BE IT KNOWN that I, Sunita Kumeri of* 268 Bath Road, Slough, Berkshire United
Kingdom a duly authorised Notary Public

CERTIFY ONLY that Brian Michael Howes who is well known to me and who is
duly authorised by Reckitt Benckiser Healthcare (UK) Ltd ("the Company") to
represent them in this matter has today caused the annexed Maintenance
Documentation of the Medical Device Durex® Invisible Stimulation Natural Rubber
Latex Condoms to be produced to me and has represented to me on behalf of the
company that the said document is a true copy of the original electronic document
produced to him.

SIGNED and sealed a Road, Slough, Berksjiire amn n 16 ‘bJuly 2020.

Sunita Kumeri
Notary Fdiblic
England and Wales
Protocol No.
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MAINTENANCE DOCUMENTATION
OF THE MEDICAL DEVICE

Durex® Invisible Stimulation natural rubber latex condoms

Reckitt Benckiser Healthcare (UK) L., UK
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NAME OF THE MEDICAL DEVICE
Durex Invisible Stimulation natural rubber latex condoms

MANUFACTURER

Reckitt Benckiser Healthcare (UK) Ltd.

Registered address: 103-105 Bath Road, Slough, Berkshire, SLI 3UH, UK.
Phone:+44(0) 1482 582438

MANUFACTUKINGJSITE ) e ereeean e e e
Qingdao London Durex Co Ltd., No 1-13 Shangma Part, Aodong Road, High-tech Industrial
Development Zone, Qingdao City, Shandong Province, P. R. China.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
Reckitt Benckiser Healthcare LLC, Floor 3,4 Shlyuzavaya emb., Moscow, 115114, Russia.
Phone: +7 (495) 961 2565; Fax: +7 (495) 961 2566.

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. Not for clinical use.

MEDICAL DEVICE OVERVIEW (DESCRIPTION)
The condoms are manufactured from natural latex, smooth, colourless, straight-walled.

TECHNICAL CHARACTERISTICS

Durex Invisible Stimulation

Technical o
Specification

panuneter
Condom length, 180 + 10
mm
Condom width,
M M —mmmmmmmmmm oo

52 + 2
(measured at 30
mm from the bead)
Teat length, mm 16 +7
Thickness, mm 0.043-0.052
Bead thickness,
e ic Ss 12

mm
Condom weight 120+ 05
(after removed from ' '
the primaiy
package), g
Condom weight in --—2:0+0.5
primarv package, e
Elongation, % Mm 700
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Durex Invisible Stimulation

Technical . .
Specittcation
oarameter
Elongation, % .
Min 600
(aged)
Freedom from
Impenneable
holes
Tensile strength, .
Min 20
mPa
Tensile strength, .
Min 17
mPa (aged)

LABELLING INFORMATION

Each individual package is labelled with:

- trademark;

- lot number (LOT);

- shell'LLe formatted as “Expiry date (EXP)”.

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

2
Lot number
LOT 1
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 (surface, colour, form, with teat/without teat);
- number of condoms in consumer package;

- nominal condom length;

- nominal condom width;

- indication if condom contains/does not contain lubricant,

- indication if the lubricant contains/does-not-coruaio-spermicide;-

- storage guidelines;

- name and address of the manufacturer;

- country of origin (if applicable);

- shelf life formatted as “Expiry date (EXP)”.

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 when removing them out of the package;

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

- mediod 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;
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- disposal instructions for used condoms.

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

CONTRAINDICATIONS

Hypersensitivity or allergy to any of the components in condom composition,
Not suitable for anal sex.

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. Ifthe individual container is obviously damaged, discard that condom and use a hew
one from an undamaged package.

Use the lubricant recommended for use with condoms. Penoleum- mid oil-based lubricants (petroleum

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

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

Consult a specialist if;

- about the compatibility of condoms wift other contraceptives;

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

- irritation/discomfort persists after use,

- you are unsure if you are allergic to latex;

- a condom leaks or bursts during use (do diis as soon as possible and widiin 72 hours).

If it is necessary use additional lubrication on the outside of the condom.

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, LUV
and other sexually transmitted diseases.

POSSIBLE SroE EFFECTS

Condoms are made of natural rubber latex, which 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. 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 Hush the condom down the toilet.

TRANSPORTATION
There are no specific conditions of transportation.
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EXPLOITATION CONDITONS

There are no specific conditions required when the medical device is used for its purpose and as
indicated in the labelling,

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 (0,0152% 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 reaction in individuals with an allergy to milk. The exposure from the condoms is considered
not to pose any additional risk to users of the condoms.

The device does not contain any human blood derivatives,

STERILIZATION
The medical device is presented as a non-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 preghancy and aren’t intended to be used
in conjunction with other medical devices.

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

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

Durex Invisible Stimulation 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 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 ofln accordance with local requirements.
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ENVIRONMENT SAFETY REQUIREMENTS
With proper usage, storage and disposal Durex® condoms have no negative impact on the
environment.
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[/ Approved by:

ELuvkdiA

Andrew Brownhili (Jun 11.2020 13:58 GMT+1)

Andrew Brownhili

Global Regulatory Affairs Manager
Date: jun 11,2020

Signature:

INSTRUCTION for CONSUMERS
Durex® Invisible Stimulation natural rubber latex condoms

Reckitt Benckiser Healthcare (UK) Ltd.A UK
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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 of catching sexually transmitted infections.

