KOlus

BE IT KNOWN that I, Laura Anne Pawley, Mezzanine Floor, Epsom Square, Epsom, Surrey
KT19 SAG;

CERTIFY ONLY that Brian Michael Howes, a United Kingdom Citizen, who is well known to
me, who, is duly authorised by Bryan Burton of Reckitt Benckiser Healthcare (UK) Limited
(“the Company") to represent them in this matter, has today caused the annexed:

e Technical Documentation of the Medical Device - Contex® Classic natural rubber
latex condoms

e Maintenance Documentation of the Medical Device - Contex* Classic natural rubber
latex condoms
e Instruction for Consumers - Contex® Classic natural rubber latex condoms

For use in Russia to be produced to me and that he has represented to me on behalf of the
Company that the said documents are true electronic copies of the documents.

SIGNED and sealed at Mezzanine Floor, Epsom Square, Epsom, Surrey KT19 SAG on the 15"
of November 2023.

Protocol No:

Laura Anne Pawley
Notary Public
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Dear Sir / Madam

| Bryan Burton of Reckitt Benckiser Healthcare (UK) Limited CERTIFY that the attached bundle of documents
containing;

TECHNICAL DOCUMENTATION OF THE MEDICAL DEVICE - Contex*® Classic natural rubber latex condoms
MAINTENANCE DOCUMENTATION OF THE MEDICAL DEVICE - Contex® Classic natural rubber latex
condoms .

e |NSTRUCTION FOR CONSUMERS - Contex® Classic natural rubber latex condoms

is 3 true electronic copy document for use in The Russian Federation.

Name: nyan Burton

£ioctroni a'ly saigred Oy Hryar Surion

Signature: 14 34’1 Surton Reason « azprove Png aocument

Cate Nov 14 07309 18 SMT

Date: 14-Nov-2023
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Approved by: Andrew Brownhill

Global Regulatory AfTairs Senior Manager

Date: 13-Now-2023
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TECHNICAL DOCUMENTATION
OF THE MEDICAL DEVICE

Contex® Classic natural rubber latex condoms

Reckitt Benckiser Healthcare (UK) L., UK

Version 1.3

2023
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NAMK OF THE MEDIC AL DEMCE

Conlcx k Classjc nalurni mbbcr talcx coadonis in \arjations.

Centex Kk Classic natural rubber latex condoms ? pcs. per pack
Centex k C'lassic natural rubber latex condoms 6 pcs. per pack.
Centex R Classic natural rubber latex condoms 12 pcs. per pack
Centex K Classic natural mbbcr latex condoms IS pcs. per pack.
Centex R Classic natural mbbcr latex condoms 30 pcs. per pack.

DN —

SIS

PL RPOSE OF THE MEDICAL DEVICE
Condoms are used as a barrier contraception to present unwanted preynanc\ and to protect ayamst HIV and
other sexualK transmitted diseases.

POTENTIAL CONSL MERS OF THE MEDICAL DEVICE
Medical Dc\ ice is intended to be used > la>persons,

MEDICAL DEMCE POTENTIAL RISK CLASS; 2b

STERILITY
The deuce is non-sierile

MEDIC AL DEMCE DESCRIPTION
ConlcxR Classic natural mbbcr latex condoms are colorless, smooth, thin, straight walled, leal ended, m
silicone lubricant. Made t'fom natural latex.

TECHNICAL CH ARACTERISTICS

Test Method used by the

Technical parameter Specification manufacturer Frequency
o I1SO 4074:2015 clause 9.3.1
CoiKloin length, mm IHO£10 Annex D Everx batch
Condom Alidlh. inm I1SO 4074:2015 clause 9,.1.2
(measured at 30 nnii from 52 +2 Annex E Evefx batch
the bead)
Teat length, mm Min 1i Appendix 1 Once a month
ISO 4077:2015 clause 9.T.'
Thickness, mm 0,071)+0.004/-0.008 Annex F Everxbatch
Bead thickness, inm 12 Appendix 2 Everv batch
Condom weight (after )
removed from the priinao 1f)0(),5 Appendix Once a month
package. W2). g '
Elongation. Median > 700 150 4074:2015 Awkx J Once a monili
Elongation. % (aged) Median >600 I1SO 4074:2015 .Annex J Once a month
Tensile strength. mPa Median > 20 ISO 4074:2015 Annex J Once a month
I;un:(;;e strength. mPa Median > 17 (SO 4074:2015 .Annex J Once a month
ISO 4(M4.2015 clause 12 :
Freedom from holes Impcmieablc Annex M Eicix batch

RAW M.ATERI.ALS (lo material is based on theoretical \alue)
y
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Numinal euntent of the

Material material. Trade name
%+/-10%

Basic material:
- Compoimdcd Natural Rubber kilc\ 76.92 NR Latex CoiKcmraic CLoo HA
Uustinu material:
- Calemin Carbomitc 2.4 Calcium carbonate light Rluesiar
» Magnesium Carbonaie 015 Extra Light Magnesium Carbonate
Lubricant;

BRB SihconcOil DM 550 EP*/
- Silicone 20 46* - 20.50** Angela\ k 550CS**

Zeus Odour masking agent
- Odour masker 0.02* -0 05** FLA702SI*/
TraiiSiUak TAK-181256**

Raw Material Additional Information

Compounded Natural Rubber NR Latex CorKculralc CL60 HA is a trade name of natural latex raw material

latex used in compounded NRL

Silicone *BRB Silicone Oil DM .150 EP and **Angcla> k .>5()CS arc trade names of
tltc silicone

Zeus Odour masking agent FLA702S1 */ Transaiak T.AK-181256** arc inide

Odour miisker ..
icimes of th»e odour masker.

P/IC KAGING INFORMATION
Prinuiry packuiiinn

Packafic dimensions:
IndiN iduai foil. 6()x2 mm \ 6()x 2 mm.

Each condom is packaj®*cd m pnman packa“mg oTmultJ-laycr malcnal (foil)
The table bciow shows the maicnals used in the mamitacuirc oCpriman packa.uim
Frontal toil layer:
PET/AL/LDPE
Back Toil layer:
PET/AL'LDPE
From ihc outer to the inner foi la\er
PET - Pol\clh\lcnc lerephihalalc (PoKeih\l benzene-l.4-dicarbo\ylate)
AL - Alumimum
LDPE = Low Dcnsiu Polveth>lene

The condom m the pnmaiy packauini” is packed into the sccondar> one - carton pack - of the quamiK
indicated m the secondar> package

.Sc tmilurv nnekul’inl’
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Secondarv packaging is a carton pack wrapped with the transparent tape where applicable The iiuamih ol
ccHidoms IS indicated m the pack.

Below ISwlonnanon about the o\era!l dimensions ofsecondar\ packages for all medical dc\ ice \anaiions.

1 Contex® Classic natural rubber latex coiuloins 3 pcs. per pack.

Dimensions
Value Tolerance
Length, mm 64.5 -/- 1
Width, mm 10.5 i
Height, mm 74 +/-

2. Contex® Classic natural rubber latex condoms 6 pcs. per pack.

Dimensions
Value Tolerance
I ength, mm 63 +-1
Width, mm 21 +-1
Height, mm 124 y- 1

3. Contex® Classic natural rubber latex condoms 12 pcs. per pack.

Dimensions
Value Tolerance
Length, mm 63 w. 1
Whdth. mm 37 Y- |
Height, mm 124 1

4. Contex® Classic natural rubber latex condoms 18 pcs. per pack.

Dimensions
Value Tolerance
Length, mm 82 1
Width, mm 51 1
Height, mm 124 1

5. Contex® Classic natural rubber latex condoms 30 pcs. per pack.

Dimensions
Value Tolerance
Lxngih. mm 95
Width, mni 64 -- 1
Height, mm 124 i

PACKAGE COMEM S OF THE MEDICAL DEVICE

4
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The medical deuce is packed m a sccondan mconsumer package ol'3 pcs a pack, b pcs a pack, 12 pcs. a
pack, Ix pcs a pack or 30 pcs. a pack It is accompanied b\ the instruction for consumers that can be enclosed
in the package or printed w the inside and ' or outside of the package

LABELLING INFORMATION

Each individual package is labelled \nitli:
— trademark,
— lot number (LOT).
— expirv date (EXP)

Ss mbols used for labelling and what the\ mean

Expir> dale
| |[1ot] Lot number

standards

The lolloumg infoimaiion is applied lo the outer surface of the secondar>/consumer package
— condom descnpiion.
— quantit\ ofeondoms in consumer package.
— nominal condom length.
— nominal condom width:
— indication that condom contains lubricant.
— indication that the lubricant docs not contain speniiicidc.
— - indication that the condom contains natural latex:
— storage guidelines.
— name and address of the manufacturer:
— countiA of origin (if applicable):
— - lot number.
— cxpir\ daie(E.XP)
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Adduioiiol inlomialion caii be printed on the outer surtacc ol the secondaiA/ consiinicr package including
reference to international standards

Outer or inner surlace ol consumer packages and/or package insert contains prescribing information, winch
includes

— reminder to handle the condoms careful K. including when removing them out of the package:

— indications, contraindications, precautions for use. possible side effects:

— method of application.

— neccssitv to remo\e condom right after sexual intercourse:

— neccssiu to exclude petroleum- and oil-based lubricants.

— necessity to use safe additional lubricant if needed.

— neccssiu to consult a specialist on compatibility with topical medications.

— disposal instructions for used condoms:

— the condom is a disposable product

iXDICATIONS
— prevention of unwanted pregnanev:
— protection from HIV and other scxualK transmuted diseases. .

CONTRAINDICATIONS
H>persensitiMIlv or allergx to an\ of tlic components in condom composition.

PRECAITIONSFOR tSE

Put a condom on before the penis touches the other pereon This helps to prevent pregnanev and the
possibilitv of catching scxualK transmitted infections Check the expirv date on the condom wrapper before
you use It. Do not use the condom after the expiration dale If the indiv iduai container is obv lousK damaged
or deterioration in the properties of the condom is delected discard that condom and use a new one from an
undamaged package

Use the lubricant recommended for use with condoms. Petroleum- and oil-based liibricanls Ipctroicum jcllv.
babv oil and some pessaries) and some topical medicines that are applied to the penis or vagina can damage
condoms.

Slop use ifvou feel discomfort or irriuuion while using the condom.
Consult a specialist
— about the compalibililx of condoms wiih other contraceptives:
— ifyou arc using topical medicines applied to penis or vagina:
— imiation/discomfon persists after use.
— vou arc unsure ifvou arc allergic to latex.
— acondom leaks or bursts during use (do this as soon as possible and wiihm 72 hours).

For anal sex. if it is necessarv use additional lubrication on the outside of the condom
Condoms niav present a choking hazard Keep out of reach of children.

If\ou use a condom for oral sox first, vou should usc a new condom for anv other tvpc of sex that follows
Use a condom onK once Reuse ma\ increase risk of failure or infection
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Ncmc of Uic coiuraccplion methods can guarantee 100"» protection against unwanted prcgnanc\ . HIV and
cHher scxualls transmuted diseases

POSSIBLE SIDE EFFECTS

Condoms arc made ol natural rubber latex, which, like an\ component of the condom, might cause allergic
rcacuons including anapln lactic shock if user is allergic to latex

APPLICATION

Tear the package at the toothed edge and handle the condom carefully as it can Ix; damaged by fingernails
and sharp objccls

Make sure that the condom is not inside out. Having squcc/ed the teat place the condom on the top of the
erect penis. Roil 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\ou feel the condom slipping olTor tightening excessively onto the penis because
this might lead to breakage.

Soon after ejaculation pull the penis out holding the condom firmK at the base of the penis and carcfulK take
the condom otT

Dispose LU a bin. Do not Hush the condom down the toilet.

TRANSPORT.ATION
There are no special conditions required for iransporiaiion

EXPLOITATION CONDITONS

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

STORAGE AND SHELF LIFE
Store the product in a dr> place at 0-25 °C. Avoid mechanical impact and direct sunlight.

The condom must not conic into contact with petroleum products, phenols and their dcn\ alives. oils of
p>clrolcum ongin. gasoline, kerosene and other organic substances.

Shelf life - 5 years.

RISK MANAGEMENT SUMMARY

In accordance with the BS EN ISO 14071. Medical devices - Application of risk managemciU lo medical
devices, the international standard for medical dev ice risk management an assessment ol'risk relating to the
use of medical dev ice has been conducted.

