Zug, 03.02.2017

Letter of Authorization

Belimed AG, Grienbachstrasse 11, 6300 Zug,
Switzerland produces and exports washer disinfectors
and sterilizers.

Belimed confirms that SteelMed LLC

(legal address: 100, Bid. 1 Schelkovskoe Highway,
105523 Moscow, Russia)

is an authorized reseller for
(Switzerland) medical products
Federation Territory. Products:

Belimed AG.
in the Russian

1. Washer disinfectors and accessories:
WD 130, WD 150, WD 170, WD 200,
WD 220, WD 240, WD 230, WD 250,
WD 290, WD 390, WD 420, WD 425,
WD 550, WD 560, WD 590, WD 750,
CS 750.

2. Steam sterilizers and accessories:
VAPOFIX: 3-3-6, 3-3-9;

MST-V: 6-6-6, 6-6-9, 6-6-12, 6-6-18,
6-6-6-FO, 6-6-9-FO, 6-6-12-FO;
MST-H: 9-6-9, 9-6-12, 9-6-15, 9-6-18

3. Disinfection chamber:
DDA 7

As an authorized reseller, SteelMed LLC is
committed to comply with EN ISO 13485 and the
EU-regulation on medical devices — Directive 93/42
— and to regularly participate in technical and sales
trainings organized by Belimed AG.

The Reseller is entitled:

¢ of promotion, negotiating by all types
of sales and further maintenance of
the equipment in the territory of the
Russian Federation;

¢ to conduct support of project works to
implement assembly, supervision and
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Belimed AG
Grienbachstrasse 11
6300 Zug

Tel. +41 41 449 78 88
Fax +41 41 449 78 89
info@belimed.com
www.belimed.com

IMucnMo0 ABTOPH3AIUM

Belimed AG, Grienbachstrasse 11, 6300 Zug, 1lIsefinapms,
SBJIAETCS NPOM3BOJUTEIEM W JKCHOPTEPOM  MOEUHO-
JIE3MHOHLIHPYIONNX MallUH | NAPOBLIX CTEPUITH3aTOPOB.
Belimed A.G. mojxreepskmaet, urto OO0 "CrunMen"
(ropummaeckuit agpec: Poccusd, 105523 Mockea,
lenkonckoe mocee, 100, k. 1)

SBIIAETCSA NpeJCTaBUTENIEM xommanun Belimed AG.
(Isefiuapus) no MeaunuackoMy o0OpyJOBAaHHIO HA
repputopuu Poccriickoli @epepaunn. ObopynoBaHue:

1. MoegHo-Ne3NH(OHUIHPYIOMHE MAITHHE] 0 X
MPUHAATCIKHOCTH, MOJICIIHL:
WD 130, WD 150, WD 170, WD 200, WD 220,
WD240, WD 230, WD 250, WD 290, WD 390,
WD 420, WD 425, WD550, WD 560, WD590,
WD 750, CS 750.

2. IlapoBele CTEpPHIIM3ATOPBI U MX MPUHAIJIEKHOCTH,
MOJIEIIN:
VAPOFIX: 3-3-6, 3-3-9,
MST-V: 6-6-6, 6-6-9, 6-6-12, 6-6-18,
6-6-6-FO, 6-6-9-FO, 6-6-12-FO;
MST-H: 9-6-9, 9-6-12, 9-6-15, 9-6-18

3. Kamepa jeanHdpexumuoHHas:
DDA 7

AntopmsoBangrii  mpeacraButens Q00  "CrunMen”
nomken cobmoyars Tpedoranng EN ISO 13485 u npasuna
EC, ortHocsmmecss ¥ MeAULTHCKOMY 0DOpYyJOBaHHIO -
oHpekTHBy 93/42 - W peryisipHO y4YacTBOBAThE B
MHKEHEPHO-TEXHUYECKUX TPEHMHIAX M TPEHMHrax Io
mpojaxam odbopynoBanus, opranuzosantelx Belimed AG.