ATTEbLLIOH:_Check ILLI &L1I31ry .date on the condom wrapper before.yay,.ys.eit...If tiie mdiyiduai.

container is obviously damaged, 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
HTV 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 foe teat place the condom on the top
of the erect penis.

3. Roll down to its base. Stop and check if you feel foe condom slipping off or tightening excessively
onto the penis because this might lead to breakage.

Soon after ejaculation puli foe penis out holding the condom firmly at the base of the penis and
carefully take foe condom off.
4. Dispose in a bin. Do not flush the condom down the toilet.

If it is necessaiy use additional lubrication on the outside of the condom.

If you use a condom for oral sex first, you should use a new condom for any other type of sex that
follows.

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

CONTRAINDICATIONS

Hypersensitivity or allergy to any of the components in condom composition.
Not suitable for*anal-sex.

POSSIBLE SIDE EFFECTS

Condoms are made of natural rubber latex, which might cause allergic reactions including anaphylactic
shock if user is allergic to latex.

PRECAUTIONS FOR USE
Use the lubricant recommended for use with condoms. Petroleum- and oil-based lubricants (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 if

« about the compatibility of condoms with other contraceptives

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

- irritation/discomfbrt persists after use;

- you are unsure ifyou are allergic to latex;

- a condom leaks or bursts during use (do this as soon as possible and within 72 hours).
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None of the contraception methods can guarantee 100% protection against unwanted pregnancy, HTV
/ and other sexually transmitted diseases.

STORAGE AND SHELF LIFE (coullbe printed in the secondary/ consumer package)

Store the product in a dry place at 0-25 ®C Avoid direct sunlight.
Shelf life - Syears.

MAIN TECHNICAL CHARACTERISTIC'S (could be printed in the secondary consumer
-------- package) -

Nominal sizes; length - 180 mm, width 52 mm;

Description: straight-walled, teat-ended, smooth, colourless, made of natural latex, with silicone lube
containing stimulating agent, extra thin.

Date ofthe latest revision ofthe instruction:
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<Pe3Has neyaTb Homapi~ca>

HACTOAWNMM YBEOAOMNAKD, uto 1, CyHnta Kymepm (Sunita Kumeri), othmc pacnonoxeH no agpecy:

CoenuHeHHoe KoponeecTBo, Bepkimp, Cnay, Bat Poyp 268, SBsiSCb YNOMHOMOYEHHbIM A0MKHbIM 06pasom
HOTapnyCcoM,

YAOCTOBEPAK MCKAKOUYNTENBHO TOT thakT, uTo BpaitaH Malikn Xoy3s (Briam Michael Howes),
NIMYHOCTb KOTOPOr0 MHOIK YAOCTOBEPEHA, J0/MKHbIM 06pa30M YNONHOMOYEHHbI KOMNaHuel «PekuTT
Benkunsep Xenckaap (FOK) umnten» («KomnaHuns») npeacTaBnaTb ee No JaHHOMY BONPOCY, CerofHs
npeAbABUA MHE Mpunaraemyro SKCnayaTalMoHHYH LOKYMeHTaLMio Ha MeguLMHCKOe n3jenve
«[pe3epBaTMBbl U3 HaTypanbHOro natekca Durex® Invisible Stimulation» n 3aa8un o1 nuua KomnaHuwm,

4TO YKa3aHHbIN JOKYMEHT ABNSETCA TOUHOM KONMEN OPUTMHANBLHOTO 3MEKTPOHHOIO AOKYMEHTA,
NpeACTaBNEHHOTO emy.

MOoAMMNCAHO u ckpenneHo neyvaTsbo Mo agpecy: bat Poyp 268, Cnay, bepkiunp, 16 uona 2020 r.

/Moanuce/
CyHuTa Kymepu
FocyfapCTBEHHbIN HOTapuyc

AHIMNNU N Yanoca
Mpotokon Ne 1/20
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OpobpeHo:
/nognuce/
3Hapto bpayHxunn (Andrew Brownhill)

MeHep)kep no pernctpayuu - rnobanbHblii 0TAEN
Oata: 11 noHa 2020 .

AKCMNMNYATAUNMOHHAA OOKYMEHTALWNA
HA MEOANUMNHCKOE U3OEJTUNE

Mpe3epBaTMBbI N3 HAaTYypPasibHOroO naTekca

Durex® Invisible Stimulation

PeknT T BeHknsep Xenckaap (FOK) JiTga., CoeanHeHHoe KopoieBCTBO
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HAWNMEHOBAHVWE MEAVNUMNHCKOIO N3OAENNA
MpesepBaTmBbl U3 HaTypasbHOro natekca Durex Invisible Stimulation

MPON3BOAWNTEND

“PeknTT beHkunsep Xenckaap (FKOK) Nita.”, 103-105 bat Poya, Cnay, bepkwwup, SL1 3UH, CoeagnHeHHoe
KoponescTBo.
Ten.:+44 (0) 1482 582438

MPON3BOACTBEHHASA MNJIOWAALKA

“UnHgao NoHgod Otopekc Ko Jitg.”, Ne 1-13 LWauma Mapt, AogoHr Poypg, Xail-tek WHpacTpuan
[esenonmeHT 30yH, LUnHgao Cutn, nposuHums LWaHbayH, Knutai.

