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BE IT KNOWN that | Laura Anne Pawley, JVlezzanine Floor, Epsom Square, Epsom, Surrey, KT19

SAG, a duly authorised Notary Public, duly admitted, sworn and practice throughout England
and Wales.

CERTIFY ONLY that Brian Michael Howes, a United Kingdom Citizen, whq iswell known to me,
who, is duly authorised by Wendy Mejia of Reckitt Benckiser Healthcare (UK) Limited (‘the
Company') to represent them in this matter, has today caused the annexed Maintenance
Documentation (Instruction for Use)- Reflex Natural Rubber Latex Lubricated Condoms for
use in Russia to be produced to me and that they have represented to me on behalf of the
Company that the said document Is a true electronic copy of the original document.

SIGNED and sealed at Mezzanine Floor, Epsom Square, Epsom, Surrey, KT19 SAG on Jhe 31"*
of March 2023.

Protocol No: NN

Laura Anne Pawley
Notary Public
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Dear Sir / AAadam

I Wendy Mejia of Reckitt Benckiser Healthcare (UK) Limited CERTIFY that the attached Maintenance
Documentation (Instruction for Use) - Reflex Natural Rubber Latex Lubricated Condoms is a true

electronic document for use in The Russian Federation.

Name: Wendy Mejia
Electronic%ﬂy signed bydvt;lendy Mejia
H . Reason lhave reviewed dus aocument
Slgnature‘ Date Mar29. 2023 18:41 GMT+1
Date:
29-Mar-2023
Reckitt Benckieer Healthcare (UK)
Limited
103-105 Bath Road
Slough Berkshire SLI 3UH
United Kingcksm
T +44 (0)1753 217800
F +44 (0)1753 217899
Renewed m Ein?end. No 00261312 Ro»«*fed oNw m! 103-105 Ro«<l. Slough B*fk*hHe, SU 3UH Unrted Kmgeoir www.reckitt.com
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‘ Approved by:
Electronically signed by: Andrew
Brownhill
A s -.Reason: | approve this

ftndfdwW BKOWnhiltdocument
Date: Mar 24. 2023 11:08 GMT

Andrew Brownhill
Senior Global Regulatory Manager

24-Mar-2023
Date:

Maintenance documentation
(Instruction for use)

REFLEX NATURAL RUBBER LATEX LUBRICATED CONDOMS
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.ME OF THE MEDICAL DEVICE
'Reflex natural rubber latex lubricated condoms

Variants of medical device

1 Reflex Classic natural rubber latex lubricated condoms - 3 pcs/pack. 12 pcs/pack
2 Reflex Dotted natural rubber latex lubricated condoms - 3 pcs/pack. 12 pcs/pack
3 Reflex Light natural rubber latex lubricated condoms - 3 pcs/pack. 12 pcs/pack

MANUFACTURER
Head Office Address:

Reckitt Benckiser Healthcare (UK) Limited

103-105 Bath Road. Slough. Berkshire. SLI 3UH. UK
Location address

Reckitt Benckiser Healthcare (UK) Ltd.

Dansom Lane, Hull, HUS 7DS. UK

MANUFACTURING SITE*
SSI, Manufacturing (Thailand) Ltd.
Wellgrow Industrial Estate 96&1(HO, Moo 5, Bangna -Trad Rd KM.36.
Bangsamak, Bangpakong, Chachoengsao, 24180, Thailand

*informalion about the place o fmanufacture is presented in the outer side ofthe secondary/consumer packaging in
theformat ““The country oforigin: [country] ”

AUTHORIZED REPRESENTATIVE OF THE MANUFACRURER
Reckitt Benckiser Healthcare LLC, 115114. Moscow, 4 Slusovaya emb.. Floor 3, Russia

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

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

MEDICAL DEVICE COMPOSITION, DESCRIPTION AND MAIN TECHNICAL
CHARACTERISTICS

1) Reflex Classic natural rubber latex lubricated condoms
Reflex Classic natural rubber latex lubricated condoms - colourless, smooth, of anatomical shape, teat-ended,
lubricated with silicone. Nominal sizes; length - 190 mm, wi,dth - 52.5 mm.

2) Reflex Dotted natural rubber latex lubricated condoms
Reflex Doited natural rubber latex lubricated condoms - colourless, with dotted structure, straight-walled,
teat-ended, lubricated with silicone. Nominal sizes: length - 180 mm. width ~ 52 mm.

3) Reflex Light natural rubber latex lubricated condoms
Reflex Light natural rubber latex lubricated condoms - colourless, smooth, straight-walled, teat-ended,
lubricated with silicone. Nominal sizes: length - 180 mm, width - 52 mm.
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MCKACE CONTENTS OF THE MEDICAL DEVICE**

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

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

LABELLING INFORMATION

The following information is labelled on the primary packaging:
- track mark:

- LOT number;

-expiry date.

The following mandatory information is labelled in the outer and inner sides of the secondary packaging:
- the name of the medical device

- quantity of condoms in consumer package

- description of condom '
- nominal length and width of condom

- indication that the condom is lubricated

- indication that the lubricant does not contain spermicide

- storage conditions

- information about manufacturer and authorized representative of manufacturer

- information about manufacturing site '

- batch number (LOT)

-expire date (LXP)

- instruction for use

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

g
e Lot number
L N
Contains latex
(uT 1A y
L J
' For single use only
L J
r E n Read instruction before use
L J
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Additional information can be printed on the outer surface of the secondary/ consumer package including
reference to international standards.

INDICATIONS
-prevention of unwanted pregnancy
- protect from HIV and other sexually transmitted diseases

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

PRECAUTIONS FOR USE

Put a condom on before the penis touches the other person. This helps to prevent pregnancy and the
I possibility of catching sexually transmitted infections. Check the expiry date on the condom wrapper before
K you use it. Don’t use condom if its expiration date has expired. Do not use a condom if its individual package

r is broken.
t
Ifthe individual container is obviously damaged, discard that condom and use a new one from an undamaged
package.