INFORMATION ABOI/1 BIOC AMPATIBILITV
Test Standard : Biological effect

In vitrocvtotoxicity ISO 100¥3:5*  Toxic at 1:4 dilution

testing

Maximi/alion The test articles showed no evidence of causing delayed
Scnsili/ation IS0 100V310 demial contact scnsiti/alion

Imtalion ISO 10993-10  Test articles was considered a non-irritant to vaginal tissue
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Therc was no monalil\ or evidence of s\sicmic toMcilv
from test article

t*ISO I0'W -5 <ugwesl' rtiat a re>pon<A; grade of me>deratc or severe should be ciaisideretl a cvte»tolie erteei. Ttie tvpical condom result
INias been Ibund nol to he associaleil with am fwoblein in the regular use ol aindonis b\ male or the fcnwilc partner Ifthe results ol olhiy

bfstmg (ivpicalK scnsiii/ation and initalion lests.i ami associated evahiiituais are seen as acceptable then the cytotoxicitv result sluhild
Ibe considered in contest and Hie condom considered to meet the requirements of ISO FOY¥3. llio results indicate that Contes R Classic
:natural rubber lates can be considoretl to be potentially bmlogicalK safe.

Aculc svstcmic lo\icit\ ISO 10W3-

MAM Pn\CT1 RING PROCESS
See Appendix 4

MEDICINAL OR PHARMACELTICAL SI BSTANCE CONTAINED IN THE MEDICAL DEVICE
Nol applicable.

LIST OF MATERIALS OE ANIMAL AND (OR) HL MAN ORIGIN

Compounded natural rubber latex contains casein (0.02% + 1()%ol u3e contents of it. fimctionsas a stabili/cr)
that is considered as a dern ative from tissuc/malcnals of animal origin as it is extracted from milk

Casein (milk protein) is a nalurn! by-product of milk It has no known toxic clTccls although it ma\ cause a
reaction m individuals witii an allcrgv to milk The exposure from tlic condoms is considered not to pose an\
additional risk to users of the condoms.

The de\ icc docs nol conlam ain human blood derivatives,

STERILIZATION
The medical dc\ ice is presented as a non-slcnlc device and is nol intended to be stcrili/cd thereafter.

SOFTWARE DESIGN, DEVELOPMENT AND VALIDATION
Not applicable.

MAINTENANCE AND REPAIR
Not applicable, as the product should be disposed of after a single use b> a user

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The dc\iccs should be used in accordance with tlic instructions for use. In household use. liic product is
disposed of as household waste Do not put it down the drain In all other cases, the condoms arc disposed
of in accordance with local requirements.

ENVIRONMENT SAFETY REQL IREMENTS
With proper usage, storage and disposal ContexK Classic natural rubber latex condoms ha\c no negative
impact on the cn\ ironmcin

Test Method used bv the manufacturer

Appendix 1. Test method for condom teat length determination (D8291875)
» Sample preparation
0o Dipped condom
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Dr> dipped condom before rolling will be used for this lest. Sirclch the condom sligluK hsicc
lo smooth out the wrinkles,
o Condom m container

Move the condom inside the indu idual container such that it is awav from liic area where the
container is lo be torn. Tear the container and remo\ ¢ the condom. Do not use scissors or
other sharp instruments to open the package.
Unroll the condom, stretch it slighlK twice to smooth out the vvnnkles. Lubricants ma\ be
rcmo\ed b\ washing with a suitable solvent If a soivem is used to remove the lubricant an
adequate period of drv mg should be allowed before testing.

Pul the condom ov cr the mandrel, hav ing a rounded end with a diameter of (25£2) mm wiih a scale

divided into millimclrcs and dimensions wiih the /ero beginning at the rounded end. and let it hang

freely, stretched onl\ b> its own mass.

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

iefA(ch

Figure 1 Length of condom leal

Picture 1 Apoint nuiiLcd at ilk junction of condom teat and ilie shoulder.

Remove the marked condom out from the mandrel La> it Hat and pul the ruler on lop and measure
the distance between the marked point and teat end b\ using a calibrated ruler and record the result.

Appendix 2: Test method for measurement of condom bead thickness <L.AB/LT-DMS/I6, t)8291 143)
» Take a condom out of the pack or use a dried condom and spread it out geniiv.
» Measure the lInckncss of the bead by thickness gauge with the nearest reading of QU1 mm
» Repeat llic measurement another 2 times.
» Average condom bead thickness for indi\idual condom will be calculated

Appendix 3: Test method for condom weight (after removed from the primary package) (D8291956)
e Weigh individual foiled condom and record the weight (W1)
« Weigh adn and clean petri dish and tare /ero
* Move the condom inside the indiv idual package such that it is awa\ from the area where the package
ISto be tom. Tear the package. Do not use scissors or other sharp insiruments to open the package.
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Rcnio\ ¢ the condom carefulK out of tlic opened foil package b\ using a dr> and clean forceps and

place it on the peln dish. Record the weight of condom (W2).
Ensure that pelri dish and forceps are dr\ and clean before testing next sample.
Weight of foil package and remaining lubricant and powder after condom rcmo\al (W3) W 1- W2

*Appendix 4

10
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[Appro\cdb\  Andrew Brownhill

Hobal Regulators AlTairs Senior Manager

[Date  13-NOV-2023
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MAINTENANCE DOCUMENTATION
OF THE MEDICAL DEV ICE

ContexvK) Classic natural rubber latex condoms

Rcckitt Henckiser Healthcare (VK) Ltd., UK

I'ersion 1.3
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2023

NAME OF THE MEDICAL DEVICE

Conic\ R Classic nauiral rubber latex condoms m \ anaiions.
1 Contex R Classic natural rubber latex condoms 3 pcs. per pack
2 Contex R Classic natural rubber latex condoms 6 pcs, per pack
3. Contex R Classic natural nibber latex condoms 12 pcs. per pack.
4 Coiitex K Classic natural rubber latex condoms 18 pcs. per pack
®» Contex R Classic natural nibber latex condoms 30 pcs, per pack.

MANL FACTLRER
Rcckiu Benckiscr Healthcare (LK) Ltd , 73-FO 3 Baili Road. Slough. Berkshire. SLI 3 UH. UK,

M/IM EACH RING SITE
SSL Manufaclurmg I Lhailand) I td.. WcUgrow Industrial Estate % & MM, Moo 5. Bangna-Trad Road
KM.30, Bangsamak, Bang]jakong. Chachoengsao. 24180. Thailand:

ALTHORIZED REPRESENT ATIVE OF THE M AM FACTL RER
Reek lit Benckiscr Healthcare LLC. Floor 3. 4 ShI\u/a\ a\ a einb . .Moscow. 115114. Russia
Phone “7 (405i 901 25 65; fax: -7 (495) 961 25 66

PURPOSE OF THE MEDICAL DEV ICE
Condoms are used as a barrier contraception to prc\cnl unwanted pregnanew and to protect against HIV and
other scxualK transmitted diseases.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE
Medical Dc\ icc is intended to be used b\ laypersons.

MEDICAL DEVICE DESCRIPTION
Centex k Classic natural rubber latex condoms arc colorless, smooth, thin, straight walled, teat ended, in
silicone lubricant. Made from natural latex.

TECHNICAL CHARACTERISTICS

Technical parameter Specification
Condom length, niin 180|(l
Condom width, nun 5 x2
(measured at 30 min from ilic bead) X
Teat length, niiii Min 11
Thickness, mm 0,070+0.004/-0.008
Bead thickness, mm 1-2
Condom weigh! (after rciiio\cd from ihe prinum package, W2). ¢ 160405
Eiongaiion. % Median > 700
Elongation.  (aged) Median > 600
Tensile strength. mPa Median > 20
Tensile strength. mPa (aged) Median > 17
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Freedom from boles Impcrmcabb

INDICATIONS
— prc\enlion ofimw anted prcgnanc>.
— protection from HIV and other scxualK transmitted diseases

CONTRAINDICATIONS
H\ pcrscnsiulit> orallergN toan\ of Uic components in condom composiiion.

PRECALTIONS FOR LSE

Put a condom on before the penis touches the other person. This helps to prevent pregnanev and the
possibilitx of catching sexualK transmitted infections. Check the expiix date on the condom wrapper before
>ou use It Do not use tlie condom after the expiration date. Ifthe mdiv idual container is ob\ IOusK damaged
or delcnoralion in the properties of the condom is detected discard that condom and use a new one from an
undamaged package Use the lubricant recommended for use with condoms. Petroleum- and oil-based
lubricants (petroleum jcIK. bab\ oil and some pessaries) and some topical medicines that arc applied to the
penis or vagina can damage condoms.

Slop use if>ou feel discomfort or irritation while using llie condom

Consult a specialist if;
— about the compalibiliu of condoms with other contraceptives:
— if vou arc using topical medicines applied to penis or vagina;
— wutnalion,M13cotlbn persists after use:
— vou arc unsure if you arc allergic to latex.
— acondom leaks or bursts during use (do this as soon as possible and wilhin 72 hours)

For anal sex. if it is ncccssarv use additional lubrication on the outside of the condom
Condoms ma> present a choking hazard. Keep out of reach of children

Ifvou use a condom for oral sex first, vou should use a new condom for anv other tvpc of sex lliat follows.
Use a condom onlv once. Reuse ma\ increase risk of failure or infection.

None of the comraceplion methods can guarantee IOON) protection against unwanted pregnanev. HIV and
other sexualK transmitted diseases.

POSSIBLE SIDE EFFECTS
( ondoms are made of natural rubber lalc.x. which, like anv component of the condom, might cause allergic
reactions including anaphv lactic shock if user is allergic to latex.

APPLICATION
Tear the package at the toothed edge and handle the condom carcfulh as it can be damaged bv fingernails
and sharp objects.

Make sure that the condom is not inside out. Having squeezed the teal place the condom on the top bl 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 Slop and check ifvou feel the condom slipping o ff or tightening excessivelv onto the penis because
this might lead to breakage.

Soon after ciaculalion pull the penis out holding the condom firmlv at the base of the penis and carcfulK lake
the condom ofT.
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Dispose in a bin Do not flush the condom down the toilet

STORAGE CONDITIONS AND SHELF LIFE

Store the product in adr\ place at 0-25°C. Avoid mechanical impact and direct sunhyhl

The condom must not come into contact witli petroleum products, phenols and tlicir dcrilati\es. oils of
IKiroleum origin, gasoline, kerosene and other organic substances

Shelf lile - 5 years.

MEDICINAL OR PHARMACELTICAL SUBSTANCE CONTAINED IN THE MEDICAL DE\ ICE
Not applicable.

LIST OF MATERI ALS OF ANIMAL AND (OR) HUMAN ORIGIN
Compounded natural rubber late\ contains casein (().02” >t 10% of the conicnis ofil). functions as a siabi li/er
that ISconsidered as a derivative from tissuc/materials of annual origin as it is cMracied from milk.

Casein (milk protein) is a natural b\ -product of milk. It has no known toxic effects although it nun cause a
reaction in indi\ iduals wiih an allergy to milk The exposure from the condoms is considered not to pose am
additional risk to users of the condoms @

The de\ ice docs not contain atn human blood derivatnes.

STERILIZATION
The medical device is presented as a non-sterile de\ ice and is not intended to be stenli/cd llicreaftcr

LSAGE WITH OTHER MEDICAL DEV ICES

Condoms can be used on their own to pre\cnt from STIs and pregnanc\ and aren’t intended to be used in
conjunction with other medical dc\ices.
Howe”er. consumers can use condoms with condom compatible lubricants if needed

INSTALL ATION. MAINTENANCE. CALIBR ATION
Not applicable.

CLEANING. DISINFECTION, STERILISATION OF THE MEDICAL DEV ICE
Not applicable.

INTERNATIONAL STANDARDS
ISO 13485
ISO 14971
ISO 4074

PREC V n IONS TO BE TAKEN BY USER RELATED TO THE DISPOSAL OE THE DEV ICE
ConlexR Classic natural rubber latex condoms should be disposed m a bin. The condoms should not bo
Hushed the condom down the toilet.

DATE OE THE ISSUE/ THE LATEST REVISION OF THE MAINTENANCE DOCUMENTATION
11,2022

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The de\ iccs should be used in accordance witli the msiniclions for use.
In household use. the product is disposed of as household waste. Do not put it down the dram.
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In all oilier eases, the condoms arc disposed of in accordance with local rcquircmenis.
ENVIRONMENT SAFETY REQL IREMENTS

With proper usage, storage and disposal ContexR Classic natural rubber latex condoms lia\c no ncgali\c
impacl on the environment
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INSTRI CTION FOR CONSI MERS

Centex® Classic natural rubber latex condoms

Reckitt Henckiser Healthcare (VK) Ltd., UK

Version 1.3

2023
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Rend the instruction corefull\ before use. cspccinlly if condoms arc used for oral or anal sex.

Put a condom on before the [xjms touches the other person This helps to pre”cnt prcgnanc> and the
possibilil> of catching scxualh transmuted infections

ATTENTION Check the expirx date on the condom wrapper before >ou use it If the individual container is
ob\ loiisk damaged or deterioration in the properties of the condom is detected discard that condom and use
a new one from an undamaged package.

Condoms arc used as a barrier contraception to prevent unwanted pregnanev and to protect against HIV and
other sexualN transmitted diseases

APPUCATION
I Tear the package at the toothed edge and handle the condom carefulh as it can be damaged b\ fingernails
and sharp obiccls.

2. Make sure that the condom is not inside out. Ha\ing squec/cd the teat place the condom on the top ol 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\ou fee! the condom slipping off or tightening e\ccssil\cl\ onto the penis because this
might lead to breakage.