YMNONMHOMOYEHHbBIN NPEACTABUTENb MPOU3BOAUNTENS
00O “PekntTt BeHkunzep Xanckap”, Poccna, 115114, r. Mockea, LLnto3oBasa Hab., 4. 4, aT. 3.
Ten.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

HA3SHAUEHWE MEOWUWMHCKOIO U3AENTNA
Mpe3epBaTVBbl NPUMEHAIOTCA B KayecTBe 6apbepHOro CpPeAcTBa KOHTpauenuuu Ans npeoTBpalieHuns

HeXenate/sibHON 6epeMeHHOCTU U ANA 3awunTbl 0T BUY 1 gpyrunx 3abonesaHuii, nepefatoLinxcs nosioBbIM
nyTeM.

MOTEHUWANBHBIE MOTPEBNTENN MEOAVWLUMNHCKOIO USAENNA

MeauUMHCKOE N3eNne NpejHa3HaueHo A1 UCMONb30BaHWS HenpogeccnoHanamu. He Ans KNMHUYECKOTO
NpUMeHEeHNS.

ONNCAHVNE MEANUNHCKOTIO N3AENUNA
Mpe3epBaTyBbLI U3rOTOB/IEHBI 3 HATYPasbHOTrO NaTekca, rnagkue, 6ecyBeTHbIE, MPAMONA (OpMbI.

TEXHUWYECKUWE XAPAKTEPUCTUKN

TexEu?ieci®

JnvHa npe3epsaTnsa, MM 180+10
LLInprHa npe3epsaTtuBa,
MM
+

(n3mepsietcsd B 30 MM OT b2+2
BEHUVKA)
[NnHa HakonuTens, Mm 16+7
TonwmHa, MM 0.043-0.052
TonwmnHa BEHYMKa, MM 1-2
Macca npesepBatumsa
nocsie n3BneveHns u3
( < 1.20+ 05
NepB1YHON YNakoBKK), T
Macca npesepBaTyBa B

Pesep 20+0.5
nepB1UYHOMN yNaKoBKe, I
OTHocuTenbHOoe
YL/IMHEeHVe Npu pa3pbIBe, He meHee 700
%
OTHOCMTENbHOE He meHee 600
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Texim”ecKiffl ilapaMei™
YLJ/IMHEHVE NpU pa3pbiBe,
% (nocne crapeHus)

[epmeTUYHOCTL "epmeTnyeH
YcnosHas nNpoyHOCTbL Npu

He meHee 20
pactsxxeHuun, Mlla
YcnosHaa Npo4vHOCTL Mpu
pacTtshkeHun, MIa (nocne He meHee 17
cTapeHus)
MAPKNPOBKA

Ha Kax ol MHAMBKUAYaNbHOI YNakoBKe HarmevyaTaHa CieAyroLas nHpopmaLus:

- TOproBas Mapka;
- HoMep cepum (LOT);
- CPOK rofHocTu B hopmate “I"ogeH go/ Ncnonb3osats go (EXP)”.

CumBosbl, MCcnonb3yemMble Ana MapKUpPoOBKKU, N NX 0603HaueHue:

FopeH o/ Micnonb3oBats f0

Homep cepun

LOT

[JononHnTenbHas MHpopmaLma MoXeT ObITb HanevyaTaHa Ha MHAMBUAYaNbHON yNakoBKe, BKNHOYAsA CCbIIKM
Ha MeX[yHapoaHble CTaHAapPThI.

Ha BHeLlHeli CTOPOHEe BTOPUYHOI/NOTPe6UTENbCKOM YNAaKOBKIN HanevataHa cnegytouias MHpopmayms:
- onucaHue npesepsaTtmBa (MOBEPXHOCTb, LiBET, (hOpMa, C HakonuTesnem/ 6e3 HakonuTens);
- KO/INYECTBO NMpe3epBaTMBOB B NOTPEOUTENbCKOW YNaKOBKE;

- HOMWHa/IbHas A/IMHa Npe3epBaTuBa,;

- HOMUHa/bHasA WUPUHa Npe3epBaTnBa;

- yKasaHue 0 TOM, YTO npe3epBaTuUB B cCMa3ke/ 6e3 CMasku;

- YKa3aHue 0 TOM, 4YTO CMa3Ka COAepXUT/He COLEPXUT CrnepMuLng;

- YKa3aHus No XpaHeHWto;

- HaMMeHOBaHMe 1 afpec NPoM3BOAUTENS;

- CTpaHa npoucxoxaeHma/Mecta npon3soacTsea (ecnm NPUMEHNUMO);

- CpoK rogHocTu B hopmate “logeH fo/ Mcnonb3osatb go (EXP)”.