[IpencTaBuTens HaJlENeH TTPABOM:

e TNPOABHIKEHIS, BEEHHEM [IEPErOBOPOB 110 BCEM
BUJIAM IPOJaX U JAIBHSHIIEro CONpOBONKIEHMs!
ofiopynoBanus Ha treppuropun Poceniickoit
Deiepalui;

* BECTH COMPOBOXASHUE TIPOEKTHLIX paboT
BBIMOJIHATH MOHTAIKHbIE, Ie()-MOHTAHBIE H
I[yCKOHANANOYHEIE pab0oThl 000pYA0BaHMA;



commissioning of the equipment;

* to provide qualified guarantee, post-
guarantee, maintenance and repair
work of the equipment;

e to execute preventive and diagnostic
check and technical expertise of the
equipment;

e to deliver all the assortment of spare
parts and accessories to the
equipment;

e (o provide training for medical and
technical personnel on use of the
equipment on site;

e to participate in medical and hospital
exhibitions and conferences.

The above activities will be carried out by SteelMed
LLC as the authorized reseller and the certified
service center of the Belimed AG. (Switzerland).

The authorization is only valid if this agreement is
countersigned and accepted in accordance with the
agreement under EN ISO 13485, Directive 93/42
EEC (see enclosure). This Letter of Authorization is
valid at the time of signature and will expire on 31%
of December, 2017 or earlier if terminated by one of
the parties with a notice period of 3 months.

Belimed AG /
Grienbachstrasse 14
6300 Zug '
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s obecneuuTs KBAIHQAIIPOBAHHOE rapanTuiinoe,
LOCTTapaHTHIHOE, TEXHITMecKkoe 00CTyKHBAHUE H
peMaHTHBIE paGoTE 000PYAOBAHNS;

°  BEITONHWTE MPOQHIAKTHIECKHH, THATHOCTHYCCKHH
KOHTPOIE W TEXHUYECKYHO DKCIIEPTH3Y
obopynoBaHus;

e  [IOCTABIIATH 3aTACHEIE YACTH W TIPHHAANEIKHOCTH
Beell HOMEHKIIATYPEI M KOMITIEKTYOLUX K
000py JOBaHHIO;

e obecrevyuBaTh MOJTOTOBKY MEIULMHCKOTO 1
TeXHITYeCKOro NepeoHana no UClonb30BaHUID
06opyl0BaHNs HA MeCTax;

*  YYACTBOBATE B MEOULHHCKUX, OOIBHUYHBIX
BEICTABKAX W KOHDepeHUUAX.

BrimeykasaHHble BUIBL IeSTeILHOCTH Oy Iy T
ocymecteiaTees OO0 "CrunMen" B kayecTse
ABTOPI30BAHHOTO [PEACTABUTENS W CEPTHHMUHPOBAHHOIO
cepBHCcHOro HeHTpa komrannu Belimed AG.
(IIseiinapms).

ABTOpU3aLus AeHCTBUTENIRHA, TOJNBKO ECIH HACTOSIIES
cornauleHue IoIHcaHo 00eUMH CTOPOHAMM W TIPHHATA 110
cornacoranmio ¢ Jlupextusoit 93/42 EEC, EN ISO 13485
(eM. npuiiokenne). JlaHHas aBTopUsaLlis JeiicTBUTENLHA
Ha MOMEHT ee TIOANMHCAHIS 1 0cTaeTes B cuvie jo 31
mexabps 2017 rona uny pasellue enu ee JielicTBre
TNPEKPALIEHO OJIHOH M3 CTOPOH CO CPOKOM YBENOMIEHUS 34
3 Mecsra.

Belimed AG
Grienbachstrasse 11
6300 Zug '



Agreement under EN ISO 13485, Directive 93/42
EEC

1.1.  Basic principles

The following agreements are necessary on the basis
of Directive 93/42 EEC from the Council of the
European Community on medical products and the
laws resulting from it in the relevant countries. The
area of validity includes all products listed in the
price list.

1.2 Bringing medical products onto the market
Distributor is the sales organisation for the
machinery and markets listed in this contract.
Distributor, being the company that brings medical
products onto the market, is responsible for
adherence to the relevant and valid national laws
and ordinances in the country of destination.

Distributor shall be responsible for the appointment
and training of a Medical Products Consultant within
the meaning of the national laws and ordinances in
the country of destination.

Distributor shall be under an obligation to ensure
the sales and service job gualifications both for itself
and also for wholesalers. By way of support,
BELIMED shall regularly offer training sessions for
sales staff and customer service technicians.
Distributor shall maintain a training record for each
of the qualified sales staff and customer service
technicians.

Distributor shall be under an obligation to set up a
reporting and observation system for nofifiable
events in each sales and service location. Notifiable
events are those in which persons are actually or
very nearly fatally or seriously injured. The report
shall be made in writing to BELIMED within three
days at the latest of the occurrence. The BELIMED
Safety Officer shall in all cases inform the authorities
of notifiable events.
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Coznawenue ¢ pamxax Jupexmuent 93/42 EEC, EN
IS0 13485

1.1

Credyowue  coznquienuss HeobXodumsl Ha OCHOGe
Hupexmuswr  93/42 EEC Cogema Esponeiicrkozo
CooBecmad & OMmHOUEHUN MeOUYUHCRO NpodyKyul U
BBIMEKAIOUIUX U3 Heée 3daKOHO8 8 COOMBEMCINBYIOULUHX
empanax. Obnacme Oeficmeus sxnoyaem € cebs ece
nPOdYKMbL, VKAZAHHBIE 8 NPaiic-Iucme.

OcHogHble NPURYUTIBL

1.2 Brigod meduyunckol npodyKyui Ha PeiHOK
Jucmpubsiomop npedcmasnsem coboll opeanu3ayuio
no cbeimy 060pYOOSAHLS HA PLIHKAX, NEPEUUCIEHHbIX 6
Hacmoswem — xoumparme.  Hensisace  xomnanuet,
av1go0AUetl  MEOUYUHCKYIO HPOOYKYUI0 HA  PLIHOK,
Jhicmpubeioniop  Hecem — OMGENICHIGEHHOCMb  3d
cobniodeHle  COOMBEMCMBYIOWUX U OeliChEYIOUJLX
HAYUOHAILHBIX 30KOHO8 U NOCHIAHOGRENUN 8 cmpdie
HA3NAHEHUA.

Jucmpubviomop — Hecem  OMBEMCHIBEHHOCME 34
HasHayerue u obyuenue Meduyunckozo koucyrsmanmed
8 pamrax HAYUOHANIbHBIX 30KOHO8 U I?OC’IJI(IHOGJIEHMﬁ 8
cmmpane HASHAYEHUA,

Hucmpubviomop — obasan  obecneyums  cbbim U
COOMBEMCMEYIOWYIO  K8aIupuxayuto,  xax — CEOUX
COmpyOHUKO8, MAK U COMPYOHUKOE  ONMOBLIX
npednpusmuii. B Oaurnom omuowenuy BELIMED
npedocmasisem Ha peyiaproli  0cHoge obyuenue
Mop206020  Nepconand i COMPYOHUKOE — CrydIcObl
noddepoicky  Kiuenmos.  Jucmpubviomop  dondicen
gecmu 3anuci OOYHeHUs 1O KANCOOMY COMPYOHUKY
omdena cbuiia U cOMPYOHUKY CAYACObl NOOOEPICKH
KAUEHMIOB.

Jucmpubeiomop — 06s3an  YCMAHOSUMb  CUCHIEMY
omyemnocniu u cobuodeHus 3aKono8 0N cobenui,
nodnexcaupux — pezucmpayuy, 8 KajicooM — mecme
npodacic u peanusayuy yenye. Cobvimus, noonesicaujue
pezucmpayuy, exmouaiom 6 cebs cobwimusa, npu
KOMOPBIX JIUYA ROAYYULL NOYMU CMEPMENbHYIo  UIu
cepwesnyio mpaemy. Onriem 0ondicen COCMABNAMbEA @
nuceamenHom eude st nepedauu komnanuy BELIMED
He nozonee yem 8 meyenue mpex oxeli. Cneyuanuicm no
mexnuxe besonacnocmy BELIMED s obsasamenvnom
nopsore unghopmupyem COOMBEMCMBYIONUE
AOMUHUCTHPAMUBHbLE op2anbl 0 cobbIMUSX,




Distributor shall be under an obligation, in the event
of a recall action, to support BELIMED and in
particular to submit the complete DMF (Device
Master File) to BELIMED on request (see sub-
clause 1.4).

1.3 Safety Officer

The address of the Safety Officer under medical
products legislation (SB MPG) for BELIMED
machinery brought onto the market in Europe are:

Safety Officer of Medizinproduktegesetz (SB MPG)
Mathias Franke, BELIMED Deutschland GmbH,
8445 Muhldorf, Germany Tel. G: +49 8631 9896 536
Fax G: +49 8631 9896 300 Mail:
mathias.franke@belimed.de

Representative SBMPG

Manfred Fischer, BELIMED Deutschland GmbH,
8445 Muhidorf, Germany

Tel. G: +49 8631 9896 590 Fax G: +49 8631 9896
300

Mail: Manfred.fischer @belimed.de

1.4 Traceability of prodicts

Under Directive93/42 EEC it must be ensured that
all medical products brought onto the market can be
traced without a break through to the final customer.

Distributor shall be responsible for providing this
traceability both for products that it brings onto the
market itself and for machinery sold to wholesalers.
Distributor shall be under an obligation to maintain
a DMF in compliance with the national requirements
of the country of destination.
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HOOIEICAUX. Pe2UCMPALULL

Jucmpubviomop obsazan 6 cayvae  AHHYIUPOGARUSL
npedocmagums  noddepoicky  BELIMED — u, 6
yacmuocmu, npedocmagums noaxvii DMF (Ocnosnoii
aiin npubopa) 6 BELIMED no sanpocy (cm. noonyuxm
1.4).

1.3

Adpee Cneyuanucma no mexuuxe besonacnocmu 6
pamrax 3axoHodamensemea & obaacmu MeOUYUHCKO
npodyxkyuu (SB MPG) dna obopydosanus BELIMED,
HPeDOCMABIEHHO20 1A e8PONELICKOM prltke:

Creyuanicm no mexuuxe be3onachocmu

Creyuanucm 1o mexHuxe He30nacHoC 8 PamKax
arona o meduyunckoii npodyryuu (SBMPG)

Mamuac Pparixe, BELIMED Deutschland GmbH, 8445
Muhldorf, I'epmarnin

Ten.: +49 8631 9896 536 @arc: +49 8631 9896 300
Mail: mathias.franke @belimed.de

Ilpedcmasumens SBMPG

Mangpped Duwep , BELIMED Deutschland GmbH,
8445 Muhldorf, I'epmanua

Ten.: +49 8631 9896 590 @arc: +49 8631 9896 300
Mail: Manfred.fischer@belimed.de

1.4 Omenesicusaemocms npooyKuiL

B coomsememeuu ¢ Jupewmusoili 93/42  EEC
Heobxo0UMO cnedums 3 mem, Hmobvl 8CA MEOUYUNICK A
npoOyKYUsa, NPeOCMAGNEHHas NQ PuIHKE, HenpepblBHO

OMENEACUBANACH 00 docmudicenus KOHeYH020
nompebumens.

JHucmpubsioniop  Hecem — OMGEMCHIBEHHOCINL  3d
obecneyenie  MAKoOll  OMCHEINCUBAEMOCHIY — KAK 6

OMHOUEHUU NPOIYKYUL, KOMOPYIO OH CAMOCMOSINENbHO
86l HA PHIHOK, MAK U 8 OMHOueHun 0bopyoosanusl,
npooanozo ORINOGbIM npeonpUAMUAM,
Hucmpubsiomop 0ba3an  credums 3d  MeM, yumobwi
danuvre ¢ DMF coomseemcmeoganit HAYUOHANIbHBIM
MpeboRAHUAM CINPAHBL HAZHAYEHIL.




1.5, Safety-relevant parts

Each device produced by BELIMED can contain
parts that are relevant to safety.

Distributor shall be under an obligation to ensure
that only trained service technicians carry out
repairs, maintenance, and in particular the exchange
of safety-relevant parts on BELIMED machinery. The
same shall apply to the service personnel of
wholesalers.

Distributor shall be under a further obligation to
ensure that only original BELIMED replacement
parts are fitted to BELIMED machinery. This basic
principle shall also be imposed on wholesalers.

1.6, Audits

Distributor shall permit BELIMED to arrange for
adherence to this quality assurance system and all
other agreements listed in this contract to be
inspected at any time by an audit on Distributor's
premises. Distributor shall also be under an

obligation to provide documentation that BELIMED
requests without restriction for the examination of
this agreement.
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1.5.  Dnemenmsi, sadicivie Ons 6e30MACHOCU