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INSTRUCTION FOR USE
of medical device
Name of medical device

Gel for treatment and relief of vaginal dryness Multi-Gyn® LiquiGel, 30 ml (hereinafter referred
to as Multi-Gyn® LiquiGel)

Manufacturer

BioClin B.V., Delftechpark 55, 2628 XJ, Delft, Netherlands

Tel. + 31 (15) 2561999, e-mail: info@bio-active.com

Authorized representative of the manufacturer in the territory of the Russian Federation
JSP Pharmsyntez, 2" Kabelnaya str., 2, bid. 46, Moscow 111024

Tel: +7(495)796-94-33, e-mail: info(@phaim-sintez.ru

Prescription of medical device:

The gel is intended for intravaginal and external use in the area of the vulva and promotes;

- reliefand treatment of vaginal dryness during and after menopause;

- relief and treatment of vaginal dryness associated with hormonal changes, medication use or
stress;

- relief and treatment of vaginal dryness during intercourse;

- reliefand treatment of symptoms of vaginal atrophy, irritation and discomfort.

Multi-Gyn® LiquiGel is intended for medical purposes in medical institutions and for individual
use.

It is effective in eliminating complaints related to vaginal atrophy, vaginal dryness, and irritation
and discomfort of the vagina.

Multi-Gvn® LiquiGel should be used upon a doctor’s prescription.
Performance and prescription

Gel for treatment and relief of vaginal dryness. Multi-Gyn® LiquiGel is a liquid, clear gel of light
amber color with a characteristic smell of aloe. Multi-Gyn® LiquiGel is a natural gel based on
the patented bioactive 2QR bioactive complex (a substance of natural origin isolated from plants
containing bioactive polysaccharides) which physically blocks the adhesion of pathogenic
bacteria in a safe and natural way. To this effect, it helps your body to achieve a natural balance
in the process of moisturizing without affecting the vagina flora. Since the soft tissues of the
vagina are moisturized again, they restore their natural elasticity and functionality. Multi-Gyn®
LiquiGel forms a biofilm on the mucous membrane providing a long-lasting moisturizing effect
and preserving the healthy flora of the vagina. Regular application of the gel reduces irritation
and maintains the vaginal state under optimal conditions.

Indications for use

Use Multi-Gyn* LiquiGel as needed every time you experience vaginal dryness in sufficient
guantities, at least once daily, or whenever relief is required.
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To relief vaginal dryness and imtation, use Multi-Gyn® LiquiGel twice daily for at least 5
consecutive days.

To stimulate the natural moisturizing of the vagina, use Multi-Gyn® LiquiGel each time before
going to bed.

The gel does not leave any stains on your underwear. It is a safe soft remedy that gives relief
from vaginal dryness, irritation and itching.

Multi-Gyn® LiquiGel should not be used for more than 30 days without interruption, so that the
vaginal microflora can self-regulate without the drug support. Consult a physician in case of
persistent and recurrent painftil conditions.

The gel is applied directly inside and outside the vagina. In case of intravaginal application, a
special applicator can be used which is included in the box and can be screwed onto the tube.

Recommendations and method of use
External use

If the external intimate area (vulva) is dry, you can apply Multi-Gyn® LiquiGel with a finger
(always wash your hands before and after the gel use).

1 Remove the cap from the tube. Before using the gel for the first
time, puncture the sealed membrane of the tube with the back of the
cap.

2. Take the tube in your hand and bring the index finger of the other
hand to the tube as is shown in the figures. Gently squeeze the tube.

Hold the tube in the squeezed position until you squeeze enough of
the gel on the index finger.

3. You should have approximately 2 mlof the gel on your index
finger.

4. Apply the gel to the external genital area.

Internal use

In intravaginal application of Multi-Gyn® LiquiGel, you can use a special applicator with a small
cap which is included in the kit and screwed onto the tube. Before using the special applicator
for the first time, rinse it with warm water and dry.

The gel can be applied inside not with a special applicator, but with a finger. For this purpose,
wash your hands and apply the gel onto the index finger in an amount that should be at least as
large as the tip of your index finger.
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1 Remove the cap from the tube. Before the first use of the gel, use
the reverse side of the cap to pierce the sealed tube.

2. Screw on the tube a special applicator with a small cap attached in
the kit.

%

3. Remove the small cap from the special applicator. Before the
initial use, rinse out the special applicator and a small cap in warm
water.

4. Holding the tube with one hand, squeeze it until a gel appears from
the hole of the special applicator. The gel appearance means that the
special applicator is filled with the gel and ready for use. Tightly
squeezing the tube, practice extracting the required anhount of the
gel; the required amount of the gel should be at least the size of a
fingertip (2 ml).

5. Carefully insert the special applicator screwed onto the tube into
the vagina, as is shown in the figure.

6. Tightly squeeze the tube. The required amount of the gel should be
I A at least the size of a fingertip. However, if you enter more gel, it will
| not do you hami.

7. After use, you can leave the special applicator on the tube before
rinsing it with warm water and drying.

/] 8. Put the small cap onto the special applicator.
| «
/m(

After each application, tiglitly close the tube and rinse the special applicator and the small cap
with warm water. Additional measures for cleaning and disinfection of the tube and the special
applicator with a small cap are not required.

Contraindications. Allergy to the ingredients of Multi-Gyn* LiquiGel are rare. When you have
doubts, apply a small amount of the gel onto the inner surface of the forearm before the gel use.
When an itching red spot appears we advise you not to use Multi-Gyn'®’ LiquiGel.
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Precautions and safety measares

Intended for individual use only.

To avoid infection, do not allow ihe tip of the tube to come into contact with any other surface.
Its use is not recommended upon \isib!e damage on the primary packaging of the product.
Adverse events and interaction

As far as it is known, Multi-Gyn* LiquiGel has no side effects, is safe and contains natural
substances. Multi-Gyn* LiquiGel is not a contraceptive and does not contain any spermicides.
However, its effect on the actiGty' of spermatozoa has not been investigated. Multi-G>m*
LiquiGel is an active agent: after its application, there may be a sensation of heat and light
tingling. This is a normal reaction and Lhese feelings will disappear in a few minutes. There are
not known interactions of Multi-Gyn* LiquiGel with other medications.

Specifications

» Composition: Active ingredient:
Galactoarabinan Polyglucuronic .Acid Crosspoiymer*, Glycerin, Betaine and Xanthan gum.
Excipients: caprylyl glycol, p-anisic acid, levulinic acid.
Presentation: a 30 ml aluminum tube with a special applicator with a small cap for internal use,
\Gth tlte instruction for use in a canon pack.

List of applicable standards

Multi-Gyn® LiquiGel is manufactured in compliance with international and national standards:
EN ISO 13485, EN 1SO 14971, EN 62366, ISO 2859-1.

According to the biological effect on patlente, the used materials meet the requirements of EN
ISO 15378, EN ISO 11607-1 and the standards of EN 1SO 10993. The gel is biologically safe
and resistant to the effects of biological fluids and body waste with which it contacts during
operation.

.Multi-Gvn* LiquiGel is a non-sterile product.

I In hospitals and at home, additional sterilization or disinfection procedures are not required
before its initial and subsequent use.

Information on the presence in this medical product of medicinal products for medical use,
materials of animal and (or) human origin

Multi-Gyn* LiquiGel contains the chemicals that according to the state register of medicines of
the Ministry of Health of the Russian Federation are regi.stered as a pharmaceutical substance:

*Name of pharmaceutical substance, Name of pharmaceutical Date and number of the
; incl. intemationa! nonproprietary, or substance manufacturer register entry

j grouping, or  chemical and

! (commercial) name

I Glycerol (glycerin) CJsC Ivanovo 23.11.2017, FS-001709
Pharmaceutical Factory

j Betaine Weifang Sunwin Chemicals 24.10.201 LFS-001355
Co., Ltd
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Glycerin acts as a moisture retaining substance that keeps and retains moisture on the mucous
membrane of the vagina, and betaine - as an osmoprotector which has moisturizing, surface-
active properties and protects the skin and mucous membrane of the vagina from mechanical and
chemical irritation. These chemicals perform a mechanical function and do not have a
pharmacological/therapeutic effect but are used in the medical device to ensure that it ean be
used for its intended purpose.

Multi-Gyn® LiquiGel does not contain viable materials of animal origin.
Multi-Gyn® LiquiGel does not contain any human tissues and/or blood derivatives.
Storage and use conditions

Multi-Gyn® LiquiGel should be stored out of reach of children and protected from light at a
temperature o f+10 to +25 °C and relative humidity from 60% to 80%. Do not freeze.

Transportation conditions

All t3pes of covered transport in accordance with the rules of transportation of goods for each
mode of transport. Transportation of the medical device is allowed at temperatures from +10 to
+25 °C and relative humiditv' from 60% to 80%. Do not freeze.

Shelf life

3 years. Do not use after the expiiy- date. After the initial opening, the product is recommended
to be used within 3 months.

Manufacturer's warrant)’

The manufacturer guarantees the quality of the medical device before the expiry date, provided
that its packaging is not damaged and all the conditions of storage and transportation of the
product are observed.

Requirements for maintenance and repair of the medical device
Multi-Gyn® LiquiGel is not subject to maintenance and repair.
Recycling and utility procedures

At home, disposal of unused (expired) products and second-hand articles is to be disposed of as
household waste.

In medical and/or pharmaceutical organizations, the disposal of unused (expired) products and
used goods is carried out in accordance with the requirements/rules of the buyer's country. In the
territory of the Russian Federation, according to the degree of danger, in accordance with
SanPiN 2.1.7.2790-10, the product belongs to class A - epidemiologically safe waste and must
be disposed of together with the household waste.

Designation and labeling:
Mil Manufacturer ; Date of manufacture
I

Best before... i LJju Carefully read the instruction before use
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LOT Batch number C€

Designation of conformity to European standards and

0482 the identification number of the authorized
certification body

Temperature
range

The product packaging may have an advertising information.

Revision date: January 2018

General information:

Dryness of the vagina and a feeling of
discomfort therein are observed quite often.
These unpleasant feelings are e.xperienced by
more than half of the women, regardless of age
and living conditions. Due to hormonal
adjustment, women often experience this
problem during and after menopause.
Normally, the walls of the wvagina are
lubricated in the form of a thin layer of clear
liguid. During menopause, a decrease in the
level of estrogen leads to a reduction in the
amount of this lubricant. In addition, the
tissues of the vagina become thinner and less
elastic. This is one of the most common
reasons for the discomfort of all sexually active
women. Many women first notice the dryness
of their vagina due to the fact that they
experience discomfort and even pain during
intercourse. This undermines their self-
confidence, spoils their mood and interferes
with normal daily activities causing a general
feeling of discomfort.
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Causes of vagina dryness:

The most common cause is a decrease in the
natural production of vaginal lubrication due to
hormonal changes in the woman's body, for
example, in the second half of the menstrual
cycle or due to menopause. But there are many
other factors that can also cause this problem
or its intensification, namely: the use of
hormonal contraceptives or the use of certain
medications, soaps or swabs, stress, fatigue,
pregnancy, childbirth and sexual intercourse
without proper natural lubrication of the vagina
with a liquid produced by the body itself, or
appropriate means, for example, Multi-Gyn®
LiquiGel.



I, mr Maria Ine Loof, civil-law notary practising in Delft, have authenticated the
above signature of Martinus Johannes Bast whose personal details are
stated on the identity document of which a copy has been provided to myself.
The person who acts in this matter has not been informed by the undersigned
about the content and the consequences.

The statement of the undersigned only serves to establish the identity of the
person who acts in this matter.

The authentication of the signature of the person who acts in this matter does
not imply any assessment of his authority and/or of the capacity in which he
acts.

Any liability that does not pertain to the identity of the person appearing is
explicitly excluded.

Signed in Delft on April 11th, 2018.

/

PR -
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
Country: THE NETHERLANDS
This public document
has been signed by mr. M.I. Loof
acting in the capacity of notary at Delft
bears the seal/stamp of aforesaid notary
Certified
5, in Den Haag 6, on 12-04-2018
7. by the registrar of the district court of Den Haag
8. no. 2018-4055
10. Signature:

A. Kortbeek
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MepeBof, ¢ aHrNIACKOro i3blKa Ha pycCKuMiA i3biK

NHCTPYKLUMA MO NPUMEHEHUIO
MeAULMHCKOro mn3genngd
["enib 4N NPOPUIAKTUKN U YCTPAHEHUS CYXOCTH
Bnaranuwa Mynbtu-I nn® Jinksul enb, 30 mn

MpousBoacTBa KomnaHum:/Manufactured by:

BnoKnunH b.B., AendTexnapk 55, 2628 XJ, dendrT,
HuaepnaHabl,/ BioClin B.V., Delftechpark 55, 2628 XJ, Delft,

Netherlands

b2 noaTeepXXaakw AOCTOBEPHOCTb, NPaBWU/IbHOCTb U NOATMHHOCTb 3TOIF0 TEKCTOBOIo AOKYMEHTA

damuansa, umsa 1 OHKHOCTb nua. Mognucb <noanucaHo>
YMNO/THOMOYEHHOTO MOAMNUCLIBATL TaKmne

[AOKYMEHTbI
M-H M.W. Baet Mata 14 mapTa 2018 roga

[VpeKTop Nno Npoun3BoACTBY

<WTamn ¢ norotunom: BUOKJTMH (BIOCLIN)
BIO-ACTIVE SELFCARE
CAMOINMOMOLUWb C NCMONMb3OBAHNEM BNOAKTUBHBIX MPEMAPATOB >
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MHCTPYKUMNA no MPUMEHEHWIO
MeAULMHCKOT0 n3genmns

HanmeHoBaHne MegUUUWHCKOTO N3Lenns
enb ana NpounakTMKN 1 yCTpaHeHMs CyXoCcTu Bnaranuuia MynbTu-I'uH® Jinkeulens, 30 mn
(nanee Mynbtu-Ir'H® Jinksul ens)

MpownssognTesb

BrnoKnuH BB, Oendrexnapk, 55, 2628 XJ, r.Oendt, HugepnaHab

(BioClin B.V., Delftechpark 55, 2628 XJ, Delft, Netherlands)

Ten. +31 (15) 2561999, e-mail: info@.bio-active.com

YNOMHOMOYEHHbIA MpeAcTaBMTeNb MNPOU3BOAUTENS Ha Tepputopunm  Poccuiickoi
depepaynn

AO «®Papm-CuHTe3d», 111024, r. Mocksa, yn. 2-1 KabenbHas ynuua, 4.2 cTp. 46.

Ten. +7(495)796-94-33, e-mail; info@phami-sintez.ru

HasHauveHune MEONLIMHCKOIO n3genuna:

enb nNpefHasHa4yeH Ans BHYTPMBArMHabHOrO Y HAPY>KHOr0 NPMMEHEHUS B 061aCTU HapYXHbIX
MOMOBbLIX OPraHOB M CMOCOGCTBYET:

- 06/1erYeHNI0 N YCTPaHEHMIO BarMHa/bHOM CYXOCTW BO BPEMS M MOCNe MeHoMNays3bl;

- 06ner4eHN0 ” YCTPaHEHWO BarMHa/ibHOM CYXOCTW, CBSI3aHHOW C TFOPMOHA/IbHbIMY
N3MEHEHNAMM, NPUMEHEHNEM MEANKAMEHTOB W/IN CTPECCOM;

- 06/1er4YeHn0 N YCTPaHEHMIO BarvHalbHOM CYXOCTW BO BPEMS NMOMOBOrO aKTa;

- 06/1erYEeHNI0 N YCTPAHEHMIO CUMMNTOMOB BarMHa/ibHOM aTpotnn, pasgpaxkeHns u guckomdgopTa.

MynbTn-I'MH® JTInkBul enb NpegHasHaveH Ans MeAULMHCKUX LieNieil B NeYeOHbIX YUPeXAeHUAX U
LN NHAMBUAYANLHOTO UCMO/Mb30BaHNA.

MynbTu-TMH® JlnkBuleNlb NOKa3aH nauveHTaMm C MpPU3HaKamu HapyLleHUs MUKPOMIopbl K
ypoBHA pH Bnaranvwa. 3ddeKTVBeH A1 YCTpaHeHWs >kanob, CBA3aHHbK C BarvHaibHOM
aTpomeid, BarmHa/IbHOM CYXOCTbIO, a TaKXe pasfpaKeHneM 1 JUCKOM(OPTOM Bfaranmia.

MynbTn-IMH® JSIkBuI enb XenaresibHO UCNOMb30BATb MO PEKOMEHALUMN Bpaya.

CDyHKLI,I/IOHaJ'IbeIe XapPakKTeEPUCTUKN N Ha3Ha4dYeHne
Menb gna nNpomNakTUKM M YCTPaHEHMsA CyXOoCTW Bnaranuuwa MynbTu-rve*“ Jlnkeul ens

npescTaBnseT co60M XWAKWA, NPO3PayHbIA renb CBET/O-AHTAPHOIO LBeTa C XapaKTepHbIM
3anaxom anoa. Mynbtu-I H® Jinksul enb, nNpeacTaBniseT co60i HaTypasbHbIA Feflb Ha OCHOBE
3anaTeHTOBaHHOro 6MOaKTMBHOrO Komniekca 2QR (BeWecTBO MPMPOAHOIO MPOUCXOXAEHUS,
BblZieNIIeMOe U3 pacTeHWi, cogepikallee GMOaKTVBHbIE Monncaxapufbl), KOTOPbIA QU3NYECKM
610KMpYeT aAre3nto NaTtoreHHbIX 6akTepuin 6e30NacHbIM 1 eCTECTBEHHbIM CNOCO60M. B cBA3M ¢
3TUM, OH TMOMOraeT COOGCTBEHHOMY Teny [JOCTUYb eCcTecTBEHHOro 6anaHca B npolecce
YBNaXHeHUs 6e3 BAMAHWA Ha (nopy Bnaranuwia. Tak Kak MArkKMe TKaHW Baraiuuia CHoBa
YBIQXHAKTCSA, OHW BOCCTAHAB/IMBAIOT CBOK) ECTECTBEHHYIO 3/1aCTUYHOCTb U (PYHKLMOHANBHOCTD.
MynbTu-TMH® Jlnkeulenb 06pa3yeT OWMONMEHKY Ha CAM3UCTON 0060/104Ke, obecneynBast
NPOAO/HKUTENBHOE YBNXHEHWE U COXPaHSAA 340POBYIO (hyiopy Bnaranuvia. PerynspHoe BeefeHune
rens /TWeHbLUAeT pas3fpaxeHne W MNOALepPXUBaeT COCTOSAHWE Baraivia B ONTUMASbHbIX
YCNOBUSX.
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MokasaHusa K NMPUMEHEHUIO

Wcnonb3yinte MynbTu-f'mu-" Jlukeulens no Nfepe HeobxogumocTu, KaxKablii pas, Korga
NCMbITbIBAETE BarvHaJbHYK CYXOCTb, B JOCTATOYHOM KO/IMYECTBE, MUHUMYM 1 pa3 B [eHb, Uan
KaXXablil pa3, Korga Tpebyetcsa obneryeHve.

Onsa npegynpexpaeHus BarvHanbHOW CYXOCTM W pasfgpakeHus npumeHsnTe MynbTu-I'mH®
Nuksulenb ABaXAbl B leHb He MeHee 5 AHel noapag.

[ns CTUMyNMpoBaHWS eCTeCTBEHHOIO YBMAXHEHWUS Bharanuwa npumeHsante MynbTu-IMMH®
Nnkeul enb Kaxkaplli pa3 nepej CHOM.

lenb He ocTaBffeT nATeH Ha Bawewm HwxHem 6enbe. OH ABnfeTCA 6e€30MacHbIM  MATKUM
CpeLCTBOM, KOTOPOe faeT 06/ieryeHune npy BarMHaabHOM CyxXoCTH, pasfpaxeHnun u 3yge.
MynbTn-f'mH® Jlnkeulens He crnepyeT mcnonb3oBath gonblwe 30 AHeli 6e3 nepepbiBa, YTOObI
MWUKpOopa BRaravuia Moraa caMoperynmpoBatbcs 6e3 noanepXXku npenapatos. B cnyuae
MOCTOAHHbIX ¥ NOBTOPAIOLLUXCA 60/1€3HEHHBIX COCTOSAAHWIA CnefyeT 06paTUTLCS K Bpauy.

eNb HaHOCMTCA HEMNOCPeACTBEHHO BHY®Mb W CHapyXu Bnaranuwia. pu MHTpaBarvMHanbHOM
NPUMEHEHNN MOXET ObITb MCMONb30BaH CMeLuanbHbI annaukaTop, KOTOPbIA BK/OYEH B
KOMMEKT 1 MOXET OblTb HABUHYEH Ha Ty6y.

PEKOMeH,ﬂ,aLI,I/II/I M cnocob NMPUMEHEHNA
Hapy>Hoe npumMeHeHue
Mpy CyxoCTW HapYy>KHOW UHTUMHOW 30HbI (BY/bBbl) MOXHO HaHOCUTb MynbTu-I'mMH® Slukeul ens

nasbLem (KaxXabll pa3 06s3aTe/lbHO MOMTe PyKX Mepes HaHEeCEHUEM el U Mo 3aBepLUeHUN
npowesypsl).

1. CHMMUTE KONMayokK c Tobuka. Mepes nepsbiM UCNONb30BaHNEM TeNs
MPOTKHUTE repMeTUYH>YO MeMOpaHy B OTBEPCTUM THOOMKA NPU NMOMOLLM
06paTHOI CTOPOHbI KONNaYkKa.

2. Bo3bMuTe THOOWK B PYKY U MOAHECUTe yKasaTefbHblli Manew, Apyrov pyKu
K THOOMKY, KaK NoKa3aHO Ha pucyHKax. Cnerka CoXXmure THOMK.

Y pepxwvBaliTe THOOMK B CAaBNEHHOM MOSIOXKEHUN, NMOKa He BblAaBUTE Ha
yKasaTe/lbHblii NaneL, focTaToTaoe KOMMYecTBO rens.

3. Y Bac Ha yKasatenbHOM nasblie LO/MKHO ObITb NPUGAN3NUTENBHO
2 cM (2 mn) rens.

4. HaHecuTe refib Ha Hapy>kHble MOJI0BbIe OpPraHbl.
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BBegeHne BHYTpb

Mpn uMHTpaBarnMHagbHOM npuUMeHeHUn MynbTu-IM'H'r  Jinkenlenb MOXHO WCMNO/L30BATb
creumnanbHblil annjMkaTop C MajieHbKMM KOJINauykoM, KOTOPbIA MpuiaraeTcsd B KOMI/EKTe U
HaBMHYMBAETCA Ha TO6VK. lMeped NepBoHaYaIbHbIM NPUMEHEHUEM CreLanbHOro annankKaropa
NPOMOiTe ero Tennol BOAOM M NpocyLunTe.

"eNlb MOXXHO BBOAWTb BHYTPb HE CreLmaibHbIM anmnjMkaTtopom, a nanblem. s 3Toro BbIMOMTE
PYKW ¥ HaHEeCUTe reflb Ha yKa3aTe/bHbIiA NasieL, B KOMYecTBe, KOTOPOE JO/HKHO ObITb N0 pasmepy
He MEHbLLIE KOLULLIKA YKa3aTe/bHOro nasblia.

1. CHMMKMTe KONNa4vok ¢ Tioburka. Mepes nepBbiM NPUMEHEHVEM Tens
MCNonb3yiTe 060POTHYIO CTOPOHY KoJiNayka A/is Toro, YTobbl MPOKONOThb
3anevyataHHbI THOOMK.

2. HaBMHTWTE Ha THOGMK creunanbHbllii annankaTop ¢ MafeHbKUM
KO/INAYKoM, NPUNOXEHHBIV B KOMM/IEKTE.

3. CHMMMTe CO CMeuManbHOro annaMkKaTopa ManeHbKuid Konnayvok. Mepeq
nepBoHavanbHbIM NPUMEHEHWEM MPOMOITE CreuuanbHblil annamkaTop v
MafieHbKWIA KOMINayokK B Tenol Boje.

4. Ypepxusas THOOMK OfHOM PYKOi, CKMMaiTe ero, noka u3 0TeepcTus
crneymanbHOro annankaTopa He nNosBUTCA refb. MosBneHe rens 03HavaeT,
4TO CreLMabHbIA annankKaTop 3anosiHeH resieM U rotoB K UCMOJ/b30BaHMIO.
Jlerko oxumas THO6UK, MOTPEHMPYINTECh N3BEKaTb HEOBX0ANMOe
KONMYeCTBO rens; Heobxo4MMoe KONNYeCTBO rens AO/MKHO 6bITh N0 pasmepy
He MeHbllie KOHYMKa nansua (2 mn).

5. OCTOPOXHO BBEAMTE CMeLManbHbIA annankaTtop, HaBUHYEHHbIA Ha
TIOOMK, BO Barauile, Kak nokasaHo Ha prCyHKe.

6. Jlerko coxmuTte THOOMK. Heo6X0aMmMoe KONMYECTBO Fenst AO/MKHO ObiTb MO
pa3mepy He MeHblUe KOHYMKa nanbua. OfgHako, ecnn Bol BBegeTe 60nbLUe
rens, 3To He NPUYNHKT Bam Bpega.
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7. Mocne ncnonb3oBaHus Bbl MOXKeTe 0CTaBUTb CMeLMabHbIA annankaTop
Ha TobuMKe, NpeaBapuTENLHO NPOMINB ero Teno BOAOKR M NPOCYLUUB.

8. HapeHbTe MafieHbKUIA KONMMAYoK Ha creluasbHblii annankaTop.

Mocne KaXZoro MpPUMEHeHWs MNOTHO 3akpbiBaliTe THOOWMK W MPOMbIBANTE Tenniol BOLOM
creumanbHbli annanmKaTop U ManeHbKUiA Konnayvok. JononHUTENbHbIX MeEPONPUATUIA MO OUYNCTKE
1 fe3nHgeKumn Tybbl 1 CNeuranbHOro annamkaTopa ¢ MaieHbKUM KONMavykoM He TpebyeTcs.

MpoTmMBONOKasaHua
MoBbILWEHHAasA YYBCTBUTE/IbHOCTb K /IOOOMY M3 KOMMOHEHTOB. A/NMEPrns Ha WHIPEAVEHTbI

coctaBa MynbTU-Ihh ®Nuksul €/lb HAGMKOLAETCSA UCKNKOYNUTENBHO Peako. Ecnny Bac ecTb Kakue-
NM60 COMHeHUA, nepep NPUMeHeHWeM HaHecuTe HebO/bLIOe KOMIMYECTBO refs Ha BHYTPEHHIOK
MOBEPXHOCTb Mpegnseybs. B ciyyae nossnieHns 3yAALWEro KpacHOro NATHa Ha KoXKe npeanseyss,
He PeKOMeHAyeTcs MPUMeHATbL AaHHOe CPeACTBO.

MpeaynpexaeHus n mepbl 6e3onacHoCcTU

cnonb3oBaTh TONbKO KakK Hapy>HOe CPeACTBO.

MpeaHa3HaveH TOMbKO 419 UHAMBUAYaNbHOIO UCMO0/b30BaHUS.

Bo n3bexaHne MHPULMPOBaHMS, He AONYCKaiTe KOHTaKTa HAKOHeYHUKa THoOMKa € 110601 Apyroi
MOBEPXHOCTbIO.

B cnyuae Hannuma BUAYMbIX NOBPEXAEHWNI Ha NEPBUYHONM YNAKOBKE U3LeNNSA, He PEKOMEHYEeTCS
ero 1Mcronb3oBaHue.

Mo60oYHbIe EACTBUA M OCOBEHHOCTY B3aMOAENCTBUSA

MynbTU-IMH® JIMKBUI €/lb, HACKO/IbKO 3TO M3BECTHO, HE UMeeT HUKaKMX NOBOYHbLIX 3(h(eKTOB,
6e3onaceH W COLEPXWUT HaTypanbHble BelectBa. MynbTu-T'MH® Jlukeulenb He sBnseTcs
KOHTPALEnTUBOM W He COLEPXUT HUKAKMX cnepmuumos. OfHaKO ero BAUSHME Ha aKTUBHOCTb
CNepMaTo30M1a0B He Oblno nuccneaoBaHo. MynbTu-I'mH® JInkeul enb - akTMBHOE CPeACTBO, NOCne
€ro HaHeCceHNs MOXXeT BO3HUKHYTbL OLLYLIEHWe Tenaa 1 NErkKoro nowmnbiBaHna. 310 HOPMaslbHas
peakums 1 yKasaHHble OLLYLLEHNSA NCYE3HYT Yepe3 HECKOJIbKO MUHYT. MynbTu-IMmH® Jlnksul enb
He B3aUMOAEWCTBYET C APYTrMMMN NIeKapCTBEHHbMW CpeCTBaMK.

TeXHUYeCKNe XapakTepucTuKu

CoctaB:  AKTWUBHbIA  KOMMOHeHT:  CeTyaTblii  cononvMMep  ranakroapabuHaHa wu
NOMUTIFOKYPOMOBOI KACNOTbI*

*2QR - 3anaTeHTOBaHHbI KOMMIEKC 6MONOrMYecKn akTUBHbLK NoOMcaxapnios
BcrnomoratenbHble KOMMOHEHTbI: TULepuH, 6eTauMH, KcaHTaHOBas KaMefb, M-aHWCOBas
KNCNoTa, NeBYIMHOBasA K1CNoTa.

dopma Bbinycka: AntoMuHMeBas Ty6a 30 M €O CneunanbHbbM annIMKaTOpPoOM C Ma/leHbKUM
KO/INAYKOM [/1 BHYTPEHHEr0 NPUMEHEHUS, C MHCTPYKLMEN NO NPUMEHEHUIO B MayYKe KapTOHHOMA.
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MebeyeHb NPUMeHAEeMbIX CTaHAapTOB

MynbTu-1 nH'-" JInkBUl efib BbIMYCKAeTCA B COOTBETCTBMM C COBMOAEHUEM MEXAYHapOLHbLIX U
HaumMoHanbHbIX ctaHgapTos: EN I1SO 13485, EN ISO 14971, EN 62366, 1SO 2859-1.

Mo 6monora4yecKoMy BO3AeVCTBUIO Ha NauueHTa WUCMofib3yemble MaTepuasbl YAOBNETBOPAIOT
TpeboBaHuam EN ISO 15378, EN ISO 11607-1 w ctaHgapTtoB cepun EN I1SO 10993. lenb
6ronornyeckn 6e3onaceH 1 ycTonyms K BO34ENCTBUAM BMOMOTMUYECKUX XKNAKOCTEN U BbLLENEHNI
TKaHei opraHn3Ma, ¢ KOTOPbLUN OH KOHTaKTUPYET B Mpouecce aKcnayatayuu.

MynbTu-I'vH® JInkeul ens ABNAETCA HECTEPUIbHBIM U3LE/UEM.

B neyebHbIX yUpexKaeHNsaxX 1 B OMALLHUX YCM0BUAX AONOMHUTENIbHBIX CTEPUIN3ALMOHHbIX U
[e3VH(EeKLMOHHbIX MpoLeayp nepes ero nepBoHayanbHbIM M NOCMAEAYHOLMM UCMO/b30BaHNEM
He TpebyeTcs.

MHpopmauma o Hannuuu B MeAULUMHCKOM W3LeNIUN NeKapCTBEHHOro cpeacTtBa [ANs
MeagnUnNHCKOro HPUMENCHUA, MaTepuanos XXNBOTHOTO n (|/|n|/|) yesnioBeyeckoro
NMPONCXOXAEHUA

MynbTn-I'mH'r JlukBul ens cofep>XUT B CBOEM COCTaBe XMMWYECKWE BELLECTBA, KOTOPble B

COOTBETCTBUM C JaHHbIMU FOCYAapCTBEHHOrO PeecTpa NeKapcTBEHHbIX CpeAcTB MuHaapasa PO
3aperncTprpoBaHbl B Ka4eCTBe (PapMaLeBTUYECKON CyBCTaHLMK:

HanmeHoBaHue (hapmMaleBTUYeCKO  HanmeHoBaHMe npoussoguTens [fata W HoMep
cybCTaHUym, B T.4. MEX/AYHAPOAHOE  (hapMaLleBTUYECKOI Cy6CTaHLmMM peecTpoBol
HemnaTeHTOBaHHOe, Un 3anucu
rpynnupoBOYHOE, NN XMMUYECKOE

n (Toprosoe)

nuuepuH 3A0 «VBaHOBCKas 23.11.2017
(hapmaueBTMyecKas habpuka» ®C-001709
BetanH «BandaH CaHenH Kemukanc Ko, 24.10.2011
nTa NC-001355

B cocTaBe MeMLIMHCKOr 0 U34e/na 3T XMMUYECKMe BeLecTBa He 06/1a4atoT (hapMaKko/1ornyecKoin
aKTMBHOCTbK) M BbINOMHAT MEXaHWYECKYH (YHKLUMIO, a MMEHHO: TNLEPVH BbICTYMaeT B
KayecTBe Baroyfep>X1BatoLLEero BELLEeCTBA, KOTOPbIA YAEpPXKMBaeT M COXpaHdeT Brary Ha
CNM3NCTON 000/104Ke Bnaranunwa, a 6etamH - B Ka4ecTBe OCMOMPOTEKTOPa, KOTOpbI 06nagaet
YBNXHALWNMM, MOBEPXHOCTHO-aKTUBHLIMM CBOMCTBAMM W 3aLMLLAET KOXY W CAUSUCTYHO
060/104Ky Bnaraivia OT MEeXaHUMYecKoro W XUMWYECKOro pasgpaxeHus. B cocTase
MEAULMHCKOIO W3A4enns 3T  XMMMUYECKMe BeLLecTBa WCNONb3ykTCs A obecnevyeHus
BO3MOXXHOCTW €ro NPMMEHEHUS N0 Ha3HAYEHUIO.

MynbTU-TMH® JInkBuIeNb He COAEPXUT B CBOEM COCTaBE >KM3HECNOCOOGHbIX MaTepuasios
XXVBOTHOTO MPONCXOXAEHNS.

MynbTU-I'MH® JIkBUIe/lb He COAEPXKUT B CBOEM COCTaBe TKaHel W/Min Npou3BOAHbLIX KPOBM,
MONYYEHHbIX OT Ye/l0BeKa.

YcnoBua xpaHeHUsa n akcnayatauum (NpUMeHeHUs) MegULLMHCKOI0 U3genns

MynbTU-I'H®’ JINKBUT €Nlb PEKOMEHAYETCH XPaHUTb B HELOCTYMNHOM ANS AeTeill 1 3alMLLEeHHOM
OT cBeTa MecTe npu Temnepartype oT +10 fo +25° C M OTHOCUTENbHON BRaXXHOCTU OT 60% A0
80%. He fonyckartb 3aMopaXkMBaHuA.

Jkcnnyatauma  (NpMMeHeHWe)  W3genvs  [OMYCKaeTca MNPU  HOMMHA/bHBLIX  3HAYeHUAX
Temnepatypbl OT +32 o +42° C 1 OTHOCUTENbHON BRaxHocTU oT 40% po 80%. Mepep
MCNOoNb30BaHNEM U3aenns ybeanTech B OTCYTCTBUN ABHbIX NMPU3HAKOB MOBPEXEHNS YNaKOBKW.
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Ycnosud TpaHCcnopTupoBaHNA MegULWUHCKOIo nusnenna

Bcemy BMAamm KpbITOro TpaHCMopTa B COOTBETCTBMM C MpaBunamu MepeBo3KU rpy30B,
[OEeNCTBYIOWMMM Ha KaKAOM BWAe TpaHcnopTta. TpaHCNOPTUPOBKA MeLWMLMHCKOro W3genuns
JonyckaeTtcs npu temnepatype oT +10 A0 +25* C 1 0THOCMTENbHOI BNaXKHOCTM 0T 60% a0 80%.
He ponyckaTb 3aMOpayKmBaHUs.

Cpok rogHocTtu
3 roga. He ncnonb3oBaTh MO UCTEYEHUWU CPOKa rogHocTu. locne nepeBoHavas3aHOro BCKPbITUA
n3genve peKomMeHyeTca UCMNo/b30BaTb B TeyeHne 3 MecsLEeB.

FapaHTMVlele obs3aTenbCcTBA nponssoanTens

Mpou3BoauTENb rapaHTUPYeT KauyecTBO MEAWLMHCKOTO W3AeNns [0 WUCTEYEHWUS CpoKa ero
rOfHOCTU, MpW YCMOBUW, UYTO €ro YMnakoBKa He MOBPeXJeHa W COGM0AalTCs BCE YCOBUS
XpaHeHUs 1 'GaHCMOPTUPOBKN U3AENNS.

Tpe6OBaH|/m K TEXHNYECKOMY 06CI‘Iy)KI/IBaHI/HO N PEMOHTY MEANUMNHCKOIO U3nennd
MynbTU-TMH® JINKBUT €N1b TEXHUYECKOMY 06C/Y>KMBaHUIO Y PEMOHTY He MOLIEXNT.

|_|OpF|,qOK OCyWEeCTBNEHUNA YTUNN3ayunn N yHNUTOXEHUNA

B [0.mallHUX YCNoBUAX YTUAM3aLMA HEWCMNONb30BaHHOrO (C WMCTEKLUM CPOKOM 'TOLHOCTU)
n3gennsa n n3genuns obiBLIEro B ynoTpebneHun, NoanexuT BMecTe ¢ 6bITOBbIMM OTXO4aMMU.

B MeguUUHCKMX n/vnn (hapmaueBTUYeCKUX OpraHm3aumax yTuansaumsa Hencrnosnb3oBaHHOro (C
NCTEKLLMM CPOKOM FOJHOCTW) U3aenns 1 nsaenns obiBliero B ynoe61eHUN, OCYyLLLECTBNSETCS B
COOTBETCTBUM C TpebGoBaHMsMU/MpaBMNammn CTpaHbl Nokynatens. Ha TeppuTopum Poccuiickoi
®epepauumu, No CcTerneHW onacHoctu, B cooTeeTcTBuM ¢ CaHlMuP! 2.1.7.2790-10, u3genue
OTHOCMTCS K Knaccy A - anNMAeMNONOrMYeckn 6e30nacHble OTXOAbl U MOANEXUT YTUAMU3ALNN
BMECTE C ObITOBbIMU OTXOAAMMU.

ﬂ,aHHbIe 0 MapKMpoBKe MeONLMNHCKOIO mn3gennda n ero ynakoBke
Mapkuposka MynbTu-I'mH**’ Jinkeul enib cCOA4ep>XXunT cnefytoline cBeeHuns,;

CumBon  llofAcHeHune Cumson MoscHeHwne
(HaumeHOBaHMe CUMBO/IA) (HaMmeHOBaHWe CMBO/IA)
y MpowussoguTens [Jata n3rotosneHus
Jarta oKoH4YaHuns cpoka Mepefn ncrnonb3oBaHUEM
rofHoCTH BHMMATE/IbHO NpoymnTanite
NHCTPYKUMIO
Homep naptum O603Ha4eHne COOTBETCTBUS
LOT P nap C€ g
0482 eBpOMnencKnM cTaHgapTam, a

TaKXe NAeHTUDMKaLMOHHbIV
HOMep YMOSIHOMOYEHHOr0 OpraHa
no cepruukaumm

OrpaHuyeHusa no

TemnepaType

Ha ynakoBKe M3aenuns AonycKaeTcs A0MN0NHUTEbHAsA MH(OPMaLIMS peKNnamMHOro XapakTepa,

Jata nepecmoda: aHBapb 2018 roga
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CBefeHUA o6l ero xapakTrepa:

CyxocTb Bflaranuuia v owyuieHue guckoMmgopTa
B HEM HabnwogalTcs [OBOMbHO 4acTo, 3Tu
HeMpusATHbIE OLWYLLEHUS UCMbITbIBAOT 6onee
MOMOBUHbI XEHLLNH, He3aBUCMMO OT Bo3pacTa U
YyC/0BUA XKN3HN. N3-3a rOpMOHabHOW
nepecTpolikn  0COGEHHO  4YacTo C  3TOW
nNpo6aemoli CTaIKMBalOTCSA XEHLWMHbI B MePUoA
MeHonaysbl ¥ nocne Heé. B Hopme Ha CTeHKax
BarvHbl HaXo0AUTCS cMasKa B Bufe TOHKOrO c/1os
Npo3payvyHoil Xugkoctn. Bo BpemMss MeHonaysbl
CHWXXEHME YPOBHA 3CTPOreHOB MNPUBOAUT K
YMEHbLLUEHUIO KOMUYecTBa 3Tol cMasku. K Tomy
€ TKaHW BaruHbl UCTOHYAlOTCA W CTaHOBSATCS
MeHee 3M1aCTUUYHbIMK. 3JTO ewWeé ofHa u3
Hanbonee pacnpocTpaHEéHHbIX NPUYNH
OWyULeHNs1 AMCKOMGOPTa Y BCEX CeKCyaslbHO
aKTMBHbIX  >KEHWMWH. MHOrMe  >KeHLWMWHb:
BMepBbIE 3aMeyalT CyX0CTb CBOEro Bnaranuuia
B CBA3M C TeM, YTO MCMbITbIBAKT LUCKOM(OPT M
jaxe 6onb BO Bpemsi MOMIOBOro akTa. 3TO
noApbiBaeT MX YBEPEHHOCTb B cebe, MOPTUT UM
HacTpoeHue n meLLaeT HopMasbHO
NoBCeJHEBHOW [eATeNbHOCTW, BbI3blBas 06Liee
olyLieHre AUCKoOMGopTa.
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MprnynHbI cyxocTn Braranuuia:

Hawn6onee pacnpocTpaHéHHol NPUUYUHOIA
ABNsieTCS YMeHbLUEHME eCTECTBEHHOA
BbIPab0OTKM BarnHasabHoik CMasKMu,

06yCN0BNEHHOE TOPMOHA/IbHbIMU U3MEHEHUSAMU
B OpPraHusme >eHLiMHbl, HaNnpuMep, BO BTOPOW
NMO/I0OBUHE MEHCTPYasibHOr0 LMK/a Uin B CBA3N C
MeHonays3oin. HO eCcTb M MHOXECTBO [pYrux
(haKTOpPOB, KOTOpble TakXe MOryT cTaTb
NPUUYMHON 3TON NpPobaemMbl NN €€ yCcuneHus, a
UMEHHO: ncnonb3oBaHme ropMOoHaNbHbIX
KOHTpaLenTuBoB nnu npuMeHeHne
onpefenéHHbIX JIEKAPCTBEHHbIX CPeACcTB, Mblna
nnéo ramnoHos, cTpecc, ycTanocTb,
6epeMeHHOCTb, pPOAbl, a TaKXe CcoBepLUeHue
nosioBoro akTta 6e3 Haanexaileii ecTeCTBEHHOM
cMasKu Braranuwia XXUAKOCTLIO,
BblpabaTbiBaemMoii CcaMyM OpraHuM3MoMm, Wan
COOTBETCTBYWOLWUMMN CpefcTBaAMU, Hanpumep,
cpeacteoM «MynbTU-IH* JIMKBUI enb».



4, maTp Mapusa WMHe Jloo, HOTapuyc rpaKgaHCKOro npaea, OCYLLECTBASKOLWMIA NPaKTUKY B T.
OentT, yA0CTOBEpPS0 NPeACTOALY0 NoANNCh MapTuHyca MoxaHHeca BacTa, /IMYHbIE AaHHble
KOTOPOro YyKas3aHbl B [OKYMeHTe, YyJAOCTOBEPAILEM JINYHOCTb, KOMUA KOTOPOro Oblna MHe
npeAcTas/ieHa.

3anHTepecoBaHHOE /MU0 He 6bIN10 NMPOUH(POPMUPOBAHO HWXKEMOAMUCABLUMMCA O COAepPXaHuu
OOKYMEHTa 1 NMocneicTBUsaX.

3aABneHe HWXKenoAnucaslleroca nuua npefHasHaYeHO MWCKNOYNTENbHO AN1A YCTaHOB/IEHNS
NIMYHOCTM 3aMHTEPECOBAHHOIO0 NnLa.

Y [oCTOBEPeHMe MOAMUCK 3aMHTEPEeCOBAHHOIO NMLAa He NnojpasyMeBaeT Kakoh-1nmbo OLEeHKM ero
NONHOMOYMIA U/ NN NPaBOMOYHOCTU Ero AeiCTBUIA.

Kakasa-nMbo OTBETCTBEHHOCTb, He OTHOCAWAACA K JIMYHOCTU SBMBLUErOCA KO MHE Jinuga,
NCKK0YaeTcs.

MoanwucaHo B r. OendT 11 anpens 2018 roaa.
<Kpyrnasa rep6osas neyaTb HOTapuyca;

mMaTp M.W. Jloodp, HoTapuyc r. denT>
< nognucaHo >
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ATIOCTUNb

(Maarckas KoHBeHUMs 0T 5 okTA6ps 1961 roga)

1  CrpaHa: HWOEPNTAHAbI
HacToswmii ouLmanbHbIn JOKYMEHT

2.
3.
4

~N o

nognucaH maTpom M.W. Jloodh
BbICTyMaloLLyM (-eil) B kKauecTBe HoTapuyca r. Jengt
CKpeniéH neyarbH/LWTamMnoM BblLLeyKa3aHHOro HoTapuyca

Y [0CTOBEPEHO:

BT. [aara 6. 12 anpend 2018 roga
CekpeTapém OKpy>xHoro cyga r. Naara
3a Ne 2018-4055

Mevatb/wTamn: 10, MNopgnwuck
<CypryuHasa nevartb A. Koptoek
Ma/IMHOBOIO LiBeTa:

Cy[, TAATA>

<nognucaHo>

MpowmnTO M CKPeneHo

<Cypry4Has rep6oBsas nevatb
HOTapuyca MasIMHOBOr O LiBeTa:
mMaTp M.W. Jlood, HoTapuyc

r. Qendr >
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I'IepeBo,u, LAaHHOT0 TEeKCTa BbIMNOJ/IHEH NEPEBOAYNKOM L M eHKOBbIM HEOHI/I,IJ'OM BacunbeBnuem
n 1
TInA19Hub

Poccwuiickaa depepayusn
Mopos MockBa
[BafuaToro anpens fABe ThiCAYM BOCEMHAALATOroO roga

O Axumos [ne6 bBopucosmy, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYI MNOAANHHOCTb
noanucu nepesogumka LLnweHkosa Jleonnga Bacunbesnya

Mognwuce caenaHa B MOeMm NnpucyTCTBUN.
JINYHOCTb NnojgnucasLlero OOKYMEHT yCTaHOBNEHA.

3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2018-

B3bickaHO rocygapcTBEHHONW NowanHbl (Mo Tapudy): 100py6.
YnnayeHo 3a OKasaHue yc/lyr npasoBoOro M TexHu4eckoro xapakTepa: 200 py6.

epboBas nevaTb

no .q MNCb HoTapuyca r. MOCKBbI [ B. AKUMOB
Aknmosa I'.b.

MpoLWwHYpPOBaHO, NPOHYMEPOBAHO U CKPEMJIEHO neyaThio _a/3_nucT(-a,-0B).
— 5
/

HoTapuyc:

AN

Poccuiickas depapaups

20ipT N AT o

ﬂ. AkumoB Tne6 BopucoBu4, HOTapuyc ropopga MOCKBbI,

AMABTENbCTBYIO BEPHOCTh KOMWWU C NPEACTABNEHHOIO MHE JOKYMeHTa

- pwpp M H I
Q ~B5b55kaH01 M WwapcTBEHHO NoLWMHbI (1o TEdwmdy);
A .InnayeHo 3a'*3aHuMe ycnyr npaBoBOro u

TexHuyeckoro' WACCOprAA
B. Ans
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