[ononHnuTenbHas MWHGopMauMs MOXET OblTb HaneyataHa Ha BHELHIOK CTOPOHY BTOPUYHOIA/
NoTPe6UTENbCKOI YNAKOBKM, BKOYas CCbINIKM HA MEeXAYHApPO4HbIe CTaHAapThI.

BHeLHAA NN BHYTPEHHSA CTOPOHA BTOPUYHOI/ NOTPeOUTENbCKOM YNAaKOBKM U/MAW BKNaAbMNn cofepxat
cneayroLwyo nHGopmayumio:

- HaNOMMWHaHWe 0 HEOBXOAMMOCTM aKKypaTHOro o6palleHus ¢ Npe3epBaTMBOM, BKIKOUAs €ro M3BfieveHune
N3 yNaKoBKMW;

- NOKa3aHus, NPOTMBOMOKa3aHWs, Mepbl NPeA0CTOPOXHOCTM, BO3MOXHbIe MOBOYHbIE 3 PEKTI

cnoco6 NpuMMeHeHus;

Heo6XoANMOCTb yAaneHns npesepBaTnBa cpady Noc/e CeKCyanbHOro KOHTaKTa;

HE06XO0ANMOCTb UCKOUYEHMNSA CMA30K HE(DTAHOIO MPOMCXOXAEHMSA N Ha MACNSIHON OCHOBE;
Heo6Xo4MMOCTb UCMNO/Ib30BaHNA 6e30MacHO JONONHUTEbHOW CMa3KK, ecnv 3To TpebyeTcs;
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- Heob6XOAMMOCTb KOHCYyNbTauMM CO CheuuannucTtoM Mo BOMPOCY COBMECTMMOCTM Npe3epBaTiBa C
NeKapCTBEHHbIMU CPeACTBAMM MECTHOIO NPVMEHEHUS;
- MHCTPYKLMIO MO YTUAM3ALMUN UCMONb30BaHHbIX Npe3epBaTUBOB.

MOKA3AHNA
- NpefoTBpaLLeHNe HeXenaTenbHON 6epeMeHHOCTH;
- 3awmTa oT BUY n gpyrux 3aboneeaHunii, nepegaroLwmxca nonoBbIM NyTeMm.

MPOTUBOMOKA3AHUA

MoBbIWEHHAs YYBCTBUTENbHOCTb WM anneprus K N60MYy W3 KOMMOHEHTOB, BXOASLMX B COCTaB
npesepBaTmBa.

He noaxoanT ANnsa aHanbHOro cekca.

MEPbLI MPEAOCTOPOXHOCTMU

HageBaTb npesepBaTMB A0 TOro, Kak MEHWC KOCHETCA Tena mnapTHepa. JTO MOXET MOMOYb B
npefoTBPALLEHUN HACTYNNEHUS 6epeMEHHOCTY M BO3MOXHOCTW Mnepejayn 3aboneBaHuii, nepegarouinxcs
nofoBbIM nyTem. [lpoBepuTb CPOK TFOAHOCTU Mpe3epBaTWBA Mepes MCMoNb3oBaHMeM. Ecm

WHAUBMUAYaNbHas 'yNnakoBKa MOBPEXAeHa, BbIGPOCUTbL Mpe3epBaTB UM WCMOMb30BaTb HOBbIA ©3
HENOBPEX/AEHHOI YNaKoBKN.

Mcnonb3oBaTb CMasKy, KOTopas PEKOMeH[oBaHa [Ns WCNONb30BaHUA C npe3epBaTuBamu. CMasKu
HE(hTAHOrO NPOUCXOXAEHWUS W Ha MacnsHoW OCHOBe (Hanpumep, BasenuH, [ETCKOe Macno), HeKoTopble
neccapun, a TakKe HEKOTOpble NIEKAPCTBEHHbIE CPEACTBA MECTHOTO MPUMEHEHNS, KOTOPbIE HAHOCATCA Ha
MEeHUC NN BBOAATCA BO Blaranuiie, MoryT noBpeAnTs Npe3epBaTyuB.

MpekpaTUTb UCMOMb30BaHME Npe3epBaTiBa, €CAN UYyBCTBYETCS AWCKOMMOPT WM pasfpaxeHue BO Bpems
MCNONb30BaHWs Npe3epBaTMBa.

MPOKOHCYNbTUPOBATHCA CO CNELMNANNCTOM:
- 0 COBMECTVMMOCTM MPe3epBaTUBOB C APYTVMIMU KOHTpaLenTuBamu;

- NMpn ncnonb3oBaHnM neKapCTBeHHOro cpeacrtsa MeCTHOro NPpUMeHeHMA, KOTopoe HaHOCUTCA Ha NEHUC
nnn BBOANTCA BO Blarajunile;

- €CNN pasapaxeHune/ ANCKOM(OPT COXPaHATCA NOC/E UCMONb30BaHNsA NPe3epBaThBa;
- €C/TN Bbl He YBEPeHbIl, eCTb X Y Bac af/ieprus Ha naTekc;

- Npe3epBaTMB MPOTEKaeT UIN MOPBaNCA BO BPeMs ero UCnosb3oBaHUA (CAenaTb 3TO KaK MOXHO CKOpee B
TeYeHune 72 4acos).

B cnyuae H806X0,CI,VIMOCTVI NCnonb3oBaTb AOMNOJIHUTENILHYHO CMa3Ky Ha BHELLHEN CTOpPOHE npes3epBaTnBa.

Ecnn npesepBaTuB MCMONb3YeTCS CHayana Ans OpanbHOro Cekca, ANA APYrUX Nocneayowmnx BUAOB cekca
cnepyeT UCMo/b30BaTh HOBbIV Npe3epBaTuB.

Mpe3epBaTUBbLI NpefHa3Ha4YeHbl TOMbKO ANS 0HOPA30BOro MCMnosnb3oBaHWs. MOBTOPHOE MCMO/b30BaHUe
MOXET MPUBECTU K HapyLLUEeHWIO Le/IOCTHOCTY Npe3epBaTiBa AN YBENNYUTb PUCK Mepegayn 3a60neBaHUi,
nepefatoLLMXcs MNOMOBLIM MyTEM.

Hu oauH ©3 MeTo40B KOHTpauenuuum He MOXeT rapaHTupoBaTb 100% 3awuTbl OT HeXenaTelbHOM
6epemeHHOCTU, BNY nnn nHbix 3a60neBaHnin, nepesatoLLmxcsa nosioBbIM NyTeMm.

BO3SMOXHbBIE MOBOYHbIE 3P ®EKTbI

lMpesepBaTUBbLI WM3rOTOB/IEHbI W3 HaTypa/ibHOro faTekca, KOTOprVI MOXXET BbI3BaTb a/lJIeprn4ecKyro
peakunto, BKNKOYas aHa(*)VI!'IaKTI/I‘-IeCKVIf/‘I LIOK, ecnny I'IOTpeﬁl/lTE‘fIﬂ ajineprna Ha natekc.
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CNoCOb NMPNMEHEHNA

HazopBaTb YMakoBKY CO CTOPOHbI 3y6UaToii KpOMKM U aKKypaTHO 06pallaThCs ¢ Npe3epBaTUBOM, T.K. €ro
MOXHO MOBPeAUTb HOTTAMMW U OCTPLIMMW MpeaMeTaMu.

MpoBepuTs, 4yTOObI npesepesatune ObIN CBEPHYT HapyxXxy. C,anI/IB HakonmnTenb HafeTb Mnpe3epBaTtuB Ha
roON0BKY 3pervpoBaHHOro mneHuca. Pa3BepHYTb npe3epBaTVB MO Hanpas/feHW K OCHOBAHWKO MeHuca.
OcTaHOBUTbLCA U npoBepnTb Npu OWYLWEHNN COCKa/lb3blBaHMNA MNpe3epBaTtnBa WAN €ro YpesmMepHOro
CXKNMaHNA NeHNca, NOCKOJ/IbKY 3TO MOXET NPUBECTU K HapyLUEHNIO LENOCTHOCTW Npe3epBaThBa.

Cpasy nocne 3sKynsuuMum W3BAedYb MEHWUC, MAOTHO MPUAEPXMBas Mpe3epBaTMB y €ro OCHOBaHWA, U
aKKypaTHO CHATb Npe3epBaTuB.

Bbi6pocKTb B MyCOpHOE Beapo. He cnyckaTb Npe3epBaTUB B YHUTA3.

TPAHCMNOPTUPOBKA
Oco6bIX YyC0BUIA TPAaHCMOPTUPOBKM He TpebyeTcs.

YCNOBUNA SKCMNNAYATALNN
Mpn  UCMONb30BaHUN MEAWLMHCKOTO UM3AeNnNs COrMacHO €ero HasHaudeHWto U WMHCTPYKUMM 1O
MPUMEHEHNIO He TPeBYyeTCs HUKAKMX 0CO6bLIX YCMOBUA.

YCNnoBuA XPAHEHUA N CPOK TOAHOCTW

XpaHUTb B 3allULIEHHOM OT Bfarn mMecte npu Temnepatype O - 25®C. MN36eratb NPSAMbIX COMHEYHbIX
nyyen.

Cpok rogHocTu - 5 fieT.

NEKAPCTBEHHAA TN ®APMALEBTUYEBCKAA CYBCTAHUNA, COAEPXALWAACA B
MEAVWUWHCKOM U3AETNW
He npumeHumo.

MEPEYEHDb MATEPUAJIOB XNBOTHOIO N (nnwn) YE/TOBEYECKOTIO
MPONCXOXAEHWA

COCTaBHOI HaTypa/bHbIil natekc cofepXuT KaseuH (0,0152% OT ero cCoAepXaHus, BbLIONHAET QYHKLMIO
cTabunmsaTopa), KOTOPbIV MOXET paccMaTpuBaTbCsA Kak NMPOM3BOAHOE OT TKaHeil/ MaTepuanoB XNBOTHOIO
MPOMCXO0XAEHNS, T.K. BbLLENAETCA M3 MO/IOKA.

KasenH (MOMouYHbIii 6enok) sBAseTcs HaTypasibHbIM Cy6nNpogyKTOM Monoka. OH He MMeeT HUKAKoro
M3BECTHOIO TOKCMYECKOr0 BO3[ECTBMS, XOTS OH MOXET Bbl3BaTb peakUuto y NoAei ¢ anneprvein Ha

MO0KO. CynTaetcs, 4To BO3,EI,9VICTBVI9 npe3epBaTnBOB HE CO3AaET HUKaKOIro AOMO/THUTENBHOIO puUcKa ansd
nonb3oBaTenem npesepBaTtnBOB.

N3penvne He cofep>XMT NPON3BOAHBIX YeOBEYECKOI KPOBW.

CTEPNNN3ALUNA

MeanuuHCKoe W3Aenne sIBNSeTCS HeCTEPWbHbIM W3AENMEM W He MpefHa3HA4YeHO ATS nocnefytoLleit
cTepmaunsaymm.

NMCMONb3OBAHWE C APYTUMW MEOVNUNHCKWUMW N3OETNAMMU

Ana npefoTBpalleHns WH(EKLUMA, nepefaloLinxcs MOMOBbLIM MNyTeM, U GepeMeHHOCTW npe3epBaTUBSI
MOTYT WCMOMb30BaTbCA KaK CamMOCTOSTeNbHOE MeAWLMHCKOe U3[eNMe W He npeaHasHauyeHbl Ans
MCNONb30BaHNA B COYETAHUMN C APYTUMU MEANLUHCKUMUN USLENUAMMN,

OfiHaKo B cnyvyae Heo6XOAMMOCTM NOTPe6UTENM MOryT WMCMONb30BaTb NpPe3epBaTMBbLI B COYETaHMM CO
cMaskamu/ ny6puKaHTamu, KOTOPbIE COBMECTMUMbI C NPe3epBaTUBaMU,
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YCTAHOBKA, TEXHVNYECKOE OBC/TY XNUBAHWE, KAJTMBEPOBKA
He npvmeHnmo

OUYNCTKA, AESNHPEKLUWNA, CTEPUNTNIALNA MEOAVNUVMHCKOIO N3AENUA
He npumeHunmo.

MEXAOYHAPOOHbBIE CTAHOAPTHI
ISO 13485
ISO 14971
ISO 4074

MEPbl MNPEALOCTOPOXHOCTW, NPEANPUHWMAEMBIE TMNOTPEBUTENEM TIMPWU
YTUNN3AUMU MEAVNLUWMHCKOIO N3AENNA
MpesepBaTuBbl U3 HaTypanbHOro natekca Durex Invisible Stimulation cneayet BbiGpacbiBaTb B MyCOPHOE
BeApo. He cnepyeT cnyckaTb Npe3epBaTMBbl B YHUTA3.

OATA BbIMYCKA/ NOCNELHWNI NEPECMOTP SKCMNYATALVOHHOWM
JOKYMEHTALMN

MeAWLUMHCKOE W3[eNMe COAEePXMT WMH(pOpMaLulo 0 nocnefHeM nepecmMoTpe/ nocnefgHeid pefakuum
WHCTPYKL MY NO NPUMEHEHMIO.

NOPAAOK OCYWECTBAEHUA YTUNNIAUNN N YHUYTOXEHUNA
N3penve [OMKHO NCMONb30BATLCA B COOTBETCTBUN C MHCTPYKLMEN MO NPUMEHEHNIO.

Mpu 6bLITOBOM WCMOMb30BaHWN W3AENNe YTUAU3UPYETCS KaK OblTOBble 0TX0Abl. He Bbi6pacbiBaTh B
KaHanusauuio.

B Apyrux cnyyaax ytmnusauma npes3epsaTvBOB BbLUOJIHAETCA B COOTBETCTBUM C MECTHLIMU HOPMaMMU.

TPEBEOBAHWA MO OXPAHE OKPY XA WEN CPEADI

Mpy NpaBUNbHOI 3KCMyaTalumn, XpaHEHUN WU YTUAN3aLUKM Mpe3epBaTuBbl Mapku Durex® He 0Ka3blBaKOT
HEraTMBHOIO BO3[EACTBMA Ha OKPY>XKAKOLLYH Cpeay.
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OpobpeHo:

/mognuce/

3Hapto bpayuxunn (Andrew Brownhill)
MeHemxep No permcTpayun - rnobanbHbli 0TAEN
Jata: 11 nioHa 2020 .

NMHCTPYKUWNA gnsa MOTPEBEUTENEN
Mpe3epBaTMBbl N3 HATYpPa/lbHOTO flaTeKca

Durex® Invisible Stimulation

PeknT T BeHkunzep Xenckaap (FOK) /iTg,, CoeamHeHHoe KOponescTBO
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lMepes wcCNoNb30BaHWEM BHMUMATE/NIbHO MNPOYUTaTb WHCTPYKLUIO, 0COGEHHO ecnn npe3epBaTuBbI
MCNonb3yrTCA ANA OpasibHOro NN aHallbHOTO CeKca.

HapeBaTb npesepBaTMB [0 TOro, KakK TMeHWC KOCHeTcsA Tefna napTtHepa. 3TO MOXET NoMoYb B

NpefoTBPaALLEHUN HACTYNNeHNs GEPEMEHHOCTM 1 BO3MOXHOCTY Mepefjayn 3a6oneBaHuii, nepeatoLLnxcs
MONOBbLIM MyTEM.

BHVWMAHWE: lNpoBepuTb CPOK rOLHOCTM Npe3epBaTmMBa nepes ncnonb3osaHuem. Ecnv nHgmsmayansHas
ynakoBKa NnoBpex/eHa, BbI6poCUTb Npe3epBaTyB 1 MCNOJb30BaTh HOBbLIN U3 HEMOBPEXAEHHON YNaKoBKMK.

HA3HAUYEHWE / MOKA3AHWA
Mpe3epBaTVBbl NPUMEHAIOTCA B KayeCcTBe 6GapbepHOro CpeAcTBa KOHTpauenuuu Ans npefoTBpalleHus

HeXenaTeNbHON GEPEMEHHOCTU U ANs 3aluTbl 0T BUAY v apyrux 3a6onesaHuii, nepearoLnxcs nosiosbim
nyTem.

CNnocob NPMMEHEHWA

1. HagopBaTb YMaKoBKY CO CTOPOHbI 3y64aToil KPOMKM 1 aKKypaTHO 06pallaThCs C NPe3epBaTMBOM, T.K.
ero MOXHO MOBPEANTb HOTTAMU U OCTPLIMU NPeAMETaMU.

2. MpoBepnTb, YTOGbLI Mpe3epBaTUB Gblfl CBEPHYT HapyXy. CAaBMB HaKoMWTenb HafeTb Mpe3epBaTUB Ha
rO/0BKY 3permpoBaHHOro neHuca.

3. Pa3BepHyTb Mpe3epBaTVMB MO HampaBfieHW K OCHOBaHWIO MeHuca. OCTaHOBUTLCS M NPOBEPUTL Mpw

owyweHnn CcocCkKasb3blBaHUA Mpe3epBaTtnuBa UINM €ro YpPesMepHoOro CXXnMaHua neHuca, MOCKOJIbKY 3TO
MOXeT NPUBECTN K HapyLleHNIO LLeNnoCTHOCTK npesepBaThBa.

Cpa3y nocne 3sKynsuum W3BAeYb MNEHWC, MAOTHO MNPUAEPXMBAs MNpe3epBaTWB Yy €ro OCHOBaHMA, W
aKKYpaTHO CHATb Npe3epBaTuB.

4. BblbpocuTb B MyCOpPHOE BeApo. He cnyckaTb Npe3epBaTuB B YHUTAS.
B cnyyae He06X04MMOCTUN UCMNONb30BATh 4OMOMHUTENIbHYO CMa3Ky Ha BHELLIHe CTOPOHE npe3epBaTuBa.

Ecnv npesepBaTUB UCMONb3yeTCs CHavana Ans opanbHOro CeKca, AN APYrux nocnefyouinx BUA0B ceKkca
cneflyeT MCMOMb30BaTb HOBbIV Npe3epBaTyB.

lMpe3epBatuBbLl NpegHasHayeHbl TONLKO A1 O4HOPA30BOro UCMNoJfib30BaHUA. [MOBTOpHOE MCNOb30BaHMe

MOXET MPUBECTN K HapyLIeHUIO LieSIOCTHOCTY npe3epBaTBa UK YBENNYUTb PUCK Nepeaayn 3a601eBaHui,
nepeAatoLLMXcs NONOBLIM MyTEM.

MPOTNBOMOKA3AHWA

MoBbIWEHHast YYyBCTBUTENbHOCTb WM aNfeprus K 060My W3 KOMMOHEHTOB, BXOAALMX B COCTaB
npesepBaTHBa.

He noaXxoAuT AN aHaNbHOFO cekca.

BO3MOXHBIE MOBOYHbLIE 9® ®EKTbI

Mpe3epBaTUBbI M3rOTOBMEHbI W3 HATypanbHOro faTekca, KOTOPbIA MOXET Bbl3BaTb anfiepruyeckyto
peakuuto, BKOYas aHaMNakTUYeCKNIA LLIOK, eCIN Y NOTPEBUTENS anneprus Ha naTekc.

MEPbI MPEAOCTOPOXHOCTW

Mcnonb3oBaTb CMasKy, KOTopas PeKOMeHJoBaHa Ans WCMO/b30BaHUS C npesepBaTuBamMu. CMasku
HeDTAHOIO NPOMCXOXAEHMS WU Ha MacnsHol OCHoBe (HanpuMep, BasenuH, AeTCKOe Mac/io), HEKOTOpble
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neccapun, a TakXxe HEKOTOpPbIE JIEKAPCTBEHHbIE CpeAcTBa MECTHOIO NPpUMeEHeEHNA, KOTOPbIE HAHOCATCA Ha
NEeHNC Unn BBOAATCA BO Bnaraanue, MOrytT noBpeanTb NPe3epBaTuB.