Soon after ejaculation pull the penis out holding the condom firmK at the base of the penis and carefully take
the condom ol T

-1 Dispose in a bin. Do not flush the condom down the toilet

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

Condoms ma\ present a choking hazard. Keep out of reach of children.

Ifsou use a condom for oral sex first. >ou should use a new condom for ain other t>pc of sex that follows.
Use a condom only once. Reuse ma\ increase risk of failure or infection.

CONTRAINDICATIONS
H\ pcrsensitivits or allergs loans of the components in condom composition.

POSSIBLE SIDE EFFECTS
Condoms are made of natural rubber latex, winch might cause allergic reactions including anaphs lactic shock

if user IS allergic to latex

PREC AUTIONS FOR USE
Usc llic lubricant recommended for use ssilh condoms. Petroleum- and oil-based lubricants {petroleum jells.

babs oil), some pessaries and some topical medicines that arc applied to the penis or sagina can damage
condoms
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Stop usc 1t vou leel discomfort or uritauon while using the condom.
Consult a specialist
~— about the compatibility of condoms with other contraceptives.
— il'vou arc using topical medicines applicd to penis or vagina.
— ifirrtatilon/discomfort persists after usc.
— 1"y ou arc unsurc 1f you arc allergic to latex:
— if a condom lkeaks or bursts during usc (do this as soon as possible and within 72 hours).

Nonc of the contraception mcthods can guarantce 100°4 protection against unwanted pregnancy. HIV and
other sexually transmitted discascs.

Date of the latest revision of the mstruction. 112022

‘ad
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[lepeBon ¢ aHTIMHCKOrO A3bIKa HA PYCCKHUI A3LIK

HA BYJAET H3BECTHO, uto 1, Jlopa Jun INonu (Laura Anne Pawley), Me3oHuHHNI 3Tax,
Aucom Cxsap, DncoM, rpaderso Cyppe#, KT19 8AG (Mezzanine Floor, Epsom Square, Epsom,
Surrey, KT19 8AQG),

HACTOSIIMM NOATBEPKIAIO, uro Bpaiian Maitkn Xoys (Brian Michael Howes),
rpaxaannE Coeannennoro KoponeBcTBa, MHYHOCTH KOTOPOIC YAOCTOBEpEHA MHOH NHuHO,
ROMKHEIM 00pa3oM ynogHoMoueHHuld DBpaitasom Beprowom (Bryan Burton) ot HMeHu
koMnanun Pexurt benkusep Xencxsap (FOK) JIumnren (Reckitt Benckiser Healthcare (UK)
Limited) (manee — «Komnanus») Ha npeAcTanneHHe ee HHTEPECOB MO AAHHOMY BOIIPOCY,
CETORHSA APEAOCTABII MHE NMPAJIOKEHHEIE AOKYMEHTEL

e TexHHueckas AOKyMEHTaUWsA Ha MEAMIMHCKOE H3genne «[IpesepraTunu 3
HaTypansHoro narekca Contex® Classicy,

* DKCIyaTallHOHHAd ROKYMEHTAIMA HAa MeAHUMHCKOE Hinemme «[Ipesepsarusni n3
HaTypanbroro aatexca Contex® Classicn,

e Huctpyxumsa pis notpeSureneii — «[IpeseppaTuBE M3 HaTypanbHoro Jatekca Contex®
Classic»

ANA HCTIONb30BaHUA B Poccuiickoit Genepaunu u 3aaBr or AMeHM KoMmnawum, uTo yKasanHkle
HOKYMCHTHI ABJIAIOTCA HOUTHHHBIMH NICKTPOHHBIMH KOMTHAMH NOKYMEHTOB.

AOKYMEHT IIOAINNCAH u cxperleH Neyarplo No anpecy: Me3oHuHHBIA 3Tax, OncoM
Ckeap, Oncom, rpadereo Cyppeit, KT19 8AG, 15 HosOps 2023 r.

Howmep npotokona: 2023-6781

/noonucs/
Jlopa Jan loan
Tocyaapcreennsiit norapuayc

Kpyraas peasedunas repGosam neuarn: JIOPA DHH I[10JIM, TOCYJAPCTBEHHBIN
HOTAPUYC
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Jlororun: Pexutt (Reckitt)
Veaxaemble rocnoaa!

S, bpailan Bepror, or mMenn kommaHnu Pekutrr Benxmsep Xencksap (IOK) Jlummren
NOATBEPXIAIO, uTo BKIIOYCHHBE B NAKET JOKYMEHTOB HIDKETIEPEMHCNICHHRIE IOKYMEHTHI:

o TEXHHYECKAS NOKYMEHTALIUA HA ME%&].[HHCKOE U3ENUE —
IIpe3epBaTHBL M3 HaTypankHOro natekca Contex™ Classic

o DKCIUTYATAILIMOHHASA IIOKYMBHTAL[PI’I HA MEJANLIMHCKOE U3JIEJIUE —
INpesepsaTnBu u3 HaTypansHOro Natekca Contex® Classic

° HHCTPYKI_II/IH JUIA NTOTPEBUTEJEN — TlpesepBaTuBh H3 HATYPANEHOIO aTeKca
Contex® Classic

ABNAIOTCA MOUIMHALIMH 3/ICKTPOHHBIMM KOIHAMH JOKYMEHTOB IUIl HCHONIB30BaHHA B
Poccuiickoit @eaepaiun.

Hms: Bpaiian bepron

HOMIICB! /nodnuce/ InexTpovman noannce: bpaitan Beprow
OcHoBahKe NAR HOANHCANMA: 5 yTRCPKAMO AAHHWY AORYMEHT
Jrra: 14 noaGps 2023 r. 09:18 GMT

JaTa: 14 Boabps 2023 r.

Pexnvt Benkuiep Xenciaap (10K) Jumsrea
103-105 Bar Poya, Ciay,

Bepkunp, SL1 3UH, Coenunennoe Koponescrao
(103-105 Bath Road, Slough,

Berkshire, SL1 3UH, United Kingdom)

Ten.: +44 (0) 1753 217800

Qaxc: +44 (0) 1753 217899

www.reckitt.com

Komnanws saperncypapozana 8 Anrmw w Yansce, Ne 00261312 Japerncrpupomnnwi owic: 103-105 Bar Poya, Cnay, Bepxump SL1 3UH,
Coenmnerrioe Koponescrso.
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Yreepxaeno: Juapio Bpaynxumn (Andrew Brownhill)
Crapmmit MeHezXep MOGAIBHOIO PEryISTOPHOIO OTAEIA
JHara: 13 HogGpa 2023 r.

HO,D,IIHCBZ /noonuce/ OnerTpornad noanucs: Inapo Bpayixunn
OcHOBANE IUTA MOANHCAHRA: ST yTRepwamo aanynll noKyMeHT
Jara: 13 noalpa 2023 r. 10:06 GMT

TEXHHYECKAA JOKYMEHTAILIAA
HA MEJUIIMHCKOE H3/IEJIME
Ipe3epBaTHBB U3 HATYpaJbLHOro JaTexkca Contex® Classic

Pexumm benxusep Xencxaap (FOK) JIimo., Coeounennoe Koponeecmaso
Bepcuan 1.3

2023
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HAMMEHOBAHWE MEANUMNHCKOIO USAENNA
Mpe3epBaTMBbI U3 HaTypanbHOro natekca Contex*' Classic, B BapuaHTax UCMOJIHEHUSA:
1. TlpesepBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 3 wr./yn.
2. TpesepBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 6 wT./yn.
3. MMpesepBaTtuBbl U3 HaTypanbHOro natekca Contex® Classic no 12 wT./yn.
4. Tlpe3epBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 18 wr./yn.
5. TpesepBatuBbl U3 HaTypanbHOro natekca Contex® Classic no 30 wT./yn.

HASHAYEHWE MEANUMNHCKOIO N3AENNA

Mpe3epBaTMBbl MPUMEHAOTCA B KayecTBe 0apbepHOro cpeAcTBa KOHTpauenuuu Ans
npeaoTBpalLeHNA HexenaTenbHON 6GepeMeHHOCTM W ANa  3awutel oT BWY un  pgpyrux
3aboneBaHunii, nepefatoLLMXCsA NONOBbIM NYTEM.

MOTEHUWMAJNIbHBIE MOTPEBNTENAN MEOVNLUWNHCKOIO N3AE/TUNA
MeanuMHCKoe W3fgenve npefHasHayeHo AN WCMNOMb30BaHUS HenpogeccuoHanamu. He ans
KNIMHNYECKOTO NPUMEHEHMS.

KNTACC NOTEHUWMANTBHOIO PUCKA MEAVNLWVNHCKOI O USAE/TNA: 2b.

CTEPUNIBHOCTb
M3penve He CTepusibHO.

OMMCAHVME MEOVNLVNHCKOIO N3AENNA

Mpe3epBaTyBbI 13 HaTypanbHoro natekca Contex® Classic - GecuBeTHble, FNagKue, ¢ NPAMbIMM
CTEHKaMM, TOHKME, C HaKOMWTeNnem, B CUMAIMKOHOBOW cmaske. [Mpe3epBaTvBbl U3FOTOB/EHbI U3
HaTypanbHOro nartekca.

TEXHNYECKWME XAPAKTEPUCTUKWN
MeToz “cnbiTaHus,

TexHNYecKuii napameTp Cneundukaums MCMONb3yemblii NPOM3BOANTENEM YacTtoTa
[nvHa npesepsatvsa, MM 180+ 10 ISO 40|_|7[;1M!218:)L|23:My :'g 931 }f:?rjﬂzﬂ
LLinpuHa npesepsatvea, MM 50+ 2 I1SO 4074:2015 nyHKT 9.3.2 Kaxpgas
(n3mepsieTcs B 30 MM OT BEHUMKA) MpwnoxeHwe E cepus

Pa3 B
[/MHa HakonuTens, Mm MuH. 11 MpunoxeHne 1 MecsiLl
TonwyHa, Mm 0,070+0,0047-0,008 IS0 4%73;51%}*(56:%:? 933 *i?;ﬂ;‘”
TonwmHa BeHUMKa, MM 12 MpunoxeHwe 2 lf:z)gﬂzﬂ
Macca npe3sepsaTusa (rnocne Pa3 B
M3B/IEYEHNSI U3 MEPBUYHOI YNaKoBKK), T 160+05 Mpunoxerive 3 MecaL,
OTHOCUTENbHOE YA/IMHEHVE NpU ) Pa3 B
paspoise, % He meHee 700 1SO 4074:2015 MpunoxeHue J MecAL
OTHOCUTENBHOE YAJIMHEHVE MPU } Pa3 B
pa3pbige. % (TIOCNIe CTapeHVs) He meHee 600 I1ISO 4074:2015 MpunoxeHue J MecsiLy
YCi0BHas MPOUHOCTb NP PACTKEHNM, He meHee 20 1SO 4074:2015 Mpunoskerue J Pas B
MTlMa MecsL,
YcnoBHaa NPOYHOCTL NPU PaCTAXEHNM, : Pa3 B
Ma (nocne cTapenis) He meHee 17 ISO 4074:2015 TMpunoxxeHwe J MecsiL
"epmeTnYHOCTL epmeTnyeH IS0 ﬁ%ﬁﬁgﬁimﬂgﬁf 12 }im;ﬂ
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MATEPHAJIBI HU3I'OTOBJIEHHUSA (% coaepxaHus MatepHajla OCHOBaH Ha TEOPETHYECKOM

3HAYEHHH)

Martepnan u3roTopiieaHs

HomunaabHoe coaepxanne
MaTepHaNa,
% +/-10 %

Topropas mapka

OcHoBHo# MaTepuan:

- CocTaBHO# HaTypanbHbIii

natexc 76,92 NR Latex Concentrate CL60 HA
Onyapusalowmnii matepsan:
- Kanbuns kap6onar 241 Calcium carbonate light Bluestar
- Markusa kap6oHar 0,15 Extra Light Magnesium Carbonate
Cmaska:

BRB Silicone Oil DM 350 EP*/
- *_ *%

Cunukon 20,46* - 20,50 Angelay® 350CS**
- Mack wiee 3anax Zeus Odour masking agent
Hpy10 0,02* - 0,05** FLA70281%/

BCHIECCTBO

Transatak TAK-181256**

MaTepuan HIFOTOBJICHHA

Jonoauuteasnas nuibpopmauns

CocTaBHol HaTypanbHbiii naTekc

NR Latex Concentrate CL60 HA — Toprosas Mapka HaTypajbHOro jaTekca,
HCNOJIb3YEMOTr0 B COCTABHOM HaTypaibHOM JaTekce

CHINKOH

BRB Silicone Oil DM 350 EP* u Angelay" 350CS** — ToproBbie Mapk

CWJINKOHA

Mackupyioluiee 3anax BewecTBo

Zeus Odour masking agent* u Transatak TAK-181256** — Ttoprosbie Mapku

MaCKHpPYIOLLEro 3anax BeIeCcTBa

HH®OPMAIIUA OB YIIAKOBKE
Huousuodyabnas/nepsudnan ynaKoeka

Pasmep ynaxosxu: 602 MM x 60+2 Mm.

Kaxapri

npe3epBaTHB  YNAKOBLIBAETCA B

MHOroCJIOiHOro Matepuana (¢onbry).

Marepuan nepBHuHOM YIaKOBKH:

HHIMBHAYAIbHYIO/[IEPBUYHYIO

yNakoBKy M3

®ponTaabHas cTopoHa GoJbru:

PET/AL/LDPE

3aaHsan cropoHa $oJIbru:

PET/AL/LDPE

OT BHEIHEro K BHyTPEHHEMY €010 QOJIbrH:
PET = [Nonnatunentepedranar uam 6eH30:1- 1 .4-1HKapOOKCH. 1T HIOTHITHICHA

AL = AmoMmuHuii

LDPE = Ilonu3THIEH HHU3KOM MJIOTHOCTH

[lpe3epBaTiB B NEPBHYHON YNMAKOBKE MOMCLIAETCS BO BTOPHYHYIO YNAKOBKY - MayKy
KapTOHHYIO — B KOJIMYECTBE, YKa3bIBAEMOM Ha BTOPHYHOMH yTIaKOBKE.
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Bmopuunas/nompebumenscxas ynaxosxa

Bropuunas/notpebuTtensckas ynakoBka npeicTaBaseT coGoli XapTOHHyio mauxy, oOepHyTyio
NpoO3pavHoOi WIEHKO, rae 310 npuMeHMo. KOmuecTBO Mpe3epBaTHBOB yKa3aHoO Ha nayke.

Hmxe npencraBneHnl cBefeHMs O raGapuTHBIX pasMepax BTOPHUHLIX YNAKOBOK A8 BCEX

BapHAHTOB HCMMOJHCHHA MCIHLHHCKOIO H3AETHA.

1. [Ipezepsamusw u3 namypansuozo namexca QMO Classic no 3 wum./yn.

Cneyughuxayus 6mopusHol ynaKoexu

Pasmepbt

3uavieHue INorpemxoctk
JUmna, mm 64,5 +/- ]
IIuprra, MM 19,5 +/- 1
Bricora, MM 74 +/- 1

2. Iipezepsamuss us snamypansnozo rgmexca Contex® Classic no 6 wm./yn.

Cneyughuxayun emopuunoli ynaxoexu

PaszMepnl

3HaueHHe TlorpewnocTs
Jinuna, MM 64 +/- 1
1upuria, MM 21 +/- 1
BricoTa, MM 124 +/-1

3. [lpesepsamuet:s uz namypaisnozo 1amexca Contex® Classic no 12 wm./yn.

Cneyugpurayus emopuynol ynakoexu

PazMephi

3HaucHHe INorpemnocTs
Jlmana, MM 63 +/-1
HIupuna, MM 37 +-1
BricoTa, MM 124 +/-1

4. IIpesepeamussi u3 namypansnozo 1amexca Contex® Classic no 18 wm./yn.
Cneyughuxayus emopunnol ynaxoexu

Pazmepn

3HaucHHe TTorpemmHoCTD
Jinnua, MM 82 +/- 1
IlupnHa, MM 50 +/-1
Bricora, MM 124 +/-1

AMUSH U3 Ham sHo20 ramexca C ic no 30 wi

Creyudpuxayun 8mopusHou ynaxoexu

PazmMepnl

3HaueHne TorpemHocTs
mna, MM 95 +/-1
Illupuna, My 63 +/-1
BricoTa, MM 124 +-1
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KOMIMVIEKTBI NIOCTABKH MEJUIIMHCKOI'O H3AEJIUSA

MeaMuMHCKoe H3JENMe NMaKyeTcs BO BTOPHUYHYIO/MOTPEOMTENbCKYIO YNAKOBKY Mo 3 miT./ym..
6 wr./yn., 12 wr./yn., 18 wt/yn. u 30 wr/yn. ConpoBoxaaeTcs HHCTpYKUMei st noTpebutens,
KOTOpass MOXeT ObITh BIIOKEHA B YNAKOBKY WJIH HaneyaTaHa Ha BHYTPEHHEH CTOPOHE M/MIH
BHEIIIHEH CTOPOHE YNIaKOBKH.

MAPKHPOBKA

Ha xaxo# HHAHBHAYaNbLHOMN yNakoBKe HaneyaTaHa cieayoas HHPopMauus:
— TOproBas Mapka;
— Homep cepuu (LOT);
— cpok rogsocti (EXP)

CHMBOJIbI. HCTIOJIb3YeMbIE U1 MADKHPOBKH, H HX 0003HaY€eHHe:

loaex no

@I Homep cepuu

HononuutensHas HHpoOpMauus MOXeT ObITh HamneyaTaHa Ha HHIMBHMIYAIbHOM YNakoBKe,
BKJIIOYas CChUIKM Ha MEXXIYHapOAHblE CTAaHAAPThI.

Ha BHewHe# cTOpoHe BTOPHYHONH/MOTPEOMTENLCKON YNAKOBKM HameyaTaHa cieaylolas
HHpOpMaLHA:

—— OIIHCAHHE Npe3epPBaTHBA;

— KOJIHYECTBO Npe3epBaTHBOB B NOTPeOUTENLCKON YIIaKOBKE;

— HOMHHaJIbHaA JIMHA Npe3epBaTHBA;

— HOMHHAa/IbHAsA LIHPHHA Npe3epBaTHBA;

— YKa3aHHeE O TOM, YTO npe3epBaTHB B cMa3ke/ 6e3 cMa3KkH,

—— YyKa3aHHe O TOM, YTO CMa3Ka He COAEPXHT CNIEPMHIIHI;

— YyKa3aHHe, YTO Npe3epBaTHB COAEPKHT HATYPAIbHbIil JIAaTEKC;

— YKa3aHHA 110 XPaHEHHIO;

— HaMMEHOBaHHe W azpec NPOU3BOAMTEII;

— CTpaHa MPOHCXOXK/CHHS (€CIH NPUMEHHMO);

— HOMEp CepHH;

— cpok roanoctH (EXP)

CuMBoJIbI, HCNOJIB3YEMbIC /1A MApPKHPOBKH, H HX obo3HaveHue:

T Rl

g IN'onen no/Ucnons3osars 10

ol
o

LOT Howmep cepuu

A
i

Conep>xHT HaTypabHBIH JaTekc

OcTopoxHo!

L o
]
R ]
® He ucnonbn3oBatb noBTOpHO
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JononuurensHan vudopmauns MoxeT 6T HaneyaTaHa Ha BHEIIHIOI CTOPOHY BTOPHYHOMN/
MOTPEOUTENLCKOM YNIAKOBKH, BKIIIOYAS CCLUIKK Ha MEXAYHAPOOHBIE CTAHAADTHL.

Buemnaa HiH BHYTPEHHAS CTOpOHA BTOPHYHOMN/ NOTPEOHTENBCKON YNAKOBKY M/HIM BKIAABILI
COAEpXaT CAeAYIOmy10 HHpopMaLMIO:
— HANOMHHAHKE 0 HEeoOXOAMMOCTH aKKYPaTHOTO OOpallleHHs C Npe3epBaTHBOM, BKAIOMas
€ro H3BJICUCHUE U3 YNIAKOBKH;
— MOKa3aHHA, NPOTHBONOKA3aHWS, MEPH NPEAOCTOPOXKHOCTH, BO3MOXHBIE MobouHbIE
sbdextur;
— cnocob NpUMEHEHNH;
— HeoOXoaMMOCTD YaaNeHH npe3epBaTHBa Cpasy Mocje CEKCYalbHOro KOHTaKTa,
— HEOOXOAMMOCTb HCKIOYEHHA CMa30K He(TAHOrO TPOHMCXOXKACHMS H HAa MacngHol
OCHOBE;
— HeoOXOQMMOCTh HCHONB3OBAHHA 0e30macHOl JNOMONHMTENLHON CMa3KH, €CJIH  3TO
TpeOyerca;
— HeoOXOAMMOCTh KOHCYJBTAUMM CO CHEUHANMCTOM 1O BONPOCY COBMECTHMOCTH
NPE3CPBATHBA C ICKAPCTBEHHBIMHU CPEACTBAMH MECTHOTO NPHMEHCHNA;
— HWHCTPYKUMIO N0 YTHAH3ANMHH HCIONbL30BAHHBIX IPE3EPBATHBOB;
— MNpe3epBaTHB UiA OAHOPAa3s0BOTO HCTIONb3IOBAHHA.

MOKA3ZAHHA
—— NpeoTBpallicHUe HexenaTensHoH GepeMeHROCTH;
— 3amuta o BUY u apyrux 3a6onesannii, nepeaaiommxcs NoNOBEIM MyTEM.

NPOTHBOITOKA3IAHHA
MNoppmenHas YyBCTBHTEMLHOCTh MNH AILNEPrHA K JUOGOMY M3 KOMIIOHEHTOB, BXOARIMX B
COCTaB NPE3CPBATHBA.

MEPBHI NIPEAOCTOPOXKHOCTH

Hanesars mpelepsaTHB N0 TOro, XKak NMEHHC KOCHETCA TeNa MapTHepa. 3TO MOXKET HOMOYbL B
NPEAOTBPAIICHHH HACTYIUIeHAA O¢peMeHHOCTH H BOIMOXKHOCTH nepenaun 3aboneBaHHi,
nepealomUXcs  nonoBHIM  nyTeM. IIpoBepuTh CpOK TOAHOCTH Ha YNAaKoBKE nepexa
Hcnons3osaHueM. He ucnonn3osare npe3cpBaTMB N0 HCTCUCHMHM Ccpoka roaHoctd. Ecau
HHAMBHAYATBHAR  YNAKOBKA MOBpeXAcHa, nKOGo0 oOHapyxeHo yxymueHue cBoicTs
Npe3epBATHRA, BHIOPOCHTD NPe3EPBATHB U UCNIONL30BATh HOBLIN H3 HENOBPEXKAECHHO! YTaKOBKH.

HcnonpzopaTh cMasKy, KoTopas peKOMEHAOBaHa ANd HCMOJNL30BaHHA C NpelepBATHBAMU.
CMmasku He(TAHOTO NPOHCXOMAECHHA M Ha MacigHON ocHOBe (Hanpumep, BaselHMH, AETCKOE
Macno), HEKOTOphie NeCCapHH, a Takke HEKOTOphle JCKAPCTBEHHBIE CPENCTBA MECTHOIO
NPHMEHEHHA, KOTOPhieé HAHOCATCA Ha MCHHMC WIM BBOANTCA BO BlarajMiie, MOTYT NOBPEAWTH

npe3epnaTue,

[NpexpaTuTh HCNONABL3OBAHHE MPE3EPBATHBA, CC/H YYBCTBYETCA OUCKOM(OPT HIH pasApaxeHHe
BO BpPEMS HCNOJIb30BAHHA NIPe3epBaTHBa.

IlpokoHCYNbTHPOBATECA CO CHIETHAIMCTOM:
— O COBMECTHMOCTH IIPE3EPBATHBOB C JIPYrUMH KOHTPALICITHBAMH,
— NP HCNONL3OBAHHH JIEKAPCTBEHHOTO CPEACTBA MECTHOIO INPUMEHEHHS, KOTOpoe
HAHOCHTCS Ha [IEHHC WIH BBOIHTCA BO BJATAIHINE;
— €CIH pa3apaxkeHHe/ AUCKOMMOPT COXPaAHSIOTCA IOCHE HCIIOAB30BAHNSA IPE3CPBATHBA,
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— €CNIH BH HE YBEPEHH, €CTh I Y Bac aJVIeprud Ha JiaTeKc;
— €CJIR Npe3ePsaTHB NPOTEKAET HWIIH NOPBANCA BO BPEeMA €ro HCMOAL30BaAHMA (CASNATh 3TO
KaK MOXHO CKOpee B Te4CHHE 72 yacoB).

Jna ananpHoro cexca mam npu HeOGXONHMMOCTH HCHONB30BATh JOMONHHTENLHYIO CMa3Ky Ha
BHCINHEH CTOPOHE Npe3cpBaTHBA.

IlpesepBaTHBBl MOTYT NpPECTABNATE ONACHOCTb YAYIUILA. XPAHHTH B HEAOCTYITHOM JUIsS AeTelf
MECTe.

Ecnu npesepsarne Mcnosnb3yerca CHayana AIA OPRNLHOTO CeKca, ANA APYTHX MOCHCIYIOLIHX
BHOB CEKCa CEAYET HCNONb30BATh HOBEIH NPE3CPBAaTHB.

IlpesepBaT¥Bbl npeHA3HauYeHHMl TONBKO /A OAHOPA3OBOID KCNONbL30BaHMA. IloBTopHOE
MCHOJIB30BAHHE MOXET MPHBECTH K HAPYMICHHIO LICJIOCTHOCTH NMPE3CPBATHBA HJIH YBEIHUHMTE
PHCK Nnepeiadu UHPEKIHN,

Hu oauH M3 METONOB KOHTpauenuMH He MoxeT rapantHpoBath 100% 3amuTel or
HexenarensHol Oepemennoctn, BUY mnu apyrux 3aGoseBaHmil, nepeaaromxuxcs NONOBHM

nyTeM.

BO3MOXHBIE IOBOYHBIE YO OEKTHI

IlpesepBaTHBLI HITOTOBNEHW H3 HATYPANBbHOIO JIATEKCA, KOTOPHIH, Takke, Kak W moboil
KOMINOHEHT [IPE3CpBATHRA, MOXET BHI3BATH  AIEPrHMECKYI0  PeakiHio, BKIIOYas
aHatdHNaKTHYECKHH MOK, €CIIH Y TOTpeGHTEN A/UICpris Ha NATEKC.

CNIOCOB IIPHUMEHEHHA
Hanoppare ynakoBKy cO CTOpOHH 3y06uaToM KPOMKH M aKkypaTHo ofpamarscs ¢
[PE3EPBATHBOM, T. K. €10 MOXXHO NOBPEAHTD HOT'TIMHA H OCTPEIME NPEAMETaMH.

IIpoBepurs, 49roOM mnpelepBaTHB OBUI CBEPHYT Hapy’Ky. CAaBHB HaxonHTeAb HAICThH
Npe3epBaTHB Ha FOJIOBKY SPErHpOBaHHOrO NMeHuca. Pa3BepHyTs Npe3cpBaTUB MO HANPABICHHRIO K
ocHoBaHmIO nenrca. Ecim npeseppaTHB He pa3sBopauMBacTCA, 3HAYHT, OH CBEPHYT B ofpaTHy1o
cTOpoHY. BHOPOCHTE ero n uenons3opars HOBHI. OCTAHOBHTBCSA H MPOBEPHTH NIPH OLXYIIEHHH
COCKaNb3bBAHHA NPE3EPBATHBA HIIH €ro MpPe3MEPHOTo CKHMAHUA MM MEHHCA, NMOCKONLKY 3TO
MOJKET NIPHBECTH K HAPYILSHHIO LETOCTHOCTH NPe3epPBATHBA.

Cpazy nocie SSKyMAIUH W3RAE4b C NEHHCA, IUIOTHO NPHAEP)XXHBAA MpEIEPBATHB ¥ €ro
OCHOBaHMA, M AKKYPAaTHO CHATH NPE3CPBATHE,

BubpocuTs B MycopHoe Beapo. He cniyckaTh npesepBaTHB B YHHTA3.

YCJIOBHA TPAHCIIOPTHPOBKH
Her cnenranbHBIX yCIOBHIt TPaHCIOPTHPOBKH.

YCJIOBHA UCITOJIb30BAHUA
Her cneumanbHBIX YCHOBMA MCNOJNB3OBAHAA, ©CIH MCIHLUMHCKOEC H3ACIHE HCNONbL3YeTCA
COTJIACHO €10 HA3HAYEHHIO H KaK 0003HAYEHO B MBPKHPOBKE.

YCJIOBUA XPAHEHHUSA U CPOK TOAHOCTH
XpaHuth B 3aMIMIIEHHOM OT BIArH Mecrte mpH Temmeparype 0 — 25°C. HaGerars
MEXaHHYECKOT0 BO3ACHCTBAA H NPAMBIX COIHEUHEBIX TydeH.
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[lpe3epBaTHB He JOMKEH CcOMPUKAcarbCA ¢ HeTAHBIMM NpoAYKTaMH, (eHONaMH M HX
NpPOU3BOAHLIMH, MAcCiaMH HE(TAHOrO NPOHCXOKAECHHA, OEH3IMHOM, KEPOCHHOM H JPYrMMH
OpraHH4Y€CKHMH BEILIECTBAMH.

Cpok roaHoctu - S ner.

OB30P YIIPABJIEHUSI PUHCKAMH

B cootserctBun ¢ BS EN ISO 14971 «Mennunnckne usnenus — IlpumeHeHHe ynpasieHHs
PHCKAMH K MEJMUHHCKHM H3ACITHAM» MEXAYHAPOAHBIM CTAHAAPTOM VIS YNPABIEHUS PUCKaAMM
B OTHOLUIEHHH MEJHIIHHCKHX H3/eJIHii, NpoBeeHa OLEHKa PHCKa, CBA3AHHOIO C HCMOJIb30BaHHEM
MEAHMLIHHCKOTO M3/eJHA.

HHPOPMALHUSA O BHOCOBMECTUMOCTH

Mexayna 2]]
TecTupoBanue poax Buonornuecknii 3dpexr
CTAHAAPT
Hcenenosanne ua ISO 10993-5* ToKCHMYHOCTbL NpH pa3BeaeHUH 1:4,

UMTOTOKCHUYHOCTS In vitro

chblTyeMble H3ACJINA HE NOKa3aJIH HUKAKHUX

Makcumuzauus

CeHCHOMAMAALMH ISO 10993-10 NPH3HAKOB, BbI3bIBAIOLLHX OTCPOMEHHYIO
CEHCUOMIN3ALMIO KOXKHOTO KOHTAKTA.
HcnbiTyeMble H3ACIHA COWIH HE OKa3bIBAIOLLIHMH

Pasapaxaloiuee neiicteue 1SO 10993-10 Pa3paXKMTENLHOrO BO3AEHCTBUA Ha BarHHAIbHYIO
TKaHb.

CHOTEMHAS TOKCHYHOCTS 1SO 1099311 He 6b1510 HH CMEPTHOCTH, HH 10KA3aTENbCTB

CUCTEMHOH TOKCHYHOCTH HCNLITYEMOIo H31CJIUA

*Cornacuo I1SO 10993-5 pe3yabTaT «3HAYHTENbHAA HIH CPEAHRAR LUHTOTOKCHYHOCTbY CAEYET PACCMATPHBATH KK LIMTOTOKCHHECKHI pdexT.
BLO YCTaHOBACHO, TO THNHYHBIA PelynbTarT. NOMYEHHBIA NPH MCCNCIOBAHHH MPEICPBATHBOB, HE MOXKCT OLITH NPHYHHON NPoGacMB
PCrYARKPHOTO  HCMONBL3IOBAHHA NPCICPBATUBOB MYXYHHOH HAH kcnwmmuoll. Ecam  pesyapTarst apyrHx TecToB (00buiO TecTuB Ha
cencubuanmanpyromee JecTeHE W palapaxalolllee ICHCTBHE) H CBAIAHHBIX C HHMH OLCHOK CHHTRIOTCH IIPHCMACMBIMH, TO PC3Y.1bTATH TECTa Ha
UHTOTOKCHYHOCTL CICIYCT PacCMaTPHBATL B KOHTEKCTC H CHWTETL NPE3CPBaTHB COOTBCTCTBYIOWHM TpeGoBaHnim cranaapra 1SO 10993
Pcay 1bTaTs NOKa3MBAIOT, 4TO NPEICPBaTHBL W3 HaTypalkxoro Jartckca Contex® Classic MOryT CHHTATLCA NOTCHUMAILHO GHONOTMHCCKH
6e30nacHBIMH.

CXEMA IMPOU3BOACTBEHHOI'O ITPOLIECCA
Cwm Ipunoxennue 4.

JIEKAPCTBEHHAHSA HIH GOAPMALEBTUYEBCKAS CYBCTAHLUA,
COAEPXKALLUASACSA B MEJHIIHHCKOM HU3AEJIMH
He npumenumo.

HEPEYEHb MATEPHAJIOB JXXHBOTHOIo HM MJIH) YEJOBEYECKOI'O
NMPOUCXOXKAEHUA

CocraBHo#f HaTypanbHbiii narekc comepxHT kaseuH (0,02% +10% ot ero coaepxaHus,
BBINONHAIOWKHA QyHKLUMIO cTabun3aTopa), KOTOPhIH MOXKET paccCMaTPHBaTLCA KaK MPOH3BOAHOE
OT TKaHe#/ MaTepHaJIOB X)KHBOTHOTO MPOHCXOXKACHHUS, T. K. BbLACIACTCS H3 MOJIOKA.

Kazeun (MonouHblit 6enok) sBAsSeTcs HATypaibHbIM CyOnpoaykroM mosioka. OH He umeer
HHKAaKoOro H3BECTHOIO0 TOKCHYECKOrOo BO3ACHCTBHUA, XOTA MOXXET BbI3BaTh PEaKIHIO y JIOAEH C
auleprueii Ha Monoko. CuMTaercs, YTO BO3ACHCTBHE NpE3CPBaTHBOB HE CO3JA€T HHKAKOro
JIONOJIHKUTENBHOIO PHUCKa JUIA TNOJIb30BaTeNei Npe3epBaTHBOB.

H3nenue ne COAEPXKHT NMPOU3BOAHBIX OT YeJIOBEUECKOMH KPOBH.

CTEPWIM3ZALIUA
MeauuuHCcKoe H3aeNHe SABIACTCS HECTEPHJBHBIM H3J€IMEM H HE INPEeAHa3HA4YE€HO JUIA

HOCIIC}I}’IOIIICﬁ CTCPpHJIH3ALIHH.
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JW3AHH NPOTPAMMHOI'O OBECNEMEHHSA, PAJPABOTKA H BAJIMAALIUSA
He npamennmo,

TEXHHUYECKOE OBCJIYKUBAHHE H PEMOHT
He npuMeHHMO, TaK Kak W3AENMHE AOJDKHO OBITh YTHAM3MPOBAHO IOC/HE OAHOKPATHOIO
MCIONb30BAHUA NOTpeOuTeNeM.

MOPAXOK OCYHIECTBJIEHHA YTHIM3AUWUHA H YHHUTOXEHHA

Hazgenue JOMKHO HCMONL30BATLCA B COOTBETCTBHH C HHCTPYKUMCH IO PUMCHEHHIO.

Tlpu GBITOBOM MCTIONBIOBAHUH K3JENME YTHITHIHpYETCH Kak 6bmosbie oTxoasl. He BoiGpackBarh
B KaHAM3ALMIO.

B apyrux cayuadx YTHAH3AlMA Npe3epBaTHBOB BBHINOJHACTCR B COOTBETCTBHH € MECTHBIMH
HOPMaMH.

TPEFOBAHHS ITO OXPAHE OKPYKAIOIEN CPEALI
Ipu npaBuIbHON JKCIUTyaTauMM, XpaHeHMH H YTHIM3AIMH NPE3epBaTHBH Contex® Classic ne
OKa3BIBAIOT HEFATHBHOTO BO3ACHCTBHA HA OKPYXAIOILYIO CPEAY.

Meroa HeNbLITAHNS, HCROJALIYEMbIli HPORIBOAHTEAEM

[Ipanoxenne 1: Meroa HCNLITAHKE N0 ONPEACICHHIO LAHHLI HAKONIHTE/IS HPe3ePBATHBAR
(D8291875)
e [loaroroexa obpasua:
o [lponuraHnnii npelepsaTus
Jna McnbITaHHA HCNOJAB3YCTCA IPOMHUTAHHLIA Npe3epBaTHB 0 CBOPAUYHBAHHA.
Cnexyet cnerka pacTAHYTh NMPE3EPBATHB ABAXKAL! JUIS PA3rNAKHBAHASA CKNANOK.
o IlpesepBaTuB B ynaxoske
ITonpuHYTE Npe3epBaTMB BHYTPH HWHAMBHAYANbHOH YNAKOBKH NOZablIe OT
obnactu paspmBa. PazopBaTe ynmakoBKy H M3mneub npeseppartus. He caeayer
WCHONB30BATh HOXHHLILI WM JPYTHE OCTpHiE HHCTPYMEHTHI JUIN BCKPBITHSA
YTIAKOBKH.
Cnenyer pasBepRYTh H ClETKa pacTAHYTh MNPe3epBaTHB [ABAXKAHN ANd
pasriakuBaNus cknafok. MoxHo yaajinTh CMasKy NPOMBIBAHHEM C TTOAXOIAIUHM
pacTeoputeneM. Eciu ana yaanexus cMa3ku HCIO/b30BAH PACTBOPHTEND, Nepea
BCMLITAHUEM  CledyeT BLUAEPXAThb ONpeAelCHHbk NEepHOA  BPEMCHH,
HeOoOXOAMMEIN N BHICYIIHBAHKS.

o ITomMecTHTL Mpe3epBATHB HA CTEPHKEHE € 3AKPYTICHABIM KOHIIOM AHaMeTpoM (25+2) MM
H ¢ MHJUIMMETPOBO# mKaloi, HauuHalomehcs y OCHOBAHHA OT HY/S, C 3aKPYIICHHOTO
KOHLIA M OCTABMTH BHCETH B CBOOOJHOM [OJIOKCHHH 0OA BO3/ICHCTBHEM TONBKO
cobcTBeHHOM MacChl.

e OTMETHTH TOUKY COECNBHEHHMS HAKONMTENA npe3epBaTuBa H cTepxHA. CM. pucyrok | u
H3o0paxenue 1.

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




JAnvuna

HAKOIIHTEIA

Pucynok 1. Jinnna HakonHTens npe3epeaTHBa

HzobGpaxenue 1. Touka, OTMEUEHHAS B MECTE COSAMHEHHA HAKONHTENSA IPEICPRATHRA H CTCPXKHA

¢ CHATH MpE3EPBaTHB C OTMETKOI co cTepxkns. [ToNoXuTL ero, pasrnaauTb, NPHIOKNHTD
JHHCHKY #M H3MEDHTH PpacCTOSHHE OT OTMETKH [0 KOHYHMKA HAaKOMHTENIA ¢
HACTIONBE30BaHHEM KanHOpoBouHOH nuHeElKY. 3alHCcaTh pe3yabTar.

Ipuanomenne 2: Meroa HCOLITAHES N0 HIMEPEHHI0 TOJMRMHLI BEHYHKA NPCIEPBATHBA
(LAB/LT-DMS/16, D8291143)
e H3mneus npezepBaTMB M3 YNAKOBKM HJIH HCHOJIB30BaTh BHICYUIEHHBIA Npe3epBATHB H
OCTOpPOKHO PacTAHYTh €ro.
¢ l3MepHTbh TOMIHHY BEHUHKA ¢ HCIONE30BAHACM TOMIAHOMEPE C TOYHOCTHIO MOKa3aHU i
B 0,01 mMm.
e TloBTOpHTHL H3MepeHHe emie 2 pasza.
HeoOxoauMo BLIMONHUTE BRIYMCIEHHE CPEAHEr0 DNOKA3aTeAs TOMIMHH BEHYHKA
KaXIOTO OTACIBHOIO Npe3epBaTHBa.

MNpuwioxenne 3: MeToa HCNLITAHAR N0 ONPEAENCHHI0 MACCH NpPE3ePBATHBA (Wochae
H3BJAeeHHa H3 nepoRuHoil ynaxoskn) (D8291956)

¢ BspecuTb npezepsaTHB B NepBHYHON ynaxopke/(onbre 1 3anucath Maccy (W1).

e BaBecuTs urCTYIO CyXyI0 yamky Ilerpu u obuyMTE Maccy Tapel.

o [loABHHYTE UpE3CPBATHE BHYTPH HHAMBRAYAIbROH YNAKOBKM MOZAnBUIE OT 00nacTH
paspsisa. Pazopsats ynakoBky. He ciaexyer HCONb30BaTh HOXHUUB! HIIH APYTHE OCTPbIE
HHCTPYMCHTH AJIA BCKPHTHA YNIAKOBKH.

» OcTOpOoXKHO H3BIEYL MPE3CPBATHB H3 OTKPLITOM YTIAKOBKH H3 (OBIH C HCTIOAB3OBAHHEM
CYXMX M YHCTHIX ITMIIOB M NOMECTHTE Ha Jamky [lerpu. 3amncats Maccy npesepsarupa

(W2).
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¢ [lepea ucnurannem cieayromero obpasiia HEOGXOOUMO YAOCTOBEPUTLCH, 9TO UIHIIH H
qauika [lerpu cyxue u uncTHE,

e Macca nepsuyHOH ynakoBxu/(OJILIH H OCTABLIMXCA NOCNE M3BJIECUCHHA TNpe3epBATHRA
CMA3KH H onyapHBalomero marepuana (W3) = Wl - W2,
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Ipanoxenue 4

JloroTun: Pexwrt Benumaep
(3roposne I'nrnera Jlom) PROD/PF/1 Bepcun 3.0
OB30P KOHTPOJISI TEXHOJIOTHUECKOI'O ITPOIIECCA

t ] 1% )

::ﬁrammm:; i L EIETHE il BOWPAT
MATEPHA T TIPETEHURI TIOCTAMIHKY
CKNAQ

WEEFRATHEW)

~ OTTIPABHTS HA KAPAHTHH H YBESOMATE
PVK. TE0 KAUECTBY, YK TWP-BA HILTH

] JAMHTEPECOBAHHME JIUA VIR CIIEHKH
i . W CHTYALGIH R VAT HAZUIEXKAIIIHX
| CXAAR » OTTEVIRA KOPPEXTHPVIOUIHX AEHCTBHA
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TF Coiitcx Classic_1J:n O ncw pack size variation R rQ2_KllrcviewecH amended from \AiA

OKOHuYaTenbHaa Bepcus oTyeTa 06 ayauTe 13.11.2023
CospaHo: 13.11.2023

Kem: bet XethdhepaH (Beth Hefferan) (Beth.Hefferan@reckitt.com)
Craryc; MognucaHo

N aeHTudmkaTop TpaH3aKLmm: CBJCHBCAABAA5ShMvhFiBxjo4pmP31NEhYoBPZiyFUCNO

WcTopua gokymeHTa «TF Contex Classic_LETO_new pack size variation_RTQ2_KH reviewed+
amended from LRA»

fb  OokymeHT co3gaH bet XeddepaH (Beth.Hefferan@ reckitt.com)
13.11.2023 - 09:51; 16 GMT - IP-agpec: 147.161.225.84

CX [LOKyMEeHT oTrnpas/ieH Mo 3N1eKTPOHHOW NoyuTe JHAPIO BpayHxunny
(Andrew.Brownhill@reckitt.com) gns nognucu
13.11.2023 -09:52:02 GMT

Q 3/eKTpoHHOE co0bLULeHMe NPOCMOTPEHO DHAPKO bpayHxunnom
(Andrew.Brownhill@reckitt.com)

13.11.2023 - 10:02:33 GMT - 1P-aapec: 147.161.237.27

[ OKYMEeHT nognucaH 3M1eKTPOHHON nognuceio AHApto BpayHxunna
(Andrew.Brownhill@ reckitt.com)

OcHoBaHVe s nognucaHus: A yTBepXaato AaHHbIA JOKYMEHT,
[Oata noanucaHua: 13.11.2023 —10:06:45 GMT - UCTOYHWK BpeMeHW: cepsep - 1P-agpec: 147.161.237.27

(D [OKyMeHT cornacoBaH.
13.11.2023 - 10:06:45 GMT

O  3Hapto bpayHxunn (Andrew.Brownhill @reckitt.com) nogTBepAni MNYHOCTL C

nomMmoLlybio ayteHTumnkaymum Adobe Acrobat Sign.
13.11.2023- 10:06:45 GMT

OCHOBaHO Ha TeXHONOrnn
Jlorotun: PekutT _
GxP Adobe Acrobat Sign
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YreepkaeHo: Juapo Bpaynxun
Crapumnit MeHeDKep rMoGarbHOro perynsTopHOro oTaena
Hara: 13 nos6psa 2023 r.

Ioamce: /nodnuce/ InexTponuas noanecs: Inapeo Gpayrxuan
Ocrotanne W noAMCIHIA. S YTRCPKAMO JANKBIA AOKYMENT
Jara: 13 woabps 2023 r, 10:02 GMT

IKCINIYATALIHOHHAA NTOKYMEHTALIUA
HA MEAHIIMHCKOE U3AEJIME

IIpesepBaTHBBI H3 HATYPAJILHOIO JATEKCA
Contex® Classic

Pexumm Benxusep Xencxrap (FOK) J/Imo., Coedunennoe Koponescmeo

Bepcun 1.3

2023
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HAMMEHOBAHWE MEAVNUWNHCKOIO N3OAENUNA
Mpe3epBaTuBbl U3 HaTypasbHOro natekca Contex”™ Classic B BapnaHTax MCNONHEHUS:
1. TpesepBaTtuBbl U3 HaTypanbHoro natekca Contex® Classic no 3 wT./yn.

2. TMpesepBaTuBbl U3 HaTypanbHOro natekca Contex Classic no 6 wT./yn.

3. TpesepBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 12 wr./yn.

4. TlpesepBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 18 wT./yn.

5. Tlpe3epBaTuBbl U3 HaTypanbHOro natekca Contex® Classic no 30 wT./yn.
MPON3IBOONTE/b

«PeknTT BeHkusep Xcncksap (KOK) N1a.», 103-105 Bat Poya, Cnay, Bepkwwup, SL1 3UH.
CoegnHeHHOoe KoposieBCTBO.

MPON3BOACTBEHHBIE MIOWALKN
«3c3cIAN MaHyakTypuHr (Tamnaug) Nita.», Bennrpoy WNHpactpmnan dcteiT 96 & 100. Moo 5,
baHrHa-Tpag Poyg KM.36, baHrcamak, baHrnakoHr, YayoeHrcao, 24180, TannaHg.

YMNO/THOMOUYEHHbIN MPEACTABUTENb MPON3BOANTENS
00O «PekunTT beHkmnzep Xanckap», Poccusa. 115114, r. Mocksa. L nt3oBas Hab., 4. 4, aT. 3.
Ten.: +7 (495) 961 25 65; dakc: +7 (495) 961 25 66

HASHAYEHWE MEAVNUNMHCKOIO N3AENUNA

Mpe3epBaTuBbI NPUMEHAKOTCA B KayecTBe 6GapbepHOro CcpeAcTBa KOHTpauenuuu  Ans
npeAoTBpalLeHNs HeXenaTenbHOW OepeMeHHOCTM W ANa  3awuTbl oT BWY wu  pgpyrux
3aboneBaHuWiA, NepefakLwXcsa Noa0BbIM NyTeEM.

MOTEHUWMAJIbBHBIE MOTPEBUTE/IN MEANLIMHCKOI O N3AE/TNA
MeguumnHcKoe u3genne npefHasHayeHo He ANS NPO(PECcCCMOHaNbHOr0 MCMNONb3oBaHUA. He ans
KIMHUYECKOTO NMPUMEHEHMS.

OMMCAHME MEANUNHCKOIO N3AENTNA

Mpe3epBaTMBLI U3 HaTypanbHOro natekca Contex® Classic - 6eclBeTHble, rnafkue, ¢ NPAMbIMU
CTEHKaMMW, TOHKWE, C HaKOMUTeNnem, B CUIMKOHOBO cmaske. [pe3epBaTMBbl U3rOTOB/EHbI U3
HaTypasbHOro naTekca.

TEXHUNYECKUWNE XAPAKTEPUNCTUNKN

TexHUYECKMin napameTp Cneuundgukaumsa
OnvHa npesepsaTvBa, MM 180+10
LLlnprHa npesepsatnsa, Mm (n3Mepsetcs B 30 MM OT BEHUYMKA) 52 +2
OnvHa HakonuTensa, Mm MwuH. 11
TonwmHa, mm 0.070 + 0.004/ - 0.008
TonuwmnHa BeHYMKa, MM 1-2
Macca npe3sepBaTuBa (Nocne N3BMeYEHNA N3 MEPBUYHOM 160405
ynakoBku), r
OTHoOCUTeNbHOE YANNHEHWe Npy pa3pbiBe, % He meHee 700
OTHOCUTENbHOE YANNHEHWE NPY pa3pbiBe, % (nocne cTapeHuns) He meHee 600
YcnoBHasd NPOYHOCTbL NpU pacTaxeHuun, Mrlla He meHee 20
YcnoBHas NMPOYHOCTbL Npu pacTaxeHuu, MIla (nocne ctapeHmns) He meHee 17
[fepMeTUUYHOCTb "epmeTnyeH
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NOKA3ZAHHA
— NpeAOTBpallicHHE HEXCTATeIbHOH OepeMeHHOCTH;
— 3amura ot BUY u apyrux 3a6onepanuii, nepealoluxcs NONOBEIM Iy TEM.

MNPOTHBOIIOKA3ZAHMA
[TOBLULEHHAA YYBCTBMTENBHOCTP K JIIOGOMY M3 KOMIIOHEHTOB, BXOAfIIHX B COCTaB

Npe3epBaTHBA.

MEPLI IPEJOCTOPOXKHOCTH

Hanesath npesepBaTHB JI0 TOro, KaK IIEHHC KOCHETCA Tejla MapTHEpa. JTO MOXET MoMOYb B
NPeNOTBPALIEHHA HACTYIICHHS OCpeMEHHOCTH H BO3MOXHOCTH Iepefaud 3abonesaumii,
NepejaloIAXcy  nojuoBeM nyteM. IlpoBepurh CpPOK roAHOCTH mpesepBaTHBR mepen
Hcnonb3oBauueM. He HCNonb3oBaTh Mpe3epBaTHB NO HCTEYEHHH CpOKA rOAHOCTH. Ecim
HHIHBHAYAIbHAA YNAKOBKA TMOBpexAcHa, mubGo oOHapyXeHO yXyAmieHHe CBoicTB
Npe3epBaTHBa, BRIOPOCATE NPE3CPBATHE H HCITONB30BATH KOBBIH H3 HENOBPEXKICHHON YIIAKOBKH.,

Hcnonb3oBaTh cMa3Ky, KOTOpas PEKOMEHAOBAHA J[UIA HCHOJb30BAHMA C Ipe3epBaTABAMA.
Cwmaskd He(pTAHOrO NPOHCXOXKAEHHN M HAa MAacifHOM OCHOBe (HAMPUMEP, BAa3ENHH, ACTCKOES
Macno), HEKOTOPHIC NECCapHM, @ TAIOKE HCKOTOpbiE€ JIEKAPCTBEHHBIE CPE/CTBA MECTHOTO
NIPHMEHEHNA, KOTOPhi€ HaHOCATCA Ha MEHMC HIM BBOAATCA BO BIATajHILE, MOI'YT NOBPEIMTH

Ope3epBaTHB,

[IpexpaTTs HCNONBE30BaHHE MIPE3EPBATHBA NPH OLIYINCHHH AMCKOMGOPTa HIIH pasaApakeHHsa Bo
BpEMS MCIIONB30BAHHS NPE3CPBATHBA.

IIpoKoHCYIbTHPOBATLCA CO CIICLHATHCTOM:

— 0 COBMECTHMOCTH IIPE3EPBATHROB C JPYTHMH KOHTpaUEeNTHBAMH;

— MpH HCOOMH30BAHMH JICKAPCTBCHHOTO CPEJICTBA MCECTHOTO IIPHMEHEHMd, KOTopoe
HAHOCHTCA Ha NMEHUC MM BBOAHTCS BO BIIArATHLIC;

— €CIIH pasfpakenne/ AHCKOMGOPT COXPaHAIOTCA MOC/e HCMONbLIOBAHNS [IPE3CPBATHERA;

— €CJIH Bbl HE YBEPEHDI, €CTh JIH Y Bac a/lIeprus Ha JIaTekc;

— €CJIM NPE3EPBATHB OPOTEKAET HIIH TIOPBAJICA BO BPEMSA €0 MCIIONb30BaHMs (CACIATH 3TO
K2K MOXHO CKOpee B TeYeHHE 72 4acoB).

1A aHaNBLHOIO ceKca WIH NpH HeoOXOAMMOCTH MCNOJL30BATH JONOMHHTENLHYIO CMalKy Ha
BHEIUHEH CTOPOHE Mpe3epBaTHBA.

IpezepBaTiBbl MOryT NMPEACTABIATH ONACHOCTH YAYIILA. XPaHUTh B HEAOCTYIIHOM I/IA AcTeld
MecTe.

Ecnu npesepBaTnB HCIOAL3YeTCA CHaYaja JUIA OpanbHOTO cekca, ANA APYTHX NOCHSAYIOMUX
BHOB CEKCa CICAYET UCMONB30BATH HOBIA NMPE3epBaTHR.

[lpesepBaTHBel NpeAHa3HaYeHH TONBKO IS OAHOPa3’CBONO HCNONB30BaHUA. [ToBTOpHOE
HCNONBE30BaHKE MOXXET NPHBECTH K HapYHIEHHIO MEJIOCTHOCTH NPE3CPBATMBA HIH YBENTHUHTH
PHCK nepeaayH HHHEKIMH.

Hu oamH M3 METONOB XOHTpanemmu# He MoxeT rapantupopath 100% 3amuTh oT
HexenateasHOl Oepemennoctd, BUY unu mpyrux 3aboneBanmii, nepeJaloIMXCA MNONOBHIM

MYTEM.
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BO3MOXKHBIE ITOBOYHBIE YOOEKTHI

IpezepBaTuBbl H3rOTOBRJEHBI K3 HATYPANLHOIO JIATEKCA, KOTOPHIA, Takke, Kak u moboi
KOMNOHEHT TMpe3epBaTHBA, MOXKET BbI3BaTh  AUICPrHUYECKYIO  peaklMio, BKIOYas
aHa(unakTHYeCKHit LIOK, ECNH y NOTPEOHTENA aNNEPrus Ha JIATEKC.

CIoCOB IMIPUMEHEHHA
HanopeaTe ynakoBky co CTOpOHMBI 3y0uaToii KpPOMKM M aKkypatHo ofpamarsca ¢
OPE3CPBATHBOM, T. K. €r'0 MOXHO NMOBPEJAUTh HOITAMH U OCTPHIMH TIPEAMETAMH,

IIposeputs, 4TOOM mnpe3epBaTHB OBUI CBEPHYT Hapyky. CaaBus HaKonMTeNb HaNETh
Mpe3epBaTHB Ha FOAIOBKY 3PErHPOBAHHOIO neHuca. PassepHyTh NpelepBaTHB NO HANPABICHRIO K
OCHOBaHHIO neHuca. Eciu npesepraTtus He pazsopaumBaeTca, 3HaUWT, OH CBEPHYT B 0OpaTHYIO
CTOpOHY. BEIOpoCHTS ero u mcnonb3opaTh HOBbIH, OCTAHOBHTHCA W IPOBEPHTH MPH OLIYIICHUH
COCKA/Ib3LIBAHHA [IPE3EPBATHRA WIH €r0 Ype3MEPHOro CXKUMAaHHA HM IEHHMCA, MOCKOJIBKY ITO
MOXCET NPHBECTH K HAPYWICHAIO LENOCTHOCTH NpE3epBaTHBA.

Cpasy nocne 3AKynsuMH H3BJI€4b C NEHHCA, IUIOTHO MNPHACPKHBAA MPE3EPBATHB Yy €ro
OCHOBaHMA, H aKKYPATHO CHATb NPE3CPBATHB.

Bribpocurs B mycopHoe Beapo. He cniyckars npesepBaTHs B YHHTa3.

YCHOBHUA XPAHEHHNA U CPOK 'OJHOCTH

XpauuTh B 3alMUICHHOM OT BiarH Mecte npH Temneparype 0 — 25°C. Haberars
MEXaHHYECKOTO BO3ACHCTBHS H NPAMBIX CONHEYHLIX JIydeif.

lpe3eppaTHB He AOMKEH COMpHKAacaThCA ¢ HePTAHBIMM NpPOAYKTaMH, ¢eHonamm H HX
HPOH3BOAHBIMH, MAcIaMH HEe(PTAHOrO MPOMCXOXKACHHA, GEHINHOM, KEPDOCHHOM M IPYTHMH
OPraHUYCCKHMH BEIIECTBAMH.

Cpok rogHocTH - 5 ner.

JIEKAPCTBEHHA#A HJIA OAPMAIIEBTHYEBCKAA CYBCTAHIIHA,
COAEPXAIIIASICA B MEZUIIHHCKOM H3AEJINHA
He npamernmo.

NEPEYEHDb MATEPHAJIOB XHBOTHOI'O H ((MWIH) YEJOBEYECKOIoO
NMPONCXOXAEHUA

CocraBHo#i saTypanbHbili JaTekc coaepxuT KaseuH (0,02% = 10%) oT ero coxepxkaHus,
BbinoandAeT GyHKuMIo cTabUNH3aTOpa), KOTOPHIH MOXET PacCMaTpPHBATHCA KaK NPOH3BOIHOE
TKaHell/ MaTepHanoB AKHBOTHONO NPOHCXOKACHUA, T. K. BBIACIACTCH H3 MOJOKA.

Kaseun (Monounbiit Genox) ABAETCH HATypanbHWM CyOnmpoaykToM monoka. OH HE WMeeT
HHKaKOr'0 H3BECTHOMO TOKCHYECKOTO BO3/IeiCTBMA, XOTS OH MOXKET BH3BATh peakiuio y moaek ¢
anneprueli Ha Monoko. CuuTaerca, 4TO BO3qeliCTBHE Npe3epBaTHBOB HE CO3AACT HUKAKOTO
JOMOIHHTEIHFHOTO PHCKA IS NONB30BaTeNeH IPe3ePBATHROB,

H3aenue He COACPKNT NMPOH3BOAHLIX HCNOBSYCCKOH KPOBHY.
CTEPHIH3IALIMA

MeRulUMHCKOE H3JENHE HABAAETCH MECTEPUILHRIM H3ACNHEM M He MpEeAHA3HAYCHO N
nocienyioueif CTeprHIA3aLuH.
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HCIIOJAB30OBAHME C APYTHMH MEAUIIHUHCKHMH U3IEJIHAMH

Ins npexorBpamieHds HHGEKUMH, REpPefaAlOMXCA TIONOBLIM IMYTEM, H OepeMEHHOCTH
NPE3CPBATHBN MOTYT HCMONL3OBATLCH KAK CAMOCTOATENbHOE MEIHIMHCKOE H3AENMEe M HE
NpeAHAa3HaYCHR JUIA HCNONBL30BAHHA B COMCTAHHH C APYrHMH MCAHUKHCKHMH H3JE/THAMH.
Oanako B cnyuae HeoOXOAMMOCTH TNOTPEOHTENIH MOTYT MCHONBL3OBATL MNPE3EPBATHBEI B
COYETAHHH CO cMa3KaMK/ TyGpHKAHTaMH, KOTOPbIC COBMECTHMBI C TIPE3CPBATHBAMH.

YCTAHOBKA, TEXHHYECKOE OBCJIYXXHBAHHE, KAITUEPOBKA
He npumenumo.

OYHCTKA, JE3UHOEKIIUA, CTEPHIH3ALIWUA MEJHLIHHCKOT O H3AEJIHA
He npumernmo.

MEXKIAYHAPOAHBIE CTAHZAPTHI
— [SO 13485

— IS0 14971
— ISO 4074

MEPHI NIPEXOCTOPOXHOCTH, NMPEANTIPHHHMAEMBIE ITOTPEBUTEJIEM ITPH
YTHWIN3IAIIMH MEJHIXHHCKOI'O H3AEJIHUA

TpeseppaTBu M3 HaTypanbHoro natekca Contex® Classic cnenyer BLGpachBaTh B MycopHoe
Benpo. He cneayer cnyckaTth npe3epBaTHBRI B YHHTA3.

JAATA BBIIYCKA/ MNOCJEAHHMA MNEPECMOTP 3SKCILIYATALMOHHOM
AOKYMEHTAIIHH
11.2022.

MNOPANOK OCYIIECTBJIEHUA YTHIN3IAIIMH H YHHUTOXEHHUA
Hapenue ROMKHO HCMONL3OBATECH B COOTBETCTBHH C HHCTPYKIHeH 1O MPHMEHEHHIO.
Ipn OMTOBOM HCIOAL3OBAHHH H3JEIHE YTHIH3NPYeTcs kKak OurroBnie orxoant. He BaifpackiBath

B KAHANHM3ALHIO,
B APYrUxX Chyqasx YTHAH3aUHA NPC3CpBAaTHBOB BHIIOMHACTCA B COOTBETCTBHH C MECTHRIMH

HOpMaMH.

TPEBOBAHHSI IO OXPAHE OKPYXAIOIIENR CPEABI
Tlpu npaBuabHOM >KcnTyaTauWM, XpaHeHHWHM M YTHAM3al(HM Npe3epBaTUBBI M3 HATYPanbHOroO
narekca Contex® Classic He 0Ka3HBAIOT HETaTHBHOTO BO3AEHCTBHA Ha OKPYKAIOLIYIO CPeny.
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MD Contex Classic_LETO_ne\v pack size variation RTQ2_KI I revicwed+ I.RAamcndcd

OKOHuYaTenbHaa Bepcus oTyeta 06 ayamTe 13.11.2023
CospaHo: 13.11.2023

Kem: Bet XethpepaH (Beth.Hefferan@reckitt.com)

Craryc: MognucaHo

VaeHTUthnkaTop TpaH3akumu: CBJCHBCAABAAQJNIUQI IpUg6TLC-woVs7clyKfuVnQ8o

Nctopua pokymeHta «MD_Contex Classic_ LETO_new pack size variation_ RTQ2_KH
reviewed” LRAamended»

tb  [JokymeHT co3fiaH bet XehepaH (Beth.Hefferan@ reckitt.com)
13.11.2023 -09:47:59 GMT - IP-agpec; 147.161.225.84

[ OKyMeHT oTnpaB/fieH N0 3/1eKTPOHHOI no4yTe JHAP BpayHxunny
(Andrew.Brownhill@ reckitt.com) gna noanucu
13.11.2023-09:48:42 GMT

Q 3NeKTpPOHHOEe co06LLeEHME NPOCMOTPEHO DHAPK BpayHXUnnom
(Andrew.Brownhill@ reckitt.com)

13.11.2023 -09:58:17 GMT - 1P-agpec: 147.161.237.27

3Hapto bpayHxunn (Andrew.Brownhill @reckitt.com) nogTBepAnA NUYHOCTb C NOMOLLbIO
ayteHTumkaumm Adobe Acrobat Sign.
13.11.2023 - 10:02:17 GMT

[JOKYMeHT noAnuncaH 3NeKTPOHHON nognucbto IHapto bpayHxunna
(Andrew.Brownhill@ reckitt.com)

OcHoBaHue ana nognucaHus: A yTeepXaato faHHbIA JOKYMEHT.
Jata nognucaHus: 13.11.2023 - 10:02:18 GMT - UCTOYHUK BpemMeHw: cepsep - 1P-agpec: 147.161.237.27

® [ OKYMEHT COrnacoBaH.
13.11.2023 - 10:02:18 GMT

OCHOBaHO Ha TEXHO/I0rnN
Jlorotun: PekuTT _
GxP Adobe Acrobat Sign
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YTeepxaeno: Suapio bpaysuxunn
Crapumii MeHexep rnoGanbHOro peryNsTopHOTo oTena
Hara: 13 Hosbpa 2023 r.

INoanuce: /nodnuce/ INEKTPOHNEN NOANNCE; IIpso Bpayioauin

OCHOBANNS ANA MOANNCAHIY; 5 YTBCPWIRIO JAHHMA ZOKYMCHT
Jlara: 13 noalipa 2023 r. 09:57 GMT

WHCTPYKIMSA A1 TIOTPEBATEJIEA
IIpe3epBaTHBLI H3 HATYPAJBLHOIO JaTeKCa

Contex® Classic

Pexumm benxuzep Xencxsap (FOK) /Imo., Coedunennoe Koponescmeo

Bepcus 1.3

2023
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lMepen Mcnonb3oBaHMEeM BHUMATE/IbHO NMPOYUTATL UHCTPYKUMUIO, 0COOEHHO ecnu npes3epBaTnBbl
NCNob3yKTCA ANA OpanbHOrIo Un aHa/bHOI 0 CeKca.

HagesaTb Mpes3epBaTMB [0 TOr0, Kak NMEHUC KOCHeTCs Tena mapTHepa. 3TO MOXET MoMoYb B
NpeAoTBPaLLEHNN HACTYNJeHUs OEePEMEHHOCTM U BO3MOXHOCTM nepefayn 3aboneBaHuii,
nepeAaroLMXcs NONOBbIM MyTEM.

BHUMAHWE: T[lpoBepuTb CPOK TOLHOCTW TnMpes3epBaTvBa Mepeg wWcnosib3oBaHuem. Ecnu
WHAUBMAYaNbHasA ynakoBKa MOBPeX/eHa, BbIOPOCUTbL Npe3epBaTtvB M WUCMNONb30BaTb HOBbIA U3
HEenoBPEeXX4EHHON yNakoBKMU.

HASHAYEHWE

Mpe3epBaTuBbl MPUMEHAIOTCA B KayecTBe 6apbepHOro cpeacTsa KOHTpauenuuu Ans
npeaoTBpaLLEHNS HeXenaTe/lbHON 6GepeMeHHOCTM W AN 3awuTbl oT BUY un  pgpyrux
3abonesaHunii, nepefakoLWwMxcs NONOBbIM NYTEM.

Crnocob NPMMEHEHINA
1. HapopBaTb YMNaKoBKY CO CTOPOHbl 3y6uyaToil KPOMKM U aKKypaTHO o6palaTtbcs C
npe3epBaTMBOM, T. K. €r0 MOXHO MOBPeANTb HOTTAMU W OCTPLIMU MpeAMeTaMu.

2. MpoBepuTb, 4TO6bI Mpe3epBaTWB 6bbl CBEPHYT Hapyxy. CAaBWB HaKonuTenb, HageTb
npe3epBaTuB Ha rOMI0BKY 3PErMPOBaHHOrO MeHuca.

3. Pa3BepHyTb npe3epBaTUB MO HanpaBAeHWIO K OCHOBAaHWIO MeHuca. Ecnm npesepBaTUB He
pa3BopayYnBaeTCcs, 3HaA4YMT OH CBEPHYT B 06PaTHY0 CTOPOHY. BbI6POCUTL JaHHbIi Npe3epBaTuB U
MCMNONMb30BaTb HOBbIA. OCTAaHOBMTLCA W MPOBEPUTbL NPU  OLLYLUIEHUM  COCKaNb3blBaHUS
npesepeBaTBa UMM €ro 4YpeaMepHOro CXWMaHWs MeHuca, MOCKOMbKY 3TO MOXET MPUBECTM K
HapyLIeHWIO LIeN0CTHOCTU Npe3epBaTuBa.

Cpasy nocne 3siKynsauum n3Baevb NeHUC, NAOTHO NMPUAEPXMUBaAsS NPe3epBaTUB Y ero OCHOBAHMUS,
1 aKKypaTHO CHATb Npe3epBaTyB.

4. BbibpocuTb B MYyCOpHOE BeApo. He cnyckaTb npe3epBaTuB B YHUTA3.

ONs aHanbHOTO Cekca MAU NpU HeoGXOAMMOCTU MCMOMb30BaTb AOMOMHUTENbHYI CMas3Ky Ha
BHELLIHeli CTOPOHe npe3epBaTuBa.

Mpe3epBaTUBbI MOryT MPefOCTaBAATb OMACHOCTb yAYylWeHUs. XpaHWTb B HeAOCTYMHOM [ANs
neTel mecTe.

Ecnm npesepBaTMB WCMOMb3YeTCs CHauyana ANs OpasbHOrO cekca, ANs APYruX MocneayroLnx
BU/O0B CEKca CleyeT NCNO/b30BaTh HOBbIV Npe3epBaTyHB.

Mpe3epBaTMBbLI MpeAHa3HauYeHbl TOMbKO [N O0J4HOPA30BOr0 MCNOMb30BaHMsA. [10BTOpPHOE
MCMNONMb30BaHME MOXET MPMBECTU K HapYLIEHMI0 LeNOCTHOCTM npe3epBaTUBa UNM YBENUUYUTb
pUCK nepeaaun 3aboneBaHuii, NepeaaroLLMxcs nosoBbIM NyTeEM.

MPOTNBOTMOKA3AHWNA
MoBbILEHHAA YYBCTBUTENbHOCTb WAW anfieprua K n060My U3 KOMMOHEHTOB, BXOAALUX B

COCTaB MnpesepBaTnBa.
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BO3MOXHBIE NIOBOYHLIE 3®DEKTbDI

Ilpe3epBaTHBE H3TOTOBICHH M3 HATYPATBHOTO JaTeKca, KOTOPhiM, Takke, Kak H mobol
KOMIIOHEHT Mpe3epBaTHBa, MOXET BH3BATH AUICPrHYCCKYIO pPeaklHio, BK/HoYas
aHa(pHIAKTHYECKHH INOK, €CNH Y NOTpeOHTEN AUICPris Ha ATEKC,

MEPBI IIPEAOCTOPOXHOCTH

Hcnons3oBarh cMa3Ky, KOTOpas PpeKOMEHIOBaHA A HCHOJAb3OBAHHA C NPE3epPBaTHBAMH.
Cma3xku He(TAHOr0 NPOHCXOXKACHHMA H HA MAcIAHOH OCHOBE (HanmpHMEp, Ba3C/IMH, HCETCKOE
MACIIO), HEKOTOphie MEeCCapHH, a Takke HEKOTOphie JCKAPCTBCHHbIC CPEACTBA MECTHOTO
NPHMCHEHHA, KOTOPhIC HAHOCATCA Ha MCHHC HJHM BBOAATCA BO HJIATATHING, MOCYT TIOBPCOHTH

Npe3epBaTHB.

[IpexpaTHTh HCHOMB3IOBAHHE MPEe3epBaTHBA, €CIIM YYBCTRYETCA AMCKOM(OPT HIIM paszapakeHne
BO BpeMS HCTNIONB30BaHHUA [IPe3CPBATHBA.

[1pOKOHCYIBTHPOBATHCA CO CIELHAMHCTOM:

— 0 COBMECTUMOCTH NPE3EPBATHROB C JIPYTHMH KOHTPALLENTHBAMH;

— NOpH HCNONB30BaHMH JIEKapCTBEHHOTO CPEACTBA MECTHOTO [IPHMEHEHHs, KOTopoe
HAHOCHTCS HA NEHHC WIN BBOAMTCS BO BJIArANHING;

— €CIH pasfapakenne/ FHCKOMPOPT COXPAHAIOTCA MOCJE HCIIONB30BAHNA MPE3ePBATHBA;

— €eC/IH Bbl HE YBEPEHH, €CTh JIH Y BaC aJLIEPrus Ha JaTeKc;

— €CJIH NPE3cPBaTHB NPOTCKACT MM NOPBAICA BO BPEMA €r0 KCNOJIb30RaHMs (CASNATh 3TO
KaK MOXKHO CKOpee B TEUeHHE 72 4acoB).

Hu oauH W3 METONOB KOHTpalemUMH He MoxeT rapantHpoBate 100% 3amuThl OT
HexenatenbHoli OGepemenHocT, BUY wm apyrmx 3alonepanuil, nepeaaloiiuxcs NONOBLIM

HyTeM.
Jama nocreoneis pedaxyuu uncmpyxyuu: 11.2022
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IFU Centex CI£Lssic_LI*yr()_new pack si/c vanation_R'I'Q2_LRA amended

OKoHuaTenbHas Bepcus otyeta 06 aygute 13.11.2023
Co3spgaHo: 13.11.2023

Kem: Bet XeddpepaH (Beth.Hefferan@reckitt.com)

Crartyc: MognucaHo

VigeHTudmkaTop TpaH3akumu: CBJCHBCAABAAICzmzwILXRYmnWQjTcHacu703H-70sgS

Nctopua pokymeHTa «IFU Contex Classic LETO new pack size variation RTQ2 LRA
amended»

fb  OokymeHT co3faH beT XetepaH (Beth.Hefferan@ reckitt.com)
13.11.2023- 09:46:59 GMT - IP-agpec: 147.161.225.84

C\ [loKymeHT oTnpaBfieH N0 3N1eKTPOHHOI nouTe JHApt bpayHxunny
(Andrew.Brownhill@reckitt.com) gnsa nognucu
13.11.2023- 09:47:41 GMT

Q 3NeKTpOHHOe coobLeHNne NPOCMOTPEHO IHAPIO BpayHXunnom
(Andrew. Brownhill@ reckitt.com)
13.11.2023 - 09:56:28 GMT - IP-agpec: 147.161.237.27

Aupapto BpayHxunn (Andrew.Brownhill @reckitt.com) nogTeepann NMYHOCTb C NOMOLLbIO

ayTeHTugukaumn Adobe Acrobat Sign.
13.11.2023- 09:57:47 GMT

A [LOKYMEeHT nognucaH 3/eKTPOHHOM nognucbio dHAP bpayHxunna
(Andrew.Brownhill@ reckitt.com)

OcHoBaHWve Ans NOANMCaHNS: H YTBEPXAAKD faHHbIM [OK>'MEHT.
[Jata nognucaHna: 13.11.2023 - 09:57:48 GMT - UCTOYHWK BpemMeHW: cepsep - 1P-aapec: 147.161.237.27

O [10KYMEHT COr/lacoBaH.
13.11.2023 -09:57:48 GMT

OCHOBaHO Ha TEXHO/I0rnn

Norotnn: PeknTr
GxP Adobe Acrobat Sign
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Kpyraas peaseduas repbosas neaars: JIOPA OHH I10JIM, TOCYAAPCTBEHHBIN
HOTAPUYC
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MepeBoj AaHHOTO TEKCTa CAenaH MHOIA, NepeBoaunkoM HeTenuvoit AHacTacueil MuxaiinosHoi.

MoAMMCH

Poccuiickas deaepaLms
"oposn Mocksa
BocbMoro fekabps fige Thicaun ABafLaTh TPETHEro roga
A, KsuTko Pefop AnekcaHaposud, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NOAIMHHOCTL NOANNUCH
nepesojunka HeTenuHoil AHacTacuy MuXaiinosHbl.
Mognuck caenada B MOeM NpUCY TCTBUN.
JInyHOCTb NoAnMcaBLLErO JOKYMEHT YCTaHoB/EHa.

3aperucTpyposaHo B peecTpe: No 62/137-H/77-2023-
YnnayeHo 3a COBEpLLEHVE HOTapuanbHOro fercTars: 400py6. 00 Kon.

noarincCob

®.A. KBUTKO

MepboBasi neyaThb
HoTapuyca r.MockKsbl
KBNTKO ®.A

Bcero npoLuHypoBaHo, MPOHYMEepOoBaHO
1 CKPEenyieHo NneyaTbo mmcT(a)(o.)

HoTapuyc

Poccuiickas ®egepayus
[opog Mocksa
BocbMmoro gekabps ABe TbiCAYM fBajLaTh TPEALErO roga
A, KBuTko ®efjop AnekcaHposmy, HoTapuyc ropoga Mocksbl,
CBW/ETE/LCTBYHO BEPHOCTb KOMUW C MPEACTaB/IeHHOr0 MHE [JOKYMEHTa

£-MCTPUPOBAHO B peecTpe: Xa 62/137-H/77-2023- ~ Ao
3a COBEpLUEHME HOTapMabHOrO fileicTBUAN py6. 00 kon
®.A. KBUTKO

OnpowunTo, NPOHYMEPOBaHO, CKPENIeHo
yaTbto nucrt(a) (oB)

HoTapuyc
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