Use a lubricant that is recommended for use with condoms.
Petroleum-or oil-based lubricants (petroleum jelly, baby oil and some pessaries) and some topical medicines

can damage condoms.

Slop use if you feel discomfort or irritation while using the condom
Consult a specialist:
- about compatibility of condoms with other contraceptives
- ifyou are using topical medicines
- ifirritation /discomfort persist after use
- ifacondom leaks or bursts during use (do this as soon as possible and within 72 hours)

Foranal sex or it is necessary use additional lubrication on the outside of condom.
Condoms may present a choking hazard. Keep out of reach of children.
) If several types of sex (oral, vaginal or anal) are practiced during intercourse - it is recommended to use a

new condom for each type of sex.
Condoms are for single use only.

No contraception method can guarantee 100% protection against unwanted pregnancy, HIV and other
sexually transmitted diseases.

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

if user is allergic to latex.

APPLICATION
Carefully extract the condom from individual packaging by tearing the package at the toothed edge. Make

sure that condom is not inside out.
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/
rijueeze the teat of the end of condom and place the condom on the top of the erect penis before sexual

intercourse. Roll down to its base. If the condom doesn't unroll, it may be on backwards, discard and use a
New one.

Ifacondom compresses or slips, a different size of condom should be used, as this can cause damage to the
condom Once the intercourse is over, remove the penis by holding the condom tightly at its base, gently
remove the condom and throw into a disposal bin. Do not put the used condom down the toilet. For anal sex
orincase if it is necessary”™ use an additional lubricant.

STORAGE CONDITIONS

Condorms should be stored in packed form, at temperature from 0 to 25 ° C and relative air humidity not
higher than 80% at not less than 1 m from heating appliances. During storage, condoms should be

protected from direct sun light and not exposed to petroleum products, phenols and derivatives thereof, oils
of petroleum origin, gasoline, kerosene and other organic substances.

SHELF LIFE
Shelf life - 5 years

INFORMATION ABOUT MEDICINAL PRODUCTS AND PHARMACEUTICAL SUBSTANCES
Device does not contain medical products and pharmaceutical substances.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN***

Compounded natural rubber latex contains casein (0.022 £10% of contents of it. functions as a stabilizer).
Casein (milk protein) is a natural by-product of milk. It has no know toxic effects although it may cause a
reaction in reaction in individuals with an allergy to milk. The exposure from the condoms is considered not
topose any additional risk to users of the condoms.

The device does not contain any materials of human origin

**warnin}® about possible side effect in theform ofthe allergic reaction because ofthe natural latex contained in
the medical device composition is presented in the inner side o fthe secondaryrconsumer package

USAGE WITH OTHER MEDICAL DEVICES**** '

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

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

**recommendation to use compatible with condoms lubricant when it is necessary is presented in the inner side of
the secondary"'consumer packaging

LIST OF APPLIED STANDARTS
ISO 13485

ISO 14971

ISO 4074

son WARE DESIGN, DEVELOPMENT AND VALIDATION
Not applicable

MAINTENANCE AND REPAIR
Not applicable
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SUDELINES FOR DESTRUCTION AND DISPOSAL

Tre devices should be used in accordance with the'instruction for use. Disposed of together with household
weste. Do not put the used condom in the sewer. Inall other cases, the condoms are disposed of in accordance
with local requirements.

ENVIRONMENT SAFETY REQUIREMENTS

With proper usage, storage and disposal Reflex natural rubber latex lubricated condoms have no negative
impact on environment.

MANUFACTURER WARRANTY
The manufacturer guarantees compliance with the quality of the medical product with compliance with the

requirements for transportation, storage and application of the product specified in the technical
documentation.

Forall issues related to the circulation of a medical product in the territory of the Russian Federation,
it is necessary to contact the Authorized Representative of the manufacturer:

Reckitl Benckiser Healthcare LLC. »
Hoor 3, 4 Shlyuzavaya emb., Moscow', 115114. Russia.
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Appendix to the Maintenance
documentation of the medical device
«Reflex® natural rubber latex lubricated condoms»

Information
to be printed in the inner side

ofthe secondary/consumer package
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™lease, read the instruction carefully before use.

PURPOSE/ INDICATIONS
Condoms are used as a barrier contraception to prevent unwanted pregnancy and to protect against HIV and
other sexually transmitted diseases.

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

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

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. Don't use condom if its expiration date has expired. Do not use acondom if its individual package

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

Use a lubricant that is recommended for use with condoms.
Petroleum- or oil-based lubricants (petroleum jelly, baby oil and some pessaries) and some topical medicines
can damage condoms.
Stop use if you feel discomfort or irritation while using the condom
Consult a specialist:

about compatibility of condoms with other contraceptives

if you are using topical medicines

if irritation /discomfort persist after use

if a condom leaks or bursts during use (do this as soon as pi”ssible and within 72 hours)
For anal sex or it is necessary use additional lubrication on the outside of condom
Condoms may present a choking hazard. Keep out of reach of children.
If several types of sex (oral, vaginal or anal) are practiced during intercourse - it is recommended to use a
new' condom for each type of sex
Condoms are for single use only.
No contraception method can guarantee 100% protection against unwanted pregnancy, HIV and other
sexually transmitted diseases.

APPLICATION (the scheme ofapplication could be presented in the pack)

1) Carefully extract the condom from individual packaging by tearing the package at the toothed edge.
Make sure that condom is not inside out.

2) Squeeze the teat of the end of condom and place the condom on the top of the erect penis before
sexual intercourse. Roll down to its base. If the condom doesn't unroll, it may be on backwards,
discard and use a new one. If a condom compresses™ or slips, a different size t>fcondom should be
used, as this can cause damage to the condom.

3) Once the intercourse is over, remove the penis by holding the condom tightly at its base, gently
remove the condom.

4) 1'hrow the condom into a disposal bin. Do not pul the used condom down the toilet.

For ana! sex or in case if it is necessary, use an additional lubricant.

Dale ofthe latest revision o fthe instruction:
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MepeBoa C aHINNIACKOTO S3blKa Ha PYCCKUIA 3bIK

Kpyrnas penbegHas repéosas nedatb: JJIOPA 3HH MNOJIN (LAURA ANNE PAWLEY),
FOCYLI,APCTBEHHI:IVI HOTAPNYC

OA BYOET W3BECTHO, uto £, /lopa OHH onan, fo/mKHbIM 06pa3omM YyNONHOMOYEHHbIA ©
NPaKTUKYHOLLNIA TOCYyAapCTBEHHbI HOTapuyc AHrnum n Yanbeca (England and Wales), agpec:
Me30HUHHbIA 3Tax, dncom CkBap, dncom, rpadcteo Cyppeit, KT19 8AG (Mezzanine Floor,
Epsom Square, Epsom, Surrey, KT19 SAG),

HACTOAWNMM MNOATBEPXAAK, uto bpaiiaH Maiikn Xoys (Brian Michael Howes),
rpaxpgaHuH CoefvHeHHoro KoponescTBa, /IMYHOCTb KOTOPOro YAOCTOBEPEHa MHOM SIMYHO,
JO/MKHBIM 006pa3oM ynonHoMoYeHHbI BeHan Memxuna (Wendy Mejia) 0T MMeHW KOMNaHUM
PekntT BeHkunsep Xenckaap (KOK) Jliumuten (Reckitt Benckiser Healthcare (UK) Limited)
(panee- «KomnaHus») Ha npefcTaB/ieHWe ee WHTepecoB MO AAHHOMY BOMPOCY, CErofHs
NpefocTaBU/l  MHe npunaraemyro  OKCMyaTauMOHHYK LOKyMeHTauuto (MIHCTpyKLuMio no
NPUMEHEHMNIO) Ha MeAuuUMHCKoe u3fenune [pe3epBaTuBbl M3 HaTypanbHOro nartekca Reflex B
CMasKe Ans Mcnonb3oBaHMA B Poccuiickoli denepaunn n 3assun 0T UMeHW KomnaHum, 4To
yKa3aHHbI OKYMEHT ABASETCA NOAIMHHON 3N1eKTPOHHOW KONWen OpUrnHanbHoro AOKyMeHTa.

OJOKYMEHT MOAMUMNCAH wn ckpenneH neyatbto no agpecy: Me30OHWMHHbIA 3Tax, SNCoM
CkBap, dncom, rpagcteo Cyppeii, KT 19 SAG, 31 mapta 2023 T.

Homep npoTokona: 2023-2032

/nognuce/
Jlopa 3HH Monn
focypapcTBEHHbIA HOTapuyc

Kpyrnas penbegHas rep6osas neyaTtb: JJOPA SHH MON, TOCYAAPCTBEHHbIN
HOTAPNYC
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Norotun: PekntT (Reckitt)

YBaXkaemble rocrnoga!

A, BeHan Memxna, OT WMMeHM KomnaHum PekuTT beHkmsep Xencksap (KOK) umuteq
MOATBEPXAAIKD, uto npunaraemas 3kcnjyatauuoHHas pokymeHtaums (MHCTpykuusa no
NPUMEHEeHNI0) Ha MefuUMHCKOe u3genue lMpesepBaTuBbl U3 HaTypanbHOro narekca Reflex B
CMasKe, ABNAeTCA MNOANMHHOWA [AOKyMeHTauuel B 3/1eKTPOHHOM BuUAe NS WCNOJMb30BaHUA B
Poccuiickoli ®egepayuu.

Nwmsa: BeHgn Mepxuna

Moanwucb: /nognuck/  neKTpOHHas nognuck: Benan Meg>kua
MpuunHa nognucanns: S NpoBepuna HaC TOSLNA JOKYMEHT
LaTa: 29 mapTa 2023r., 18:41 GMT+I

OaTa: 29 mapTa 2023 T.

PekunTT BeHkunsep Xenckaap (FOK)
JinmuTe,.
103-105 bart Poyg, Cnay, bepkmp.
SL1 3uH. CoefmHeHHoe KoponescTso
(103-105 Bath Road, Slough, Berkshire
SLI 3UH United Kingdom)
Ten.:+44(0)1753217800
dakc: +44 (0)1753 217899
3apernctpuposaHo B AHraumn. Ne 00261312. FOpuanyeckuii agpec: 103-105 bat Poyg, Cnay,
Bepkiwup. SL1 3uH, CoeanmHeHHoe KoponeBcTBO www.reckitt.com
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YTBep)K,EI,EH 0: ONeKTPOHHasA NOANUCh: SHAPKO Epanyvmi]
Llenb nognucanna: A yTeep>KAato faHHbIN JOKYMEHT
/nognunce/ JaTa: 24 MapTa 2023 . \ 11:08 GMT

3Hapto bpayuxunn (Andrew Brownhill)

CTapwnini  MeHemkep  rnobanbHOro  pPerynsitTopHoro
oTgena

[ata: 24 mapta 2023 1.

SKCIMNNYATAUNOHHAA AOKYMEHTALINA
(MHCTPYKLMA N0 NPUMEHEHUIO)
NMPE3EPBATVBbI 3 HATYPAJIbHOI'O JTIATEKCA REFLEX
B CMASKE
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HAVMMEHOBAHWE MEOVNUVMHCKOIO U3LE/TNA
Mpe3epBaTuBbLI 13 HaTypanbHOro natekca Reflex B cmaske

BapnaHTbl NCNONHEHNA MeSULNHCKOTO U3aenus

1 MpesepBaTuBbl W3 HatypanbHoro narekca Reflex Classic B cmaske — 3 wrt./yn.,
12 w./yn.

2. Mpe3epBaTuBbl U3 HaTypanbHOro natekca Reflex Dotted B cmaske - 3 wt./yn., 12 wT./yn.

3. MpesepBaTuBbLlI U3 HaTypanbHOro natekca Reflex Light B cmaske - 3 wT./yn., 12 wT./yn.

NMPON3BOANTEb

3apermcTpupoBaHHbIA agpec:
PekntT BeHkunsep Xenckaap (KOK) Ntg
103-105 bart Poya, Cnay, bepkwwup, SL1 3UH, CoegmMHeHHOe KopoeBCTBO

P akTuyecknit agpec:
PekntT BeHkusep Xenckaap (FOK) Ntg.,
[aHcom JleitH, Xann, HU8 7DS, CoeauHeHHoe KoponeBCTBO

MECTO NMPON3BOACTBA*
3¢3¢can MaHydakTypuHr (TannaHg) JIT4.,
Bennrpoy WHpacTpunan 3ctent 96 & 100, Moo 5, baHrHa-Tpag Poya KM.36,
baHrcamak, baHrnakoHr, YayoeHrcao, 24180, TannaHg

AMHGopMauus 0 MecTe NPOW3BOACTBA MpeAcCTaBfeHa Ha BHELWHeld CTOPOHe BTOPUYHOIA/
noTpPebMTENbCKOM ynakoBKu B hopmMaTe «CTpaHa npoucxo>kaenusa: [cTpaHa]»

YMNOAHOMOYEHHbIN MPEACTABUTE/Ib MPON3BOANTENA
00O «PekunTtT BeHknzep Xanckap», Poccusd, 115114, r. Mocksa, LLnto3oBas Hab., 4. 4, atax 3.

HA3BHAYEHWE MEAVUVMHCKOTI O N3JENNA

Mpe3epBaTuBbl MNpefHa3HayeHbl A9 WCMNONb30BaHWA B KayecTBe 6apbepHOro cpeacTsa
KOHTpauenuunm MpoTUB HexXenatesbHON 6GepeMeHHOCTM W NpefoTBpaLleHUs nepegaun
NH(eKUnin, nepegatowmxcs nonosbiM nytem (UMMMM), Bkntoyas BNY.

NMHPOPMALNA O MOTEHUWAJIbHBLIX MOJ/IbSOBATENAX MEAVNUMHCKOIO

N3LOENNA
MeanuUUHCKoe U3aenve npeaHasHadeHo Ans UCNonb30BaHWs HeCMeLnannucTamu.

COCTAB, ONMMCAHME N OCHOBHBIE TEXHWYECKUWE XAPAKTEPUNCTUKN

MEAVUMHCKOIO N3AENUNA
1) NMpe3epBaTunBbl U3 HaTypanbHoro natekca Reflex Classic B cmaske

MpesepBatmBbl U3 HaTypanbHOro nartekca Reflex Classic B cma3ke - 6ecuBeTHble, rnagkue,
aHaTOMMYecKol (opMmbl, C HakonMuTenem, B CUAMKOHOBOW CMa3ke. HOMWHanbHble pasmepbl:
AnnHa - 190 mm, wupmnHa - 52,5 mm.

2) [MpesepBaTumBbl N3 HaTypanbHOro natekca Reflex Dotted B cmaske
MpesepBatmBbl U3 HaTypanbHoro narekca Reflex Dotted B cma3ke - 6ecCLBETHble, C TOYEYHOMN
CTPYKTYpOi1, NpsAMoii hopMbl, C HAKONUTENEM, B CUIMKOHOBOW cMa3ke. HOMUHanbHbIe pa3Mepbil:
AnvHa - 180 MM, WwupuHa - 52 Mm.
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3) TpesepBaTuMBbl U3 HaTypanbHOro natekca Reflex Light B cmaske

Mpe3epBaTuBbl M3 HaTypanbHoro natekca Reflex Light B cmaske - 6ecuBeTHble, rnafgkue,
npsMOin (hOpMbl, C HAKOMUTENEM, B CUIMKOHOBOW CMa3ke. HOMMWHanbHble pasMmepbl: A/IMHA —
180 MM, WKNpUHA - 52 MM.

KOMMNMNEKT NMOCTABKN MEANLUMNHCKOIO N3AENNA**

MeauUMHCKOe W3Aenne nakyeTcs BO BTOPUYHYHO/NOTPEeGUTENbCKYHD YNakOBKY B KONUYECTBE
3 WT. B yNakoBKe uau 12 wT. B ynakoBke. COMpOBOXAAeTCcs WHCTPYKLUER Ans noTpe6uTeneil,
KoTopas MOXeT 6biTb B/IOXEHA B YNakOBKY WM HamnedyaTaHa Ha BHYTPEHHel cTopoHe u/unu
BHELLHel CTOPOHe YMaKOBKMU.

KONMYeCcTBO Npe3epBaTUBOB YKa3aHO Ha BHelLlHeld CTOPOHE BTOPUYHOW/NOTPE6UTENbCKONA
YyNakoBKW, WHCTPYKUMA And noTpebuTeneil HaneyaTaHa Ha BHYTPEHHEN CTOPOHE ynakoBKK
BTOPUYHON/NOTPebUTEeNbCKON yNaKoBKH

NMH®POPMALNNA O MAPKNPOBKE

Ha nHavBunAyanbHy0 YyNakoBKY HaHeceHa crnegyrouas nHpopmaums: .
- Toprosasa mMapka,;

- Homep cepuu;

- [laTa OKOHYaHWs CcpoKa rof4HOCTU.

Ha BHEWHIO W BHYTPEHHIOK CTOPOHbI BTOPUYHON YMNaKOBKWM HaHeceHa CheaytoLLas
o6s3aTenbHas MHhopmaums:

- HaUMeHOBaHWe MeLULUHCKOTro N3Lenuns

- KOJ1-BO Mpe3epBaTMBOB B NOTPE6UTENLCKON YNaKoBKe

- onucaHune npesepsaTmBa ‘

- HOMUWHa/bHaA ANIMHA U WWpPUHa NpesepsaTuea

- YKa3aHue 0 TOM, 4YTO Npe3epBaTuB B CMa3Ke

- yKa3aHue 0 TOM, YTO CMa3Ka He paspyLuaeT cnepmaTo3ounabl

- YC/I0BUSA XpaHeHus

- H(opMaLMs 0 NPOM3BOAMTENE U YNOIHOMOYEHHOM NpeAcTaBuTeNe NPon3BOAUTENS
- H(opMaLMsa 0 MecTe NPOM3BOACTBA

- Homep cepun (LOT)

- laTa OKOH4YaHus cpoka rogHocTn (EXP)

- UHCTPYKLMSA NO NPUMEHEHUIO

CumMBONbI, UCNONb3yeMble B Ka4eCTBe MapKUPOBKN, U NX 3HAYEHUe:

CumBon MHTepnpeTayuns
Mcnonb3oBaTb A0/ FogeH Ao

J
n

-

Homep cepuun

L J

r " CofilepXXWUT HaTypanbHbliA naTekc
(1a®

L J

r n [ns oAHOPa30BOro NpUMeHeHUs

L J
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Cunmson MHTepnpeTayuna
r n

BHumaHue! TlpoumnTaTb WHCTPYKLUUIO nNepeg
A NCNO/b30BaHNEM
L J

Y TUAN3npoBaTtb Nocne NCnosb30BaHnA

[lononHnTenbHas WHGpopMauus MoXeT 6biTb HaneyataHa Ha WHAMBMAYanbHOM ynakoBKe,
BK/1H0YAsA CCbINIKN Ha MEXAYHAPOAHble CTaH4APTbI/CMBO/bI.

MOKA3AHWA K MPUMEHEHWNIO
- NpefoTBpaLleHne HeXxXenaTenbHONn 6epeMEHHOCTH
- 3awmTa oT BNY n apyrux 3abonesaHunii, nepefatoLynxcsa noaoBbIM nNyTem

MPOTVMBOINMOKA3AHIUNA
MoBbILIEHHAA YYBCTBMTENbHOCTL WM anneprus Ha No6bble KOMMOHEHTbI, BXOASALLME B COCTaB
npesepBaTuBa.

MEPbLI MPEAOCTOPOXHOCTW

HageHbTe npe3epBaTuB 40 Hayana NnosioBOro akra. AT0 NOMOXeT NpefoTBPaTUTb 6epeMeHHOCTb
M BO3MOXHOCTb Mepejaunm  WMHQeKUWid, nepejalolmxcs nonosbiM  nytem. [Mepeg
MCMNonb30BaHMEM MNpe3epBaTiBa HEOOXOAUMO MPOBEPATHL €ro CPOK rofHocTu. He ucnonbsyiTe
npesepBaTyB C UCTEKLUVM CPOKOM FOAHOCTW.

He wcnonb3yiiTe npe3epBaTvB, ecniv ero WHAMBMAYanbHas YyrakoBKa MoBpexieHa. Ecnu
WHAMBUAYaNbHAs  YnakoBKa MNOBpeXfjeHa, Heo6xoAMMO  BbIOPOCMTb  MNpe3epBaTtuB U
MCNO/b30BaTb HOBbIA U3 HEMOBPEXAEHHOW YNaKOBKW.

Wcnonb3yiite nybpukaHT (CMasKy), KOTOpbIA peKOMeHAOBaH [ANS  WUCNOMb30BaHUA C
npesepBaTMBamm.

Ny6puKaHTbl (CMa3Ku) HEPTAHOTO NPOUCXOXKAEHNUA UM HA MACNAHOW OCHOBe (Ba3enuH, AeTCKoe
Macno, HeKOTOpble Mmeccapumn u T. 4.), a TaKKe HEeKOTOpble N1eKapCTBEHHble CPefCTBa MECTHOro
NMPUMeHeHUa MOTyT NOBPeAUTb NPe3epBaTuB.

MpekpaTuTe NCMNONb30BaHME NpPe3epBaTMBa, eC/IN NOYYBCTBYETE pasgpaxeHne unm AUCKoMqopT
MPOKOHCYNbTUPYNTECH CO CMELNANNCTOM:
0 COBMECTMMOCTU Npe3epBaTiBa C APYrMMU KOHTpaLenTusamm
ec/in Bbl UCMNO/b3yeTe /IeKapCTBEHHbIE CPeACTBA MECTHOIO NPUMEHEHNSA
ec/in pasfpaxeHune/AncKomMgpopT NPOLOMHKAKOTCA NOCNE UCMONb30BaAHUS
ec/in npesepBaTvB NpOTeKaeT uUauM nopeancs (peKoOMeHAyeTca chenatb 37O cpasy WAU B
TeyeHune 72 4acoB)

[na aHanbHOro cekca WAM npu HEOOXOAUMOCTM HaAHecuUTe [AOMONHUTENbHbIA Ny6puKaHT
(cma3sKy) Ha BHELLHIOH CTOPOHY Mpe3epBaTuUBa.

Mpe3epBaTvBbl MOTYT MPeACTaBNATb ONACHOCTb yAyuwbsA. XpaHUTb B HEAOCTYNHOM ANSA AeTei
MecTe.

Ecnun Bo Bpems Non0BOro akta NpakTUKYeTCsa HECKONbKO BMAOB CeKca (OpanbHbIi, BarMHa bHbIM
WKW aHaNbHbIN) - 419 K&XKA0r0 BMAa CeKca PEKOMeHAYeTCs NCMN0Ab30BaTh HOBbI Npe3epBaTuB.
Mpe3epBaTuBbl NpefHa3HayYeHbl TONbKO A1 04HOPa30BOro UCMob30BaHMUA.

Hu ognH w©n3 MeToAOB KOHTpauenuunm He MOXeT rapaHTuposatb 100% 3awuTtbl OT
HexxenaTenbHON 6GepemeHHOCTU, BUY wnam gpyrux 3abonesaHwii, nepefaroLinxcs MONOBbLIM
nyTem.
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BO3SMOXXHbIE NMOBOYHbLIE 5P PEKTbI
Mpe3epBaTuBbl 13 HATypafbHOrO naTeKca MOTYT Bbi3BaTb anfepruyeckue peakuuu, BKIOYas
aHaMNaKTMYECKUIA LLIOK, Y NNL, UMEKLUX annepruio Ha naTekc.

Cnocob NPMMEHEHNA

AKKYpaTHO W3BNeKUTe MpesepBaTMB W3 WHAMBUAYANbHOW YNakKoOBKW, pa3opBaB YMNakoBKY CO
CTOPOHbI 3a3yO6peHHO KPpOMKK. MpoBepbTe, 4TOOLI Npe3epBaTUB Gbl/l CBEPHYT HapPyXy.

CpaBuTe HakonuTeNlb Ha KOHLE Mpe3epBaTvBa W HajeHbTe ero Ha 3PernupoBaHHbI MEeHWUC A0
Hayana NosioBOro akra. Pa3sepHUTe npe3epBaTVMB NO HanpaBNeHUIO K OCHOBaHWIO neHuca. Ecnu
npesepBaTuB He pa3BopPayvMBaeTCs, 3HAUYMT, OH CBEPHYT B 06PaTHYO CTOPOHY.

Ecnn npesepBaTuB CXXUMaET WAU COCKa/b3biBaeT, TO HEO6XO4MMO MCMNONb30BaThb Mpe3epBaTuB
Apyroro pasmepa, MOCKO/MbKY 3TO MOXeT MNpMBECTW K MNOBPEeXAeHWO npesepsBaTuBa. [locne
OKOHYaHWsA [MOMIOBOr0 aKTa W3BNEeKUTe MEeHUC, MNOTHO MpUAepXuBas Mpe3epBaTuB y ero
OCHOBaHWA, aKKypaTHO CHUMUTe npe3epBaTuB U BbIOPOCbTE B MYyCOpHOe BeApo. He cnyckaiite
MCMOMb30BaHHbI MNpe3epBaTWB B KaHanu3auuio. [nNs aHanbHOro Ccekca WM B Ciydvae
He06X04MMOCTN NCNONb3YIATE AOMOMHUTENbHYIO CMa3KYy.

YCNOBUNA XPAHEHWA

lMpe3epBaTMBbl [LO/MKHbI XpaHUTbCA YMakKoBaHHbIMW, nNpu Temnepatype oT O go 25°C u
OTHOCUTENIbHOM BNAXHOCTU He Bbile 80 % Ha pacCTOAHUM He MeHee 1M OT HarpeBaTe/bHbIX
npu6opos. pn XpaHeHWW npe3epBaTVBbl JO/MKHbI OblTb 3aliULLEHbl OT MPAMOro COJIHEYHOrO
CBeTa W He NojBepratbCcs BO3AENCTBUIO HEPTENPOAYKTOB, (PEHOMNOB U MX MPOU3BOAHbIX, Macen
He(pTAHOro NPOUCXOXAEHMNSA, OEH3MHA, KEPOCUHA U APYTUX OPraHNYecKnX BeLLeCTB.

CPOK rogHocTwU
Cpok rogHocTu - 5 niet

NMH®POPMALUNNA O NEKAPCTBEHHDbIX CPEACTBAX N PAPMAKO/TOIMMYECKIWMX
CYBCTAHUNAX
N3nenve He COLEPXMUT NEKAPCTBEHHbIX CPEACTB UMK (hapMaKoNorMYecKnx Cy6CTaHLuiA.

NMH®OPMALUNA O MATEPUMANAX XNMBOTHOIO 1N (MNN) YEJTIOBEYECKOIO
MPONCXOXOEHNA***

CoCTaBHOlM HaTypa/nbHblil natekc cogepXut kasenH (0,022 +10% ero COAepPXMUMOro,
BbIMOMHAET (YyHKUMIO cTabunusatopa). KasemH (MOMOYHbIA 6€NOK) - NPUPOAHbLIA MO6OYHbIA
NPOAYKT MonokKa. OH He WMeeT W3BECTHbIX TOKCUMYHbIX 3((EKTOB, XOTA MOXET BbI3blBaTb
peakumio y nuy ¢ anieprueid Ha mMonoko. CuuTaeTcs, 4TO BO3AENCTBME MNpe3epBaTvBOB He
npescTaBnseT Kakoro-nnbo AONONHUTENbHOIO pUCKa ANS NONb30BaTeneli Npe3epsBaTuBOB.
N3penune He COAEPXXUT MaTEPUANOB YEN0BEYECKOTO NPOUCXOXKAEHNA

s
npeaynpe>KeHne 0 BO3MOXKHOM NOGOYHOM 3hheKTe B BUAE auNeprnyeckoii peakuuy ms-3a
HaTYpPWbHOro naTekca, COAEP>KallLerocs B COCTaBE MEAWMLMHCKOrO W3[enusi, BbIHECEHO Ha
BHY TPEHHIOK CTOPOHY BTOPUYHON/MOTPEOUTENbCKO YNaKOBKY

NCTOJIb3OBAHVME C APYT UMW MEONUVNHCKUMW NSOAETNAMINF***

Ons  npefoTBpaweHns  UHMEKUMIA, nepefaroLMxcs MOMOBbIM NyTemM, U GePeMEHHOCTH
npesepBaTVBbl MOTYT WCMO/b30BaTbC KakK CaMOCTOSITeNlbHOe MeAWLMHCKOe W3fenne n He
npegHasHayeHbl 415 UCNOMNb30BAHMS B COUYETAHUM C APYTMMU MEAULUHCKUMU U3LENNSMU.
OfHako B cflydyae Heo6X0AMMOCTM NOTPe6GUTENM MOryT WCMNO/Mb30BaTh Mpe3epBaTuBbl B
COYETaHWM CO CMasKamMu/ny6prKaHTamu, KOTopble COBMECTUMbI C NMPe3epBaTMBaMu.
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pekomeHfauns Wcnonb3oBaThb MpPU HEOOGXOAMMOCTM COBMECTUMYK C npe3epBaTuUBamMu
CMa3Ky BblHECEHA HA BHYTPEHHIO CTOPOHY BTOPUUYHOIA/NOTPeOUTENbCKO YNAaKOBKN

CMMNCOK MPNUMEHAEMbBIX CTAHOAPTOB
ISO 13485

ISO 14971

ISO 4074

MPOEKTUPOBAHWME, PA3PABEOTKA W BAJINAAUNA TIPOFPAMMHOIO
OBECTIEYHEHWA
He npumeHnmo

TEXHNYECKOE OBCJ/1Y>XUBAHWVE NN PEMOHT
He npumeHumo

PYKOBOACTBO MO YHNUTOXEHWNIO n YTUNTN3ALININ

N3penns [JOMKHbI MCMONb30BaTbCA B COOTBETCTBUM C MHCTPYKLMEA N0 MCMNOMb30BaHMIO.
YTunusmpyetca BMecTe ¢ 6bITOBbIMM 0TX04aMuW. He cnycKaiiTe CMob30BaHHbI Npe3epBaTuB B
KaHanusauuo. Bo Bcex oCTaNlbHbIX Cy4yasix Npe3epBaTMBbl YTUIM3NPYOTCA B COOTBETCTBUM C
MECTHbIM 3aKOHO/aTe/IbCTBOM

TPEBOBAHNA K OXPAHE OKPY)KAIOLLI,EVI CPEADbI
Mpy NpaBWUIbHOM WCMOMb30BaHUM, XPaHEHUU U YTUAM3aLWUW Npe3epBaTBbI M3 HATypaibHOrO
natekca Reflex B cMa3ke He 0Ka3blBalOT HEraTMBHOIO BMSIHUA Ha OKPYXKatoLLyto cpeay

FTAPAHTUWN MPON3IBOANTENA

Mpon3BoAMTENb FapaHTUPYeT KauyeCcTBO MEeAWMLMHCKOro M3Aenns npu cobnofeHnmn TpeboBaHmii
K TPaHCMOPTMPOBKE, XPaHEHW W MPUMEHEHWIO U3AeNNs, YKasaHHbIM B TEXHWUYECKOIA
AOKYMEeHTaLuu.

Mo BceM BoMpocam, CBSA3aHHbIM C 06palleHMeM MEeAULUHCKOrO M3AeNnns Ha TePPUTOPUM

P®, HeobxoAnMMOo 06paTUTBLCA K YMNOHOMOYEHHOMY NpeAcTaBUTENO NMPON3BOAUTENA:
00O «PeknTT BeHkusep Xanckap», Poccusa, 115114, Mocksa, LLInto3oBas Hab., a. 4, aT. 3.
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MpunoxeHne K AKcnyaTauMOHHOMN
AOKYMEHTaLMM HA MeJULMHCKOe n3genmne
«[Mpe3epBaTnBbl U3 HaTypanbHOro satekca Reflex® B cmaske»

NHpopmaums
0151 NeYyaTWn Ha BHY TPeHHe CTOopoHe
BTOPUYHOW/MOTPEeOUTENLCKON YNaKOBKK
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Moxanyicra, NpounTaiiTe MHCTPYKLUIO Nepea UCnob30BaHEM.

HALWAYEHWE/TTOKA3SAHWA

MpesepBaTuBbl NpeAgHasHayeHbl [NA  WCNO/Mb30BaHWA B KayecTBe 6apbepHOro CcpeacTtea
KOHTpauenuuu npoTUB HeXenaTteNbHOW 6GepemMeHHOCTM W NpefoTBpalLeHns nepefayu
NHMEKUNIA, nepegatoinxca nonosbiM nytem (UMMM), Bkaovas BUY.

MPOTUBOINOKA3AHNA
MoBbILIEHHAs YYBCTBUTENIbHOCTb MMM anneprus Ha NMo6ble KOMMNOHEHTbI, BXOAALLME B COCTaB
npesepBaTuBa.

BO3MO>XHbBIE NMOBOYHbBIE P PEKTbI
Mpe3epBaTVBbl M3 HaTypasibHOrO naTekca MOryT BbI3BaTb ajfiepruyeckne peakuuu, BK/tOYas
aHaUNaKTUYECKNIA LIOK, Y UL, UMEeIOLLMX anneprui Ha naTekc.

MEPbI MPEAOCTOPOXHOCTWU

HageHbTe npe3epBaTMB 40 Hayana NosioBOro akta. ATO MOMOXET NPefOTBPaTUTL GEPEMEHHOCTb
W BO3MOXHOCTb  nepejayv  MHMeKUMin, nepejarwowimxcs  nonoBbiM nytem. [epef
MCMONb30BAHMEM Npe3epBaTMBa HEOOXOAMMO MPOBEPSATb €ro CPOK rogHOCTW. He ncnonb3yiTe
npe3epBaTMB C UCTEKLIMM CPOKOM FOAHOCTH.

He wcnonb3yiiTe npesepBaTvB, €CAM €ro WHAMBMAYaNnbHas ynakoBka noBpexgeHa. Ecnu
WHOMBMAYaNbHAs  yMakoBKa MNOBpeXAeHa, Heob6xoguMo  BblGpPOCUMTL  Mpe3epBaTuUB U
MCMNONb30BaTb HOBbIV N3 HENOBPEXAEHHOMN YNaKOBKMU.

Wcnonb3yinite nyobpukaHT (CMa3Ky), KOTOpbIA pPeKOMeHA0BaH Ans MWCMOMb30BaHUA C
npesepBaTMBamMm.

Ny6pukaHTbl (CMa3ku) HETAHOIO NPOUCXOXAEHUS UM HA MAC/IAHOW OCHOBe (Ba3efinH, AeTCKoe
mMacno, HeKOTopble neccapuv 1 T. f.), a TaK)Ke HEKOTOpble NeKapCTBEHHble CPeAcTBa MECTHOr0
MPUMEHEHNSA MOTYT NOBPeAUTb Npe3epBaTuB.

MpekpaTuTe MCNONb30BaHNe Npe3epBaTUBA, ECIN NOYYBCTBYETE pa3gpaXKeHne UM guckomopT.
MPOKOHCYNbTUPYATECH CO CNELNanuCTOM:
0 COBMECTMMOCTM Mpe3epBaTuBa C APyrMMy KOHTpaLenTneaMmu
€C/v Bbl MCNOMb3yeTe NEKAPCTBEHHbIE CPeACTBA MECTHOTO MPUMEHEHUS
ec/in pasfpaxeHue/ancKomMgpopT NPoOA0KAKTCSA NOC/e UCNO0Nb30BaHNA
ec/in npesepBaTvB NPOTEKaeT WAM nopeascA (PeKOoMeHAyeTcs cfenaTb 3TO cpasy uiu B
TeyeHne 72 4acos)

[ns aHanbHOro cekca WAM NpU HEOO6XOAMMOCTW HaHecuTe [AONOMHUTENbHbIA NyO6pUKaHT
(cmasKy) Ha BHELLHIOIO CTOPOHY Mpe3epBaTuBa.

Mpe3epBaTMBbl MOTYT NpPeACcTaBAATb ONACHOCTb YAYLWbA. XpaHUTb B HELOCTYMHOM ANS fAeTei
MecTe.

Ecnn Bo Bpemsa NOMOBOro akTa NpakTUKyeTCcs HECKONbKO BUAOB ceKca (OpasbHbliA, BarMHanbHbIl
NN aHanbHbIW) - ANS KaXA0ro BMAa Cekca peKoOMeH4yeTcs UCnoib30BaTb HOBbIV Npe3epBaTuB.
Mpe3epBaTvBbl NpefHa3HaYeHbl TOILKO A1 04HOPa30BOro UCMO/b30BaHMS.

Hu oouH w13 MeToL0B KOHTpauenuuu He MOXeT rapaHtuposBatb 100% 3awutel OT
HeXkenatenbHON 6GepemeHHoCcTU, BUY unn ppyrux 3abonesaHuil, nepefaruinxcs MOMOBbIM

nyTem.

CMnoCoOb MPNMMEHEHWA (cxeMa NnpuMeHeHUs MOXKeT OblThb NpefcTaBneHa Ha ynakoBke)
1) AKKypaTHO M3BNEKUTe npe3epBaTuB U3 UHAUBUAYANLHON YNAaKOBKMW, pa3opBaB ynakoBKY
CO CTOPOHbI 3a3y6peHHOl KpOMKMW. [1poBepbTe, 4TOObI Npe3epBaTUB ObiN CBEPHYT

Hapyxy.
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2) CpaBuTe HaKOMMTENb Ha KOHLE Npe3epBaTiBa U HAafIEHbTE €ro Ha 3PerMpoBaHHbI NeHNC
[0 Hayana MofioBoro akTa. Pa3BepHMTe Mpe3epBaTMB MO HanpaBNeHWI0 K OCHOBAHUIO
neHuca. Ecnu npesepBaTMB He pa3BoOpayMBaeTCs, 3HAYMT, OH CBEPHYT B 06paTHYIO
CTOpPOHY. EcCnM npe3epBaTMB CXKUMaeT WM  COCKa/b3blBaeT, TO HEOGXOAMMO
MCNONb30BaTb MNpPe3epBaTMB [pyroro pasMepa, MNOCKOMbKY 3TO MOXeT MNpuUBECTU K
NoBPEXAeHMIO Npe3epBaTuBa.

3) [llocne OKOHYaHWs NOMIOBOFO aKTa M3BMEKMUTE NMEHUC, NIOTHO NPUAEPXKMBas Npe3epBaTUB
y €ro 0OCHOBaHMs, akKypaTHO CHUMUTE Npe3epBaTnB

4) BbiGpocbTe Mpe3epBaTMB B MYCOPHOe Beapo. He cnyckaiiTe MCNoMb30BaHHbINA
npesepBaTuB B KaHanM3aLuto.

[ns aHanbHOro CeKca UK B Clyvae HEOOGXOAWMOCTY UCNOMb3YHTe AONOHUTENbHYHO CMa3Ky.

[aTa nocnegHeii pefakLyny MHCTPYKLUK:
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MepeBo/ AaHHOTO TEKCTa BbINONHEH NepPeBoAUYNKOM FALIKOBOW SHN AnekcaHApOBHOIA.
noarnncob

Poccniickaa degepauuns
Mopoa MockBa
[ABajuatb YeTBEPTOro anpesnd fABe TbiCAYM ABafLaTb TPETbEro roga

A, Mowuceesa Jlunua BnagumupoBHa, HoOTapuyc ropofa MOCKBbI, CBUAETENLCTBYIO
NOANMHHOCTb NOANUCK NepeBoAYNKa ALKOBON IHM ANeKCaHApPOBHbI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb MoANMCaBLLIEro LOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2023-

Ynna4yeHo 3a COBepLUEHME HOoTapuanbHoro aenctemsa: 400 py6. 00 kon.

MOAMUCH lepboBas nevaTb MepboBas nevatb
HoTapuyca r. MOCKBbI HoTapuyca r. MocKBbl
Mowceesoit J1.B. MowvceeBoit J1.B.

N.B. MowuceeBa

Bcero npowHypoBaHoO, NPOHYMePOBAHO U CKPenaeHo neyatbto -3) nucTt(-a,-oB).

J1.B. MowuceeBa

Poccuinickasa depepalu
Nopog MockBa
[Bajuatb 4eTBEPTOro anpens [Be TbiCAYM ABajuUaTb TPeTbero roga

A, MowuceeBa flnunna BnagumunpoBHa, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYHO
BEPHOCTb KOMWUKN C NPeAcTaBNeHHOro MHe OKYMeHTa.

3”MructMoBaHo B peectpe: Ne 50/995-H/77-2023- 43

A YnnayeHo 3™ pw eHnNHOTapManbHOro A"CTBUA: py6. 00 Kon.

A J1.B. MowuceeBa

‘ o Y \ / 9
B ("p npcsiHHypoBaHApPOHYMepOBaKe” CKpenneHo nevartoto a/ nuct(-a,-oB).

J1.B. MouceeBa
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