYHOCTb FepmeTnyeH 12 Mpunoxerue M

YCN0BHast MPOYHOCTb MK He venee 20 :_?O 4074:201&3 Pa3 B mecAu
pactsxxeHuu, mlMa PUnoxEnne

YCnoBHas MpoYyHOCTL Mpu I1SO 4074:2015 Pa3 B mecsi,
pacTsbkeHuu, mlMa (nocne He meHee 17 MpunoxeHue J

CTapeHus)



MATEPUANBblI M3ATrOTOBMEHWSA (% copepXaHusa matepmana OCHOBaH Ha TEOPETUYECKOM
3HayYeHun)

HomunHanbHOe cogepXxaHune
MaTepuran n3roTosneHunsa maTepuana, Toprosad _Mapka
% +/-10%
OcCHOBHOW MaTepuan:
- CoCTaBHO HaTypasnbHbIi aTeKe 67,86 CL 60HA*/ Exceltex D**

OnygpvBawWwmnii matepunan:
Calcium carbonate light

- Kanbums kapboHat 3,36 Bluestar
- Markus KapGoHar 021 MagnesmmL(i:;rr]kt)onate Extra
Cmaska:
- CUIMKOH 28 50-28,55 BRB Silicone Oil DM 350
EPV
Angelay® 350CS**
z Ki
- MackupyolLliee 3anax BeLLecTBO 0,02-0,07 eus OFde;g]Z%sll?g agent
Transatak TAK-181256**
Martepuan n3roTosneHus JononHutenbHas UHpopmaLus
CocCTaBHOW HaTypasibHblii flaTekce *CL 60HA n **Exceltex D - Toprosble MapKu

HaTypa/lbHOro NaTeKca, UCMosb3yemoro B
COCTAaBHOM HaTypaslbHOM /laTeKce

CUWNnKOH *BRB’Silicone Oil DM 350 EP n **Angelay®
350€S - TOproBble Mapku CUNNKOHA
MackupytolLiee 3anax BeLlecTBo *Zeus Odour masking agent FLA70281 u

**Transatak TAK-181256 - Toprosbie Mapku
MaCKUPYIOLLEro 3anax BeLLecTsa

YMAKOBKA
Mpe3epBaTuB( YNakoBbiBaeTCa B WHAMBUAYAAbHYI YNaKOBKY W3 MHOTOGAQ/AHOro MaTepuana

(hbonbry).

Pa3mepbl yNakoBKu:
MHausungyansHas ynakoska (onbra): 60/ 2 MM X 60 £ 2 MM.

MaTepuan nepBUYHOW YNaKoBKU:
®poHTanbHAA CTOpoHa Gonbru:

PET/AL/PE/SURLYN

PET/AL/LDPE

3afgHdAa cTopoHa honbru:

PET/AL/PE/SURLYN

PET/AL/LDPE

OT BHELHEro0 K BHYTPEHHEMY C/OK (DONbIN:

PET = MonuatuneHtepedTanat unm 6eHson-1,4-gukapbokcmnat nonnaTuieHa
AL = AntoMuHni




PE = MonnatuneH
LDPE = MonnatuieH HW3KOW NAOTHOCTHU
SURLYN = ToproBoe Ha3BaHWe MOHOMEPHOWR CMONbI

®POPMA BbINMYCKA MEANMUNMHCKOTIO U3AENNA
BTopuyHas ynakoBKa - KapTOHHas nayka, 06epHyTas Npo3payHoii N/JeHKOM, FAe NpUMEHUMO.

KonunuyecTBo npesepBaTMBOB yKa3aHO Ha yNaKoBKE.

KOMMNONEKT MOCTABKM MEAVWUMNHCKOIO U3AENNA

MeauunHCKOe M3aenve nakyetTcs BO BTOPWYHYHO/MOTPE6UTENbCKYIO YMakeBKy no 3 wT./ym.,
12 wTt./yn. unn 18 wt./yn. ConpoBOXAaeTcs MHCTPYKUUEA AN NOTPe6UTENE, KOTOpas MOXeT
6bITb BNOXEHa B YMaKOBKY WM HameyaTaHa Ha BHYTPeHHeW CTOPOHe W/UAN BHELHEW CTOPOHe
yNaKoBKMU.

MAPKMPOBKA

Ha Kaxaoi nHanBnayansHOW ynakoBke ‘HanevaTaHa cnegytowas nHpopmayuns:
- TOproBsas mapka,

- Homep cepumn (LOT);

- faTa OKOHYaHUs cpoKa ro4HOCTW-

CUMBO/IbI, UCNONb3YEMble AN MAPKMPOBKM, N UX 0603HAYEHUE:

lopeH go / cnonb3oBaTth A0

Homep cepun

1 LOT

L J
[ononHuTenbHas WHAOpPMaLUs MOXET OblTb HapeyaTaHa Ha WHAWBUAYaANbHOW YMaKoBKe,

BK/tOYAs CCbINIKM HAa MEXAYHApOAHbIE CTaHAAPTHI.

Ha BHellHeil CTOPOHe BTOPUYHOW / MNOTPe6GUTEMLCKOM YMNakOBKM HameyaTtaHa cneaytollas
nHhopmaLyma:

- onucaHue npesepsaTunBa;

- KO/IMYeCTBO MpesepBaTMBOB B NOTPeOMNTENbCKOW YNaKoBKe;

- HOMWHaNbHas=gAMHA Npe3epBaTuUBa;

- HOMUHanbHas lWpKUHa Npe3epBaTuBa;

- YKa3aHue 0-TOM, 4YTO Mpe3epBaTUB CO CMA3KOM;

- YKa3aHue 0-TOM, YTO CMa3Ka He COfepXUT.cnepMuung,;

- YKa3aHUe,*4To npe3epBaTUB COAEPXMUT HaTypasbHblii naTekc;
- YKa3aHWH N0 XPaHEHWUIO;

- HAMMEHOBAHME W agpec NPOVN3BOANTENS;

- CTpaHa npoucxoxaeHusa (eciv NPUMEHUMO);

- HOMep cepuu;

- faTa OKOHYaHMWs CpoKa rogHoCTuU,



JononHuTenbHas MHGOpPMaLUs MOXET 6biTb HameyaTaHa Ha BHEWHIOIO CTOPOHY BTOPUYHON /
NnoTpe6MTEeNbCKOW YNaKoBKMW, BK/HOYAsA CCbINIKU Ha MEXAYHApOoHble 6TaH4apThl.

Ha BHewWwHel WAM BHYTPEHHEN, CTOPOHE BTOPUYHOW/MOTPEOUTENLCKOW YNakoBKW  u/uau
BKNafbllle COAEPXUTCA cneayrolias nHpopmaumns:

- HaNnOMWHaHWEe 0 HeoOXOAMMOCTU aKKypaTHOro obpalleHUs~C npe3epBaTMBOM, BK/KOYas €ro
N3B/IEYEHUNE U3 YMAKOBKMW;

- MOKa3aHus, NPOTUBONOKa3aHMs, Mepbl MPEAOCTOPOXHOCTHA, )BO3MOXHbIE MO6OUYHbIE 3W(EKTbI;
- Cnocob NpumeHeHus;

- He0BX0AMMOCTb yaaneHUs npe3epBaTuBa cpasy Mocne CEKCyanbHOro KOHTAKTa;

- HE06X0AMMOCTb UCKNKUEHNSA CMa30K HEPTAHOIO MPONEXOXAEHNSA U HA MaCNSHOW OCHOBE;

- He06X0AMMOCTb UCNOJIG30BaHMNS 6€30MacHON AONOMHWUTENbHOW CMa3KK, ecnn 3To TpebyeTcs;

- HE0BX0AMMOCTb KOHCY/IbTaL MK CO CNeynanncTom no-Bonpocy COBMeCTUMOCTU NpesepBaTuBa C
NeKapCTBEHHbIMWU CPEACTBAMW MECTHOTO NPUMEHEHUS;

- MHCTPYKUMS N0 YTUAN3ALMUM NCNONb30BaHHbIX MPE3EPBATNBOB;

- Npe3epBaTMBbI A5 04HOPA30BOr0 NCMO/b30BaHMUS.

MOKA3AHWNA
- NpefoTBpalleHNe HeXenaTeNbHOW 6epeMEHHOCTH;
- 3awmTa ot BIAY n gpyrnx 3abonesaHunii, nepeaatoinxcs NOAOBbIM NyTEM.

MPOTNBOMOKA3AHNA
MoBbIlWEeHHAA YYBCTBUTENIbHOCTb WM anfieprua K 1060MYy M3 KOMIOHEHTOB, BXOAALWMWX B

COCTaB npesepBaTuBa.

MEPbI-APEOOCTOPOXHOCTMU

HageBaTs npesepBaTWB A0 TOr0, KaK_MEHUC KOCHETCA Tena MapTHEpa. JTO MOXET NoMOoYb B
npeAOTBpalLeHNN HacTynaeHUs GEPEMEHHOCTUM U BO3MOXHOCTU  Nepefayn 3ab60neBaHUi,
nepeaarLmxcs nNonoBbiM nytem. FpOBEPUTL CPOK FOAHOCTU NpesdepBaTBa Ha yNakoBKe Mnepef
MCAONBb30BaHWEeM. He wncnonb3oBaTh MNpe3epBaTMB MO WUCTEYEHWU CpPOKa TroAHOCTM. Ecnu
WHAVBUAYanbHas  ynakoBKa /AOBpeXpAeHa, /M60  0OHapyXeHO  yXy[leHWe  CBOWCTB
npe3epBaTMBa, BbIGPOCUTL Npe3epBaTB U UCMONb30BaTb HOBbIA M3 HEMOBPEXAEHHOI YNaKOBKN.

Icnonb3oBaTb CMasKy, KOTOpas peKOMeHAoBaHa ANs WCMONb30BaHMSA C MpesepBaTUBAMU.
CMa3Kn He(TAHOIo MPOMCXOXKAEHWS W Ha MacnsHoii ocHOBe (Hanpumep, BasesNH, AETCKOe
Macnio), HeKoTopble Meccapuy, a TakKXKe HEKOTOpble JIeKApCTBEHHble CPeACTBA MECTHOrO
MPUMEHEHUS, KOTOPble HAHOCATCA Ha MEHWC WKW BBOASTCA BO Bfaraiauiie, MOryT MoBpeAuTb
npesepeaTmB.

MpekpaTuUTb UCMOMb30OBaHWe Mpe3epBaTMBa NPU OWYLLEHUN ,ELI/ICKOM(*JOpTa nnn pasgpaxeHumsa Bo
BpeEMA MCNOMTb30BaHNA Npe3epBaTnBa.



« >

MpPOKOHCYNbTUPOBATLCSA CO CNELNANNCTOM:

- 0 COBMECTUMOCTM MpPe3epBaTUBOB C APYTMMM KOHTPaLENTUBaMK;

- NPX UCNONb30BAHUWN NIEKAPCTBEHHOTO CPEACTBA MECTHOTO MPUMEHEHUS, KOTOPOe HAHOCUTCA Ha
MEHUC UMM BBOAMTCSA BO Baranulie;

- eCNN pasapaXKeHne/qMcKoMpOpPT COXPaHATCA NOCAe MCNOMb30BaHNA Npe3epBarTnBa;

- €C/IN Bbl He YBEPEHbI, eCTb /I Y BaC anneprusa Ha naTekc;

- €C/IM npe3epBaTWB NPOTEKaeT WAM MOPBaiCA BO BPeMS €ro MCMONb30BaHWA (eAenaTb 3TO Kak
MOXHO CKOpee B TeYeHUe 72 4acos).

[Ons aHaNbHOro cekca UM B cnyvae Heo6X04MMOCTH UCNONb30BaTh JOMOMHATENbHYIO CMa3Ky Ha
BHELLHe CTopoHe npe3epBaTuBa.

Mpe3epBaTBbLI MOFYT MPeACTaBNATb OMACHOCTb yAyWbS. XpaHUTb B HEJOCTYNHOM ANS AeTei
MecTe.

Ecnu npesepBaTMB UCMO/b3yeTCs CHadana A4Nns OpanbHOro Ccekca, Ans ApYrux nocnefyroLlinx
BUAOB CeKca cnefyeT UCNONb30BaTb HOBBI Npe3epBaTmB.

Mpe3epBaTB NpeaHasHayeH TOAbKO AN O4HOPA30BOr0  WUCMONb30BaHWsA. [1OBTOpHOE
MCNONb30BaHWE MOXET MPUBECTW -K~HapYLUEHWNIO LLeNOCTHOCTM Mpe3epBaTMBa MU YBEINUYUTb
PUCK Nepefadun UHNEKL UK.

Hn opauMH ©n3 MeToA0B KOHTpauenuuu He MOXeT rapaHTuposats 100% 3awutbl  OT
HeXxenatenbHON 6GepemeHHOCTW; BWY wnn pgpyrux 3a6onesaHuii, nepegarduinxcs MOMOBbIM
nyTeM.

BO3MOXHbIE MOBOYHBIE 3 dPEKTHhI

Mpe3epBaTUBbI M3rOTOBMEHbl W3 HaTypanbHOro nateked, KOTOPbIA, TakXe Kak U No6oi
KOMMNOHEHT  npe3epBaTuBa, MOXET  Bbl3BaTb  a/MIepruyeckyto  peakuuto,  BK/IKOYas
aHapUNaKTUYECKNIA LWOK, ECIM y NOTPeGUTENs anneprus-Ha naTekc.

CNoCOb NPUMEHEHWA
HagopBaTb YnakoBKY CO CTOPOHbl 3y64aToOM ‘. KPOMKM UM aKKypaTHO ofpawatbCi C
npe3epBaTUBOM, T.K;/€r0 MOXHO MOBPEAUTb HOFTAMMU, U OCTPLIMU NpPeaMeTaMu.

MpoBepuTb, u4TOGLI MNpe3epBaTMB 6bil  CBEPHYT HapyXy. CAaBWB HakOMUTeNb HageTb
npesepBaTUB Ha FOMOBKY 3PErMpoBaHHOrO NeHuica. PasBepHyTb Npe3epBaTUB MO-HaMpaBieHUI0 K
OCHOBaHMWIO neHuca. Ecnu npesepBaTMB He pa3BOpPayMBaeTCs, 3HAYUT, OH CBEPHYT B 06paTHYIO
CTOPOHY. BbIGPOCUTL €ro M UCNOoMb30BaTh HOBbIM. OCTAHOBUTLCS M NPOBEPUTH NPU OLYLLEHNM
COCKa/lb3blBAHWS Npe3epBaTMBa WU YPE3MEPHOTO CXMMaHMUA UM MeHnca, ROCKONbKY 3TO MOXeT
MPUBECTU K HAPYLIEHUIO LieIOCTHOCTM NpesepBaTuBa.

Cpasy NocAe 3aKyNnaunMn U3BMeYb NEHUC, TINOTHO NPUAEPXMBAsS NPe3epBaTUB Yy €ro OCHOBaHWS,
W aKKypaTHO CHATb Mpe3epBaTuB.

Bbl6pocnTb B MycopHoe Beapo. He cryekaTb npe3epBaTUB B YHUTA3.

YCAOOBUNA TPAHCMOPTNPOBKMU
CnegmnanbHbIX YCNOBUI TPAHCMOPTUPOBKMN HeT.

YCNOBNA NMCMONBb3OBAHWNA

CneunanbHbIX YCN0BMIA WCNOML30BAHNA, €CNN MeLULMHCKOE <U3fe/ne NCMOMb3yeTcs COrnacHo
ero HasHayeHWl0, MOKas3aHWAM, MNPOTMBOMOKA3aHUSIM, CMOCOGY TMNPUMEHEHUSA, C Y4eToM
BO3MOXHbIX MO6GOYHbIX 3P(HEKTOB 1 Mep MNPeaoCTOPOXHOCTH, HeT.



ycnosud XPAHEHA N CPOK TOAHOCTMU

XpaHuTb

B 3aliMWEHHOM OT BJ/arun

mMecTe npwu

MeXaHWYeCKOro BO3A4eCTBUS U NPAMbIX COMHEUYHbIX NyYeil.

Mpe3epBaTUB HEe [AOMKEH COMpUKacaTbCid C HePTAHbIMW NPOAYKTaMMU,

Temnepatype O -

25°C~.WMN36eratb

(heHoAaMu

NMPOM3BOAHLIMU, MacfaMn HePTAHOTO MNPOUCXOXAEHUS, GEH3UHOM, KEPOCUHOM. U APYrUmMu

opraHn4YeCcKnmmn BelecTteamMmu.

Cpok rogHocTu — 5 fieT.

OB30OP YNPABNEHUNA PNCKAMN
B cooTtBetcTBUYK C ISO 14971 «MepuunHckue nsgenna - NpumeHeHne ynpas/ieHUa puckamun K

MeLULUHCKAM  U3AENNAM»
MeAULNHCKOT0 n3aenus.

npoBefeHa OLeHKa

pucka,

OB30P MCMNBITAHUWN N PE3YNIBTATOB
MCNbl TAHNA HA BUOCOBMECTUMOCTDb

[MToka3aTenb

MeX/AYHapoAHbIA cTaHgapT

CBA3aHHOIoO (/€

NCMNob30BaHUEM

PesynbTtar

n unx

LINTOTOKCUYHOCTb 1SO.10993-5 TIOKCMYHOCTbL Npu
pazbaBneHun 1:4*

CeHcumbunmsnpyoulee ISO 10993-10 OTcyTCTBUE

neicTeune CEHCUONNN3NPYIOLLLETO
feincTBus

Pasgpaxatouiee aeiicteme Ha /1SO 10993-10 OTcyTcTBME pasfpaxatroLiero

Bnaranunuie pericTeua

Pasgpaxatouwiee geiicTeme Ha ISO 10993-10 OTCcyTCTBME pasgpaxkaroLero

neHnc AencTBus

Pasgpaxatoliee geiicTBUE HA ISO 10993-10 OTcyTCTBME pasgpaxaroLLero

NPSAMYH KULLKY fenicTeus

CuncrtemHas TOKCMYHOCTL ISO 10993-11 OTcyTCTBME CNyYaeB

CMEPTHOCTH

*CornacHo ISO 10993-5-pe3ynbTaT «3HaUNTENbHAA WU CPeAHAa LUTOTOKCUYHOCTL» CleayeT paccMaTpuBaTth Kak
LIMTOTOKCMYECKNIA 3(hheKT. BbiNo YCTaHOBMEHO, YTO TWUMUUHBIVA pesynbTaT, MOMYYEHHbIA NpU MCCNef0BaHUN
Mpe3epBaTUBOB, He MOXET OblTb MPWYMHON NPOGMEMblI PErYNIAPHOr0 MCMOMb30BaHWUSA MPe3epBATUBOB MYXXUMHOM
WM XKEHLWMHOM. Ecnin/pesynbTaTbl ApYrMx UCNbITaHWA (06BIYHO MCNbITAHWIA Ha CEHCUBUAM3MPYIOLLee LeiicTBME 1
pasgpaxatollee feliCTBUE) 1 CBA3AHHbIX C HUMU OLEHOK CUUTAlOTCA MpUemMaeMbIMK, TO pesynbTaTbl UCMbITaHWA Ha
LIMTOTOKCUYHOCTb .CAeflyeT pacCMaTpuBaTb B KOHTEKCTE ¥ CUMTaTb Mpe3epBaTUB COOTBETCTBYIOLMM TpeboBaHMAM
cTaHgapta 1SO 10993. PesynbTaTbl MOKasblBalOT, YTO=Ape3epBaTVBbI U3 HaTypaibHOro farekca Durex Invisible
MOTYT CUMTaTbCF ROTEHLMABHO BMON0rMYeckn 6e3onacHLIMN.

MPON3BOACTBEHHbLIN NMPOLLECC
Cwm. MpunoxeHne 4

NEKAPCTBEHHAH4 nnnm O®APMALEBTUNUYEBCKASH
COLEPXALW AACA B MEAOVWUWVMHCKOM U3AENNW
He npumMeHumo.

CYBCTAHUWA,

MEPEYEHDL MATEPUANOB
MROMNCXOXAOAEHWA
CoOCTaBHOI HaTypanbHblii naTeKke/ coaepXnT KasemH (0,02 +/-" 10% oOT ero cogepxaHus,
BbINO/IHAET (PYHKUUIO cTabunusatopa), KOTOpPbIA MOXET pacemaTpuMBaTbCsi Kak MPOM3BOAHOE
TKaHeli/ MaTepnanoB XXNBOTHOLO NPOMUCXOXAEHNS, T.K. BbLLENJETCA U3 MOSIOKA.

KXKNBOTHOTO 7 (nAK) YENOBEYECKOTIO

KasenH (MONOUYHbI 6enokK) sABNfeTcs HaTypasibHbIM Cy6npoaykKTOM Mosoka. OH He uMeeT
HWKaKOro M3BECTHOI0 TOKCUMYECKOr0 BO3AENCTBMA, XOTS OH MOXET Bbl3BaTb peakuuio y nojaei ¢



anneprueii Ha Monoko. CumTaeTcs, 4YTO BO3[eliCTBME Npe3epBaTUBOB HE CO3[aeT+HWUKAKOro
AOMONHUTENLHOTO pUCKa AN5 MOMb30BaTeNel Npe3epBaTUBOB.

M3pnenne He coLepXUT NPoOuU3BOAHBIX 4yen0BEYECKOW KpoBWu.

CTEPUNNIALUNA
MeanUMHCKOe Wn3Aenne SBNAETCA HECTEPWIbHbIM  U3J4eNMeM W He MpefHa3HayeHo Ans
nocneayloLen cTtepuansaLmnm.

OV3ANH MPOTPAMMHOIO OBECMEYEHUA, PASPAEOTKA U BANUAALNA
He npumeHnmo.

TEXHUWYECKOE OBCNYXNBAHWE.WN PEMOHT
He npumeHnmo, TakK KakK wu3genue “40/MKHO ObiTb YTUAM3UPOBAHO ) MOCNe OLHOKPaTHOro
MCMNONb30BaHNA NOTPeOUTENEM.

MOPAAOK OCYWECTBINEHUAYTUNNIAUUN N YHUNYUTOXKEHWA

N3penne fOMNKHO MCNONb30BATLCSA B COOTBETCTBUU C MHCTPYKLMEA IO MPUMEHEHUIO.

Mpy 6LITOBOM UCNONMb30BAHNW U3LENMNE YTUAN3NPYETCS Kak ObITOBLIE 0TX0A4bl. He BblGpachiBaThb
B KaHanM3aLuio.

B ApyruMx cnyvasx yTuauW3auus/ npe3epBaTUBOB BbIMONHSAETCSH.- B COOTBETCTBMM C MECTHbIMM
HOpMamu.

TPEEOBAHMUA MO OXPAHE OKPYXAI LW EN CPEABL
Mpu nNpaBWAbHOW 3KcnayaTaluu, XpaHeHWM W yTuausauuw npesepBaTUBbl M3 HaTypanbHOro
natekca Durex® Invisible He-OKa3biBalOT HEFraTMBHOMO BO3AENCTBMA Ha OKPYXAIOLLYH0 Cpegy.



MeTog ncnelitaHus, VICI'IOI'IbSyEMbII7I nponseognTenem

|_|pI/II'IO)KEHVIe 1: METOA MCNblITaHMA NO onpefeneHNUo ANUHBI HaAaKONMNTENA NpesepBaTnBa
(D8291875)

 TloaroToBka o6pasya:
0 [ponuTaHHbIl Npe3epBaTuB
[Ons venbiTaHMs MCNONb3yeTCA MPOMUTaHHbIA Mpe3epBaTUB. A0 CBOpavuMBaHuS.
CnepyeT cfierka pacTaHyTb fpe3epBaTuUB ABaXAbl AN Pa3radXMBaHUSA CKaLoK.

0 [pesepBaTuB B yNaKoBKe
MoABWHYTL Npe3epBaTUB._ BHYTPU WHAMBMAYANbHOW YRAKOBKM Mojanblue OT
o6nacTv paspbiBa. Pa3opBaTb YMNakoBKY M W3BfedYb RpPesepBaTWB. He cneayet
MCNONb30BaTh HOXHUWLL UMM ApYyrne OCTpble MHCIPYMEHTbI AN BCKPbITUS
YyMNaKoBKMW.

CnefyeT pas3BepHyTb U Cherka pacTAHYTb ‘“Ape3epBaTMB  [ABaXAbl  Ans
pasrnaxuBaHua cknafok. MOXHO yaanuTb CMa3Ky- APOMbIBaHWEM C MOAXOAALLUM
pacTBopuTeneM. ECAn ANs yAaneHus cMasku MCMQAb30BaH pacTBOPUTENb, Nepeq
ncnbiTaHWeM  CAeAyeT  BblAepXaTb  ONPEAENEHHbIA  Mepuos  BPEMEHM,
Heo6X0AMMbIN_ANS BbiCYLINBAHWNS.

e TloMecTUTb Npe3epBaTMB Ha CTEPXKEHb C 3aKPYT/IEHHbIM KOHLOM AnameTpom (25 £ 2) mm
M C MUNNUMETPOBOIILIKANOM, HauMHalOWenca y 0CHOBaHMA OT HYAA, C 3aKPYT/IEHHOTO
KOHLUA W 0CTaBWTb\ BUCETb B CBOOOAHOM MOAGXKEHWW NOA BO3AECTBMEM TONbKO
COOCTBEHHOI Macehl.

* OTMeTUTb TOYKY COEAMHEHUA HAKOMUTENA npe3epBaTmMBa WU CTEPXHA. CM. pUCYHOK 1w
n3obpaxeHue 1.

AnnHa HakonuTtens

PucyHok 1 [InnHa HakonuTensa npesepsartvsa

I/I306pa>KeH|/|e 1 Touka, OTMeYeHHas B MecTe COefMHEHMNSA HAKOMUTENA npe3epBaTunBa U CTePXHA



CHSTb npesepBaTMB C OTMETKON €0 CTepXHA. MON0XUTb ero, pasrnaguTb, <HPVN0XKMUTD
NWHENKY W WU3MEepUTb paccTosdHMe OT OTMeTKM [0 KOHYMKA HakKOnuTens ¢
MCNONb30BaHMEM KanMb6pPOBOUYHOWN NNHENKKN. 3anncaTb pe3ynbTar.

MpunoxeHne 2: MeTof McCNbiTaHWA NO WU3MEPeHWIO TONLWMHbLI BEHYUKA  Npe3epBaTuBa
(LAB/LT-DMS/16, D8291143)

e 3Bneyb npesepBaTMB U3 YNAKOBKN MAN MCMONb30BaTb BbICYLIEHHbIA Ipe3epBaTuB 1
OCTOPOXXHO pacTAHYTb ero.

e MN3mepuTb TONLWNHY BEHYMKA C MCAO/Ib30BaHWEM TOMLLMHOMEPA C FTAYHOCTbIO NMOKa3aHWi
B 0,01 mm.

e [loBTOPUTL U3MepeHMe ellle 2 pa3a:

. HEOGXO,EI'I/IMO BbIMO/IHNTbL BbMUC/IEHWE CpPeaHEro nokKasatenda TOJNWWHbI BEHYUKa
Ka)XX40ro oTAenbHOro npesepearmBa.

MpunoxeHue 3: MeToa ucnblTaHMa N0 oNpeseneHNI0 Macchl BbiCyLWeHHOro npesepsaTnBa
C ONyApuBaKO LW MM MaTepuanom U cMa3koi (414 M3BNEYEHHbIX M3 NEPBUYHON yNnakKoBKMU /
honbrm) n maccbl npesepBaruBa B NepPBUYHOI ynakoBKeAD8291956)

e B3BecuTb Npe3epBatuB B NEPBUUHON ynakoBke/oabre n 3anucatb maccy (W1).
e B3BecuTb UMCTYHI(CYXYyIO YalKy [eTpn 1 06HYNUTE Maccy Tapbl.

e T[lofBWMHYTb NpesepBaTUB BHYTPW WHAMBMAYaRbHON YNakoBKW Nofdanblie OT 06/1acTy
paspbiBa. Pa3opBaTb ynakoBky. He cnefyeT MEMONb30BaTb HOXHMWLbI UNU APYTUe OCTpble
WHCTPYMEHTbL AN BCKPbITUS YNaKOBKW.

L OCTOpO)KHO n3Bnedyb npesepBaTtnuB 13 OTKprTOI7I ynaKOBKWN U3 (*JOJ'IbFI/I C NCAONb30BaHNEM
CYXUX U YACTbIX WNNLOB N MOMECTUTb Ha YallKy neTpI/I. 3anucartb Maccy npesepBaTuBa
(W2).

o T[lepef nenbiTaHMeM crefyoLiero ob6pasla Heo6Xo0aMMO YA0CTOBEPUTHEA, UTO LUUMLbLI U
yalka-FleTpu cyxume n YncThble.

* Magca nepBUYHOA ynakoBKW/GOAbEN M OCTaBLUUXCA MOCNe W3BAEYEHMUs MpesepBaTuBa
cMasku u onygpuatouiero matepuana (W3) = W1 - W2.
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MpunoxeHue 4
TEXHOJNTOTUYECKAA CXEM A=

Norotun: PekntT beHknsep
3popoBbe. 'nrneHa. Aom

3TOTOBNEHWNA N3OEJHAHA

PROD PF/1 Bepcus 3.0

OB30P KOHTPONA.TEXHOJIOTMYECKOTIO NMPOLECCA

HE BbIEPXKVBAET 31 3;

CBIPE. VCMBITAHVE e

YMAKOBOUL1bIL: AB SOHA )= mmmmee- A MPUSHMINL, BO3BPAT

LATEPMNIB > oo «  KAPAHTUHA MPETEH3AW MOCTABLLVIKY

CKNAL BbIJEPXKUBAET 30HA OCHOBHOIO
NCTILITAHVE XPAHEHUA
MPUrOTOB/EHNE ! MPUrOTOBIEHUE
PACTBOPOB
HE Avcnepcumn BbIJEPKIBAET
BbIJEPYKVBAET NCMBITAHNE
NCMbITAHVE
HE
BbIEPYKVNBAET
WNCMBITAHVE
HE
BbINEPKNBAET BbILEPKNBAET
NCTBITAHNE WNCMbBITAHVE
(YMAKOBAHHbIE
Y T ~MCMBITAHVE MPE3EPBATVIBbI)
> Ub/NIOGAHOBAS 1
FOTOBbI/ MPOAYTCT  *~~77==="="""""=" MAEHKA 1
R = OTMPABUTb HA KAPAHTVH 1
BLIIEPKVBAET . YBEIOMUTb pyk no OBECMEYEHMIO
NCNbITAHWE ToTOBbIiA KAYECTBA, PYK P-BA NN
NPOAYKT BbIJEPXKVBAET 3AVNHTEPECOBAHHbIE NINLIA AN
VICBITAHNE OLIEHKW CUTYALIMN 1 MPUHATUSA
CKIAL BbINYC K 8 HALJIEXALLINX KOPPEKTVPYIOLLIMX
obpMT 11 AENCTBUN

PQC = KOHTpO/b Ka4yecTBa B X0fe npoLecca
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SAKCIMNYATAUMNOHHAA OOKYMEHTALUWNA
(MHCTPpYKUMA NO NPUMEHEHMIO)
HA MEAVNUNHCKOEW3AETNE
MNpesepBaTBbl U3 HaTypasibHOro Aatekca Durex® Invisible

PeknTT BeHkunsep Xenckaap (FOK) J/ITay CoegnHeHHOe KOpPOAEBCTBO



HAMMEHOBAHWE MEAVWLUWNHCKOIO U3AENNA
Mpe3epBaTuBbl U3 HaTypanbHOro natekca Durex® Invisible

MPOMN3IBOONTEND
«PeknTT BeHkuszep Xencksap (KOK) Ntg.», 103-105 bat Poya, Cnay, Bepkwip; SL1 3UH,
CoepnHeHHOe KoponeBCTBO.

MPON3IBOACTBEHHAA MNJOWALKA™*

«3¢c3cANn MaHyakTypuHr (TanmnaHg) /1ta.», Beanrpoy Mupgactpman 3cTeiirs 96 & 100, Moo 5,
baHrHa-Tpag Poyn KM.36, baHrcamak, baHrnakoHr, YayoeHrcao, 24180, TaunaHg;

«Uungao JloHgoH [Awopekc Ko N1a.», Ne 1-13 LWauma [MMapt, AogoHr Poya, Xaii-Tek
WHpacTtpuan OesenonmeHT 30yH, LlnHpgao-Cntn, npoBuHuma WaHbayH, KuTalii;

00O «PeknTT BeHkusep», Poccusi, MockoBckas o6nacTb, 141600, r. KawH, yn. TepewKoBoi,

0.1.

*UH(opMauMs O MecTe MNPOM3BOACTBA  MpeAcTaBneHa Ha  BHELWHeid  CTOPOHe
BTOPUYHON/MOTPEBUTENbCKOM yNnakoBki B hopmaTe «CTpaHa Nponexo>kaeHus: [cTpaHal»

YNONHOMOYEHHbLIN NPEACTABUTENb NPOU3BOAWNTENA
00O «PekunTT beHkunsep Xanckap», Poccusa, 115114, r. Mockeay Ll nto3oBas Hab., 4. 4, aT. 3.
Ten.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

HABHAYEHVWE MEAOVMUWHCKOTIO N3OAENNA

Mpe3epBaTUBbI NPUMEHSOTES B KayecTBe GapbepHORD ) CpeAcTBa KOHTpauenuuu  ans
npesoTBpalleHNs HexenaTelbHOW 6GepeMeHHOCTM U A8 3awuTel oT BWUY n  gpyrux
3aboneBaHunii, nepefatoLLMXCs NOMOBLIM NYTEM.

MOTEHUWMANBbHBIE(MOTPEBUTENN MEONUUHCKOIO M3AENNA
MeanymnHckoe nsaenme npefHasHauyeHo ANs UCNONb30BAHMSA HeMpodeccuoHanamu.

COCTAB N ONMMWCAHVWE MEANUWVMHCKOIO U3OENNA
Mpe3epBaTuBbl WM3rQTOB/IEHbl W3 HaTypaNbHOro narekca, ¢ CUIMKOHOBOW CMa3Kol, rnagkue,
6ecuBeTHble, MPAMOM~(HOPMbI, C HAKONMMWTENEM.

TEXHUYECKUWE XAPAKTEPUCTUNKW**

TexHnyecknii napameTp Cneundwmkaums
[nvHa npesepsaruBa, MM 180+10
LLinpuHa npesepsaTiBa, MM 504 2
(n3vepsetcs B30 MM OT BEHUMKA)
[nnHa HakonuTens, MM 16+7
TonwmHa, MM 0,043 - 0,052
TonwmHa BEHYMKa, MM 1-2
Macca npesepBaTiBa (Nocne U3BAeYEHUS U3 NepPBUUHON
ynakoBKMW), )T 1,2 +£0,5
OTHOCUTENbHOE YANMHEHWE NPpU pa3pbliBe, % He meHee 700
OTHOCKHTENbHOE YAIMHEHWE Npu paspblse, % (nocne cTapeHns) He meHee 600
"epmeTMYHOCTb epmeTnyeH
YcnoBHaa NPOYHOCTL NPU pacTKeHnn, /Mila He meHee 20
Ye/i0BHas NPOYHOCTL Npu pacTsXkeHUw; MFa (nocne cTapeHns) He meHee 17

**OCHOBHble ~ TEeXHUYECKMe “XapakTepucTWKM npefcTasfieHbl Ha BHEWHeW CTOpPOHe
BTOPUYHOW/NOTPeONTENbCKOW YNAaKOBKM KakK «HOMWHanbHas ganHa - 180 MM; HOMWHa4ybHas
WwupmuHa - 52 MMm»



<«

KOMNNEKT NOCTABKUW MEOVMUWMHCKOIO N3QENTNA***

MeguuuHckoe unsgenne nakyetcs BO BTOPUUHYO/MOTPEO6UTENbCKY YMaKoBKY M0-.3 wWT./yn.,
12 wr./yn. nanm 18 wrt./yn. ConpoBOXAaeTCa MHCTPYKUMEN A1 NoTpebuTenein, KOTopas MoxXeT
ObITb B/IOXKEHA B YNaKOBKY WAM Hame4yaTaHa Ha BHYTPEHHeN CTOPOHe W/MAW BHeWwHeRn CTOpoHe
YyNaKOBKU.

***KONM4EeCTBO Mpe3epBaTUBOB YKAa3aHO Ha BHEWHEN CTOPOHE BTOPUYHOW/NQTPEeOUTENbCKOiA
YyNaKoBKW, WMHCTPYKUWA AnA nOoTpebuTeneil HaneyaTaHa Ha BHYTPEHHEN CTOPOHE YNaKOBKU
BTOPWUYHOA/NOTPeOUTENLCKON YTAaKOBKN

MAPKMWUPOBKA

Ha Kaxpjoi nHansuayansHoW ynakoBke HameuaTaHa cliefytolwas nHpopmMalus:
- TOproBeasi MapkKa,

- Homep cepumn (LOT);

- faTa OKOHYaHMWA CpoKa rofHOCTHU.

CuMBONbI, UCMONb3YEMble ANA MapKUPOBKU, U UX 0603HauyeHue:

T FogeH go / Vicnenbsosats A0
n 2
r JI
Homep cepuu
LOT
L J

JononHnTenbHas I/IH(*)OpMaLI,l/IFI MOXeT ObITb HaneyaraHa Ha MH,D,MBM,U,yaﬂbHOI‘;I YNaKoOBKE,
BK/TlO4HaA CCbI/IKN Ha MeXAyHapoAHble CTaHAapPThl.

Ha BHelIHeiA CTOPOHE._BTOPMYHOW / NOTPeOUTENbCKON YMAaKOBKM HaneyaTaHa cnegytollas
NHpopMaLma:

- onucaHune npesepBaTunBa;

- KOIMYECTBO Npe3epBaTMBOB B NOTPEOUTENLCKOM yNnakKoBKE;

- HOMWHaNbHasa AalHa npesepBaTuBa,;

- HOMWHaNbHas WKPNHa Npe3epBaTuBa;

- yKasaHue 0 TOM, 4YTO npe3epBaTnB CO CMAa3KOI;

- yKasaHue 0 TOM, YTO CMa3Ka He COLEePXUT CNEPMULNL;

- YKasaHue, 4YFo.fpe3epBaTuB COAEPXXUT HaTyparnbHbI NaTeKc;
- YKa3aHWA Mo-XpaHeHuto;

- HaMMeHOBaHWNe 1 agpec NPOu3BOAUTENS;

- CTpaHa npoemcxoxaeHus (ecnv npuMeHumo);

- HOMep cepuu;

- laTa OKOHYaHMA CpoKa ro4HOCTMW.

CI/IMBOﬂb‘I,i McnonbL3yemble AN MapKWPOBKK, N UX 0603HaYeHue:
lopeH pgo/icnonb3eBath Ao
N 2
J
r 1
Howmep cepuu
LLOT



CopfepXUT HaTypasbHbI naTekc

JononHutensHas nHMopmauus MOXeT OblTb HaneyaraHa Ha BHELIHIOI CTOPOHY .BTOPUYHOW /
noTpebuTeNbCKOM YNAaKOBKW, BKAKOYAA CCbIIKA Ha MeXAYHApOAHble CTaHAapThl.

Ha BHEeWHel WM BHYTPEHHE CTOPOHE BTOPWUYHOW/ NOTPE6GUTENbCKOW YRAaKOBKM U/Unn
BK/Nafblle COAEPXMNTCS cnepyrouas nHopmayms:

- HanoMMWHaHWe 0 HEOGXOAMMOCTU aKKypaTHOro o6GpalieHus C npe3epBaTUBOM, BK/tOYas ero
N3BNEYEHNE U3 YNAKOBKMU;

- NoKasaHus, NPOTUBOMNOKa3aHUsA, Mepbl NPeLOCTOPOXHOCTU, BOZMOXHbIE MOGOUYHbIE 3DDEKTHI;

- cNoco6 NpPUMeHeHUs;

- He06XO04MMOCTb YAaneHns npesepBaTnBa Cpasy Moc/e CEKCYanbHOro KOHTAKTa;

- HE06XO04MMOCTb UCKIHUYEHNA CMA30K HEPTAHOTO NMPOUCXOXAEHNA U HA MAC/AHON OCHOBE;

- He06X0AMMOCTb MCMNONb30BaHNSA 6e30NaCHON AONONHUTENbHOW CMa3K/;jecn 3To TpebyeTcs;

- HE06XOAMMOCTb KOHCYNbTALMW CO CMERNANNCTOM Mo BONPOCY COBMECTMMOCTM Mpe3epBaTmBa ¢
NeKapCcTBEHHbIMU CPeACTBaMU MECTHOTO NMPUMEHEHUS;

- MHCTPYKLMS MO YTUAM3ALMUN UCTO/b30BaHHbIX NMPe3epBaTUBOB;

- Npe3epBaTUBLI 415 0fHOPA30BOr0-UEMNONb30BAHUS.

MOKA3AHWA
- NpeaoTBpalLeHne HexenaTeNbHOW 6epeMEHHOCTH;
- 3awuTa oT BUY u apyrux 3a6osieBaHnii, Nnepefatoinxcs nogosbiM nyTem.

MPOTUBOMOKA3AHNA
MoBbILLEHHAs 4YYBCTBUTENBHOCTb WAW anneprus K No60My M3 KOMMOHEHTOB, BXOAALWMX B
COCTaB MNpe3epBaTuBa.

MEPbBI MPEAOCTOPOXHOCTWU

HageBaTb npes3epBaTWB{0 TOr0, Kak NEHWC KOCHeTCA_Tena mapTHepa. DTO MOXET MOMOYb B
NpeAoTBPaLLEHNN HACTynneHUs 6GepeMeHHOCTU W.BO3MOXHOCTU mepefayn 3a6oneBaHui,
nepejawLWwmMxcs nNonossiM nyTem. MpoBepuTb CPOK FOAHOCTM Npe3epBaThBa Ha yNakoBKe nepef
ncnonb3oBaHmeMm. He ucnonb3oBaTb Npe3epBaFUB~ MO MCTEYEHWM CPOKa TFOAHOCTU. Ecnu
WHAWBUAYanbHas . ynakoBka MOBpeXAeHa, AW60 06HapyXeHO  yXy[lUieHWe  CBOWCTB
npesepsaTuBa, BbIGPOCKUTL NPe3epBaTUB U UCMONB30BaTb HOBbI M3 HEMNOBPEXAEHHOW YNakKoBKMN.

Mcnonb3oBaTb (CMa3Ky, KoTopas peKoMeHAOBaHa ANfs WCMNONb30BaHMS C/ Ape3epBaTUBAMMU.
CMa3kn He(pTAHOro NPOMCXOXAEHWS U Ha MacnsaHol ocHoBe (Hampumep;“Bas3enuH, AeTCKoe
Macfio), HeKoTOopble neccapuy, a TakXKe. HeKOTOpble /eKapCTBEHHbIe _CpeacTBa MECTHOrO
MPUMEHEHUs, KOTOPble HAHOCATCA Ha NEeHWUC WM BBOAATCA BO Bnaranuiile; mMoryT moBpeauTb
npesepBaTyHB.

MpekpaTuTh MCNONb30BaHME Mpe3epBaTHBa NpK OWyLeHUN AUCKOMGOPTA UNU pas3apaxeHus BO
BpeMs UCH0Nb30BaHNs Npe3epBaTuBa.

MpPOKOHCYNbTUPOBATLCA CO CNeLUanucTom:

- 0‘COBMECTMMOCTM Npe3epBaTUBOB /€. APYTMMMN KOHTPaLeNnTUBamu;

- NPU-MCNONb30BAHNN NEKAPCTBEHHOTO CPeACTBA MECTHOFO NMPUMEHEHWS, KOTOPOE HAHOCUTCS Ha
MeHNC Uy BBOAUTCS BO BRaralUuie;

=eCnn pasgpaxeHune/ AUCKOMAOPT COXpPaHAOTCA NMocne NCNONb3OBaHNSA Npe3epBaTuBa;

- €C/N Bbl HEe YBEPEeHbI, CTb IN Y BaC anfeprus Ha naTekc;



- eCNM npe3epBaTUB MPOTEKAET WM MOPBAsCAd BO Bpems ero MCnosb3oBaHWs (cAenarbiaTo Kak
MOXHO CKOpee B TeyeHue 72 4acos).

[N aHaNbHOrO cekca WX B Cly4yae HEOBXOAMMOCTU MUCMO/b30BaTh AONONHUTEIbHYI CMa3Ky Ha
BHELUHE CTOPOHe Npe3epBaTuBa.

Mpe3epBaTVBbl MOTYT MPEACTaBAATb OMNACHOCTb YAYWbs. XpaHUTb B HeAOCTYMHOM Ans feTeit
MecTe.

Ecnn npesepBaTMB MCNONb3yeTcs CHayana Ans OpanbHOro cekca, Ans APYFMX MOCieAyrLmnX
BUOB CeKca CnefyeT UCNONb30BaTb HOBbI Npe3epBaTmMB.

Mpe3epBaTUB MpefHa3HayeH TONbKO ANS  OAHOPA30BOro  WMCMNONb30BaHWMsA. [MOBTOpPHOE
MCNONb30BaHNE MOXET MPUBECTW K HapylleHWto LenoCTHOCTM npe3epBaTvBa WM YBENUUYUTb
pUCK nepefaun UHGEKLMU.

Hu oguH ©n3 MeTofoB KOHTpauenuwnm He MOXeT rapaHtupoBate 100% 3awuTtbl OT
HexenaTenbHol 6GepemeHHocTn, BWY)unm gpyrux 3abonesBaHuii, RepefaroLinXca MNOJOBLIM
nyTeM.

BO3IMOXHbBIE MOBOYHbBIE 3® PEKTHhHI

Mpe3epBaTBbl M3rOTOBMEHbI W3, HATypanbHOro naTekca, KOTOPbIA, TakXe Kak U /060l
KOMMOHEHT  Npe3epBaTMBa, MOXET  BbI3BaTb  a//NIEPrUYECKYD  peakuuto,  BK/KYas
aHauNaKTUYECKNIA LIOK, eCn/y-NoTpe6UTeNs anneprus Ha natekc.

CNnNoCoOb MPUMEHEHWVA
HagopBaTb yNaKoBKY CO=.CTOPOHbl 3y64yaToii KPOMKW W aKKypaTHO o06pawatbCs C
npe3epBaTUBOM, T.K. €F0 MOXHO MOBPEANTb HOFTAMU W OCTPLIMW NpeamMeTamMu.

MpoBepuTb, 4TOGbLI Mpe3epBaTMB Obll  CBEPHYT HapyXxy. CphaBMB HaKoMWTenb HaAeTb
npe3epBaTUB Ha r0I0OBKY ®PerMpoBaHHOro neHuca. Pa3BepHYTb Npe3epBaTMB MO HanpaBneHUI K
OCHOBAHMWIO NeHuca. EcNM npesepBaTMB He Pa3sBOpayYMBaeTCs, 3HAUWUT OH CBEPHYT B 06paTHYHo
CTOPOHY. BbI6GPOCUTL ETO U MCNOMB30BaTb HOBbI/. OCTAHOBUTHLCS W MPOBEPUTH NPU OLLYLLEHUN
COCKa/lb3blBaHMs MPe3epBaTMBa UAN YPE3MEPHOTO CXVMaHMUS UM MeHKuca, NOCKONBKY 3TO MOXET
NPUBECTU K HApYLI€HUIO LLefIOCTHOCTM Npe3epBaTUBa.

Cpasy nocne 3saKyfsuun n3Bnevb NeHUC, NNOTHO-NPULEPXMUBAs MPe3epBaTUB Y €r0 OCHOBAHUS,
1 aKKypaTHO CH#Tb Mpe3epBaTyB.

Bbl6pocuTb B/MycopHOe Begpo. He cnyckaTb Rpe3epBaTUB B YHUTA3.

YCNOBUA XPAHEHUA N CPOK TOAHOCTWU

XpaHuTb B, 3allMUILeHHOM OT BfarM/~MecTe npu Temnepatype 0. - 25°C. MW36eratb
MEXaHWYECKOro BO3AeCTBUA U MPAMbIXSCONHEYHbIX NYyYeil.

Mpe3epBamB He [OMXKEH COMPUKacarbCa C HedTAHBIMW NPOAYKIAMK, eHonamMm u  Ux
MPON3BOAHLIMW, MAacnaMn HedTAHO[O=MPONCXOXKAEHNA, OGEH3NHOM, \/KEPOCUHOM U APYTUMMU
OpraHuYyecKVMmn BeLecTBaMu.

Cpok.LogHocTu - 5 ner.

NEKAPCTBEHHAA NN ®ARPMALUEBTUYEBCKAA CYBECTAHLUWA,
COOEPXAWAACA B MEAULUUNHCKOM N3AENUNN
He-npumMmeHumo.



MEPEYEHbB MATEPMA/OB XWBOTHOIroO wn (UWAN) YENOBEUYECKOIO
MPONCXOXOEHWNA****

CocTaBHOW HaTypanbHblIi naTekc cofgepXut KaseumH (0,02 +/- 10% oOT eRo; coaepXaHus,
BbINOMHAET (PYHKUUIO cTabunmszaTopa), KOTOPbIA MOXET paccMaTpuMBaTbCA Kak MPOM3BOAHOE
TKaHei/ MaTepnanos XXMBOTHOTO NPOUCXOXAEHUS, T.K. BblfeNdeTca U3 MOJIOKA:

KasenH (MONOYHbIi 6enok) ABNSETCA HaTypalbHbIM CybnpoayKTOM Monoka. OH He uMeeT
HWKAKOro M3BECTHOMO TOKCMYECKOro BO3AENCTBUA, XOTA OH MOXET Bbl3BaTb-peakLUuio y nojeit ¢
anneprueii Ha MonokKo. CuuTaeTcs, UYTO BO3JeWCTBMe MNpe3epBaTMBOB He)CO3JaeT HUKaKoro
[LOMONHUTENBHOIO pUCKa ANA Nosb3oBaTenell npes3epBaTUBOB.

WN3genune He cofep>XnUT NPOM3BOAHbLIX YEN0BEYECKON KPOBU.

npegynpe>kKaeHne o BO3MOXKHOM MO60YHOM 3hheKTe B BUAE ann€EPrMYECKOii peakynm ns-3a
HaTypanbHOro fnaTekca, Cofep><allerocs B COCTaBe MEeAMLUHCKOTO~U3LENUs, BbIHECEHO Ha
BHYTPEHHIOI CTOPOHY BTOPUUYHOW/MOTPebNTEeNbCKON yNnakoBKu

CTEPUNN3ALNA
MeauLUHCKOe W3feNne SABNAETES HECTEPWNbHbIM W3AENMEM W He npefHasHauYeHOo [/
nocneaytoLleii ctepunmsayum.

MCMONBb3OBAHWE C APYEMMWU MEOUWUMNHCKUMW N3IOENTNAMUN*****

Ans  npefoTBpalleHns WHGEKUWiA, nepefalLUXcs MOA0BbLIM MyTeM, W 6epeMeHHOCTM
npe3epBaTUBbl MOTYT MCNOMb30BaTbCA KaK CaMOCTOsSTe/IbHOE MeAULMUHCKOe W3heNnnMe u He
npeAHasHayeHbl AN UCMOAB30BAHUS B COUYETAHUMN C APYTUMIA MEAULVHCKUMU U3AENNSMN.
OfHaKo B cflyyae Heo6XoaMMOCT MoTpebuTenM MOFYT MWCNOMb30BaTh Mpe3epBaTUBbLI B
coyeTaHWM co cmaskamu/ nyOGpruKaHTaMu, KOTOPbIE COBMECTUMbI C Npe3epBaTUBaMMU.

**Ek*x*peKOMeHAALMA. MENoNb30BaTb NP HEOOXOAMMOCTU COBMECTMMYK C npe3epBaTuBaMiu
CMa3Ky BblHECEHA Ha BHY T PEHHIOK CTOPOHY BT OPUYHOW/NOTPe6bnTEeNnbCKOh ynakoBKK

YCTAHOBKA, TEXHWYECKOE OBCNYXWUBAHWME, KAJTMBPOBKA
He npumeHumo

OYUNCTKA, AEBNHPEKLUUNA, CTEPUNTNZALNA MEONUWHCKOTOW3AENNA
He npuMeHnma;,

MEXAYHAROAHBLIE CTAHOAPTHI
ISO 13485
ISO 14971
ISO 4074

MEPBI“TITPEAOCTOPOXHOCTU ,-FPEAMNPUHNMAEMBIE TROTPEBUTEJNIEM TMPWU
YTUNMHAIAULNMNN MEONUNHCKOEO N3AETINA
Mpe3epBaTUBLI M3 HaTypanbHOro natekca Durex Invisible cnegyeT BblGpachbiBaTh B MYCOPHOE
BeApo. He cneayeT cnyckaTb Npe3epBaTUBLI B YHUTA3.

OATA BbINMYCKA / MOCAEQOHErO MNEPECMOTPAL OKCMAYATALUWMNOHHOW

OOKYMEHTALNU
MeAnLMHCKOe n3fenine COAEPXNT MH(MOPMALUI0 O MNOCNeAHEM MNepecMOTpe MHCTPYKLUKU Mo
APUMEHEHUIO.

MNMOPALAOK OCYWECTBAEHNA YTUTTN3AUWUN WYHNUTOXEHWNA
N3penne 4OMKHO NCNOMb30BATLCS B COOTBETCTBUMN C UHCTPYKLME MO NPUMEHEHWIO.



Mpwu 6bITOBOM MCMOMb30BAHUN U3LeNne YTUNN3NPYETCA KakK ObITOBbIE oTxoabl. He BH6paCHBaTb

B KaHanuM3aLuuio.
B Apyrux cnyvasx yTuausauus npe3epBaTUBOB BbIMONHSAETCS B COOTBETCTBMU C MECTHbIMM

HOpMaMWu.
TPEGOBAHWSA MO OXPAHE OKPYXAIK U EN CPEAbI

Mpy NpaBWAbHOW 3KcnayaTayun, XpaHeHWW W YTUAM3aLUKW Npe3epBaTWBbLI U3-HATypasbHOIo
naTekca Durex® Invisible He oka3biBalOT HeEraTVBHOI0 BO3AENCTBMSA Ha OKPY>KAKWlYyH cpeay.



MpunoxeHne K dKcNnyaTayMoOHHOI
LOKYMeHTauunMn Ha MeULNHEKOe n3genne
«[pe3epBaTBbl U3 HaTypanbHOro natekca
Durex® Invisible»

NHpopmayna
N8 nevaTyn Ha BHY TPEHHE CTopoHe
BTOPUYHON/NOTPEObUTENbCKOM YyNaKoBKY



MMepen ncnonb3oBaHMEM BHMMATe/IbHO MPOYUTaTb MHCTPYKLUUIO, 0CO06EHHO ecnu rpe3epBaTuBbl
MCNONb3YyKOTCA ANA OpasibHOro Uan aHasibHOro cekca.

HageBaTb npesepBaTUB [0 TOro, Kak MeHUC KOCHETCA Tefa mapTHepa. ATO MOXET MOMOYb B
npefoTBPaLLEHUN HAcTynneHUs 6GepeMeHHOCTM W BO3MOXHOCTM nepedadn’ 3a6oseBaHuiA,
nepefatoLLMxcs NonoBbIM NyTeM.

BHVUMAHWE: lNpoBepnTb CPOK rOAHOCTM MNpe3epBaTuBa Ha yNnakoBKe Nnepesd MCNONb30BaHUEM.
He wcnonb3oBaTh Mpes3epBatuB Mo WCFEYEHWU CpoKa rogHocTu. Eeam wHAmBupyanbHas
ynakoBka noBpexfjeHa, Nnb6o 06Hapy>XEHO YyXyflieHWe CBOWCTB nNpe3epBaTuBa, BbIGPOCUTH
npesepBaTuB U UCMONL30BaTb HOBbLIN U3_HENOBPEXAEHHOW YNaKoBKMN.

HA3HAYEHWE/ MOKA3AHWNA

Mpe3epBaTuUBbLI NPUMEHAIOTCA B _KayecTBe 0OapbepHOro cpegctBa KoHTpauenuuw Ang
npeAoTBpaLLEHNS HeXenaTeNbHOl, “6epeMeHHOCTM U AN 3awutel oT BWUY wu  pgpyrux
3aboneBaHuin, nepeparoWwmMxca NoOMAOBbIM nyTeM. MeguUMHCKOe (U3Zenne npefHasHaYeHO [ANS
MCNoNb30BaHWA HeNnpoMeccnoHanamu.

CNoCOb MPUMEHEHWA
1. HapopBaTb YMNakKOBKY CO5CTOPOHbl 3y64aToli KPOMKW™ M aKKypaTHO o6pawjaTbCa C
npe3epBaTUBOM, T.K. €F0 MOXHO MOBPEAUTb HOTTSMU W OCTPLIMU MpeaMeTamu.

2. MpoBepuTb, 4TOGbI NPE3epBaTUB 6biN CBEPHYT HapyKy. CAaBMB HaKOMWTENb HajeTb
npe3epBaTUB Ha FO/I0BKY 3PETMPOBAHHOMO MeHuca.

3. Pa3BepHyTb Mpe3epBaTMB MO HampaBNeHUIO K OCHOBaHWIO neHuca. Ecnn npesepBaTuB He
pa3BoOpauyMBaeTCs, 3HaYMT OH CBEPHYT B 06paTHYl CTOPOHY. BbIGPOCWTL €ro U WMCNOMb30BaTh
HOBbIi. OCTAaHOBMTHLCS™ M MPOBEPUTb MPU OLWYLEHWN COCKanb3biBaHUA NpesepBaTUBa WM
UpPe3MEpPHOro CXMMaHUsS WM MeHuca, NOCKONbKY™ 3TO MOXET MPUBECTU K“=HapYyLEHNIO
LLeNOCTHOCTM Npe3epBaTUBa.

Cpasy nocne 3sKyisLuU M3BNeYb MEHWUC, NIOTHO TIpMAEepPXKMBas Npe3epBaTB Y €ro OCHOBAHMUS,
M aKKYpaTHO CHATb Npe3epBaTuB.

4. BblbpocuTbBiMYyCcOpHOe Befpo. He cnyckaTb. pe3epBaTMB B YHUTA3.

[ONs aHanbHOro cekca UAW B cnyyae HEOGXOAMMOCTU NCMNONb30BaTh AOMONHUTENbHYO CMa3Ky Ha
BHeLL HEl CTOPOHe Npe3epBaTUBa.

Mpe3epBaTWBbLI MOTYT MPEACTaBAATb OMACHOCTb yAylWbs. XpaHWUTb B HEAOCTYNHOM AN AeTei
MecTe.

Ecnu npesepBaTuB MCMOMb3YyeTCA CHadana ANS OpanbHOro cekca, A/ APYTUX MOCNefyHLWnx
BUOB CEKCA CeAyeT UCMONb30BaTh HOBbIV NMpe3epBaTUB.

Mpe3epBaTUB NpeAHasHayeH ToOAbKO A1  OAHOPA3oBOro  MChonb3oBaHMs. [1OBTOPHOe
NCROMb30BaHNE MOXET MPUBECTU K HapyLLeHUIO LeNOCTHOCTM Ape3epBaTMBa UAM YBENNUUTD
PUCK nepefaun MHGpeKLun.

MPOTVMBOMOKA3AHINA
MoBbllLEHHAs YYBCTBUTENbHOCTb WAW anneprus K N060My K3 KOMMOHEHTOB, BXOASLWMWX B
cocTaB npesepBaTyBa.



BO3MOXHBIE MOBOYHbLIE 3O DPEKTHbI

Mpe3epBaTWBbI U3rOTOBMEHbl W3 HATypaNbHOrO faTekca, KOTOPbIA, TakXe KakK-W No6oii
KOMMOHEHT  Npe3epBaTMBa, MOXET  BbI3BaTb  a//NIEPrUYECKy0  peakLuto, - = BK/OYas
aHapUNaKTUYECKNIA LWOK, eCNn Yy NOTPEOUTENS anneprus Ha naTekc.

MEPbl MPEAOCTOPOXHOCTW

Mcnonb3oBaTb CMaskKy, KoTopas PeKOMeHAoBaHa [A/1s WCMNOMb30BaHUSA C F[pe3epBaTUBaMMU.
CMa3Ky He(pTAHOI0 MPOMCXOXAEHWS W Ha MacNsHOW OCHOBe (Hanpumep, Ba3eNUH, [LETCKOe
Macno), HEKOTOpble Meccapun, a TakXe HEKOTOpble /eKapCTBEHHble CPEACTBAa MECTHOTO
NMPUMEHEHNS, KOTOPble HAHOCATCA Ha MEHUC WAW BBOAATCA BO BRaranue; MoryT MoBpeauThb
npe3epBaTuB.

MpeKkpaTUTb UCNO/b30BaHME Mpe3epBaTUBA ‘APU OWYLLEHUN AUCKOMGMOPTAWAN pa3apaxeHus BO
BpeMs MCMOMb30BaHUA Npe3epBaTmBa.

MpPOKOHCYNbTUPOBATLCA CO CMELUanNCTOM:

- 0 COBMECTUMOCTM MpPe3epBaTUBOB C APYTMY KOHTPaLENnTUBaMMK;

- NPX UCNONb30BaHWUMN NeKapCTBEHHORO)CPeACTBA MECTHOTO MPUMEHEHUS, KOTOPOE HAHOCUTCS Ha
MeHUC UK BBOAMTCS BO BRaranuiie;

- ecnu pasgpaxeHune/ AUCKOM(OPT-COXPaHAOTCS Noce NCNONb30BaHNSA Npe3epBaTnBa;

- €C/TN Bbl HEe YBepeHbl, eCTb NI Y Bac anneprus Ha naTekc;

- €C/IN MNpe3epBaTVB NPOTEKAET WUV MOpBancs BO BPeMs ero UEmonb3oBaHMs (chenatb 3TO Kak
MOXHO CKOpee B TeYeHne 72 4acoB).

Hn oauMH 13 MeTofO0B KOHTpauenuuMu He MOXeT rapaHTuposats 100% 3awuTbl OT
HeXenatenbHol 6GepemeHHocTM, BWY unan gpyrux 3abofeBaHuii, nepeparlinxcs mnoaoBbIM
nyTeM.

[aTa nocnegHeil peaakymid UHCT PYKLWK:
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MepeBo/ AaHHOTO TEKCTa BbIMOMHEH NepeBoa4nkom LLonH6oa0Boin Mapxa6o lMaiiliaH6eeBHOIA
NOAMUCH

Poccuiickas ®epepaymns
fopog MockBa
OfAVWHHAAUaToro sHBaps 4Be ThiCAYMN ABajLaTb BTOPOro roja

A, WagpnHa BapBapa EropoBHa, BpeMeHHO WCMOMHSKOLWAA 0653aHHOCTM HOTapuyca
ropoga Mockebl MouceeBoi Sluann BnagumMnpoBHbI, CBUAETENLCTBYO MOANWHHOCTL MOAMMUCHU
nepesoguunka LonH6oa0Boin Mapxabo lMaiiwaH6eeBHbI.

Moanuch chenaHa B MOeM NMPUCYTCTBUM.

JInyHOCTb MoANUCaBLIEro JOKYMEHT YCTAHOBEHA.

3apernctpupoBaHo B peecTpe: Ne'50/995-H/77-2022- Y

YnnayeHo 3a COBeplUeHMe HOoTapManbHoro geiictema: 400 py6:/00 kon.

noanuch Mep6oBaa meyathb MepboBagineyaTs
HoTapuycast. M 0CKBbI HoTapuycar. MockBbl
Mownceesoit J1.B. Mowngceesoii J1.B.

Bcero npowHypoBaHo, MPOHYMEPOBAHO W CKPEMN/EHO

Poccuiickas ®epepayns
MNopoa-MockBa
OaouHHapuUaTtoro AHBaps ABE ThiCAYM ABajUaTb BTOPOro roga

A, WagpuHa Bapeapa EropoBHa, BPeMeHHO WCMONMHsOWAA 0683aHHOCTM HoTapuyca
ropoga MoekBbl MowuceeBoil Jlununm BAaAUMUPOBHBI, CBUAETENLCTBYHO® BEPHOCTb KOMUU C
NpeacTaBNEHHOr0 MHe JOKYMEHTa.

3apeructpupoBaHo B peectpe: Ne/50/995-H/77-2022- [/ - J njI

leHWe HOTApManbLHOro AeliCTBUSA: py6. 00 kon.
LWagpuHa
Bcero npoLHypoMHo, POBAHO W CKPEM/eHo neyaTbio nuct(-a,-0B).

WaapunHa