MpeKkpaTUTb MCNONb30BaHWE MPe3epBaTMBa, ECIN YYBCTBYETCS AUCKOMGOPT UM pa3fpaxKeHne BO BPeMS
MCcNonb30BaHWA Npe3epBaTuBa.

MPOKOHCYNbTUPOBATLCSA CO CNELNAINCTOM:
- 0 COBMECTUMOCTW Mpe3epBaTMBOB C APYTMMU KOHTpaLenTuBamu;

- NMpn ncnosb3oBaHNUM NEKapCTBEHHOIO cpeacTtBa MECTHOINO NMPMMEHEHUA, KOTOPOE HAaHOCUTCA Ha MeHuncC
nnn BBOANTCA BO Baraianile;

- eCnv pasgpaxeHne/ AUCKOMKOPT COXPaHATCS MOC/e NCNOMb30BaHMS NPe3epBaTBa;
- @C/IV1 Bbl HE YBEPEHbI, eCThb /1N Y BAC aNneprus Ha naTekc;

- Npe3epBaTUB NPOTEKaeT UM NOPBaCA BO BPEMA €ro UCNo/b30BaHUA (chenatb 3T0 KaK MOXHO CKopee B
TeueHune 72 4acos).

Hu oanMH 13 MeTOLOB KOHTpauenuuum He MOXeT rapaHTMpoBaTb 100% 3aWiuTbl OT HeXenaTesbHOM
6epemeHHOCTU, BNY unn gpyrux 3abonesaHunii, nepeaatoLLnxcs nonoBbiM nyTem.

ycnopma XPAHEHWA W CPOK TOAHOCTW (mMosceT ObITb HaneyaTaHo Ha
BTOPMNYHON/NOTPebnTeNbCKOM ynakoBKe)

XpaHUTb B 3allULLEHHOM OT Bnarum mecte npu TemnepaTtype O - 25°C. M3beraTb NpPsiMbIX COMHEYHbIX
nyuyei.

Cpok rogHoCTK - 5 nerT.

OCHOBHbBIE TEXHWYECKWE XAPAKTEPUCTUKW (mMo>KeT OblTb HaneyaTaHo Ha
BTOPMYHON/NOTPEeONTENbCKON YNaKoBKe)
HoMuHanbHble pasMepbl: AinHa - 180 MM, WUPUHA - 52 MM,

OnwvcaHue: npsiMoii (OpPMbl, C HakKonuTenem, rnagkue, GecLBeTHble, M3 HaTypanbHOro nartekca, c
CU/TMKOHOBO CMas3Koii, coflepXKallleil CTUMYNPYIoLLee BELLECTBO, YbTPATOHKME.

[laTa nocnegHei peaakuunm NHCTPYKLNN:
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MepeBop AaHHOMO TeKcTa CAenaH MHOM, nepeBoAuMKoM MapblueBbiM FOprem Mropesuyem.

NoAMNuCh

Poccuitckaa depepaums
"opog MockBsa

[BajlaTb 4eTBEPTOro NOA [Be ThICAYM 4BajLATOro roga.
A, PebpuHa EneHaiMuTpreBHa, BPEMEHHO UCMOHSAOWas 0643aHHOCT I HOTapuyca

ropoga Mocksbl AkumoBa IMneba bopucosuua, CBUAETENLCTBYIO NOAJAMHHOCT b NOANUCY NEPeBOUMKA
Mapebiyesa KO pusa Uropesunya.

Moanuce cgenaHa B MOeEM NPUCYyTCTBUN.
JInyHoCTb nojnucaBLLEero JOKYMeHT YyCTaHOB/eHa.

3aperucTpuposaHo B peecTpe: No 77/09-H/77-2020-
B3biCKkaHO rocygapcTBEHHOI nownHel(no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycayr npaBoBoOro 1 TeXHUYecKoro xapakTepa:.

NnoAnnchb

E.[. Pe6bpuHa
epboBas neyaTb

HoTapuyca ropoga Mockebl Akumosa [.b
WMHH 770400047587*

Bcero npoLwHyposaHo, NPOHYMEPOBaHO
M CKpenneHo neyaTbio nncT(a)(oB)

BPWNO HoTapwuyca

noanmch

Poccuiickas ®eaepanus
["opog MockBa

[JBaguatb «iCTBcpioi 0 ntons e TbiCAYM [BAALATOrO rofa.
A, PebpuHa EneHa AMuTpureBHa, BPEMEHHO UCMOMHAOLLAS
WIOHHOCTV HOTapuyca ropoja Mocksbl AkuMoBa IMneba Bopucosuya,
~IbCTBYIO BEPHOCTb KOMUW C MPEeACTaBeHHOr0 MHE [JOKYyMEHTa.

30BaHO B peectpe: Ne 77/09-H/77-2020-

.B3blck™o AcyfapCTBEHHOM NOWMHLI (Mo Tapuagy): A py6.
(Onavero 3" KasaHMC yCyrnpaBoacLio U TEXHUUEYHOro XapaKTepa:

E.[l. PebpuHa

Bcero npowmto, npovymepoBsa
neyatblo YY nun”a) {
BPWNO HoTapuyc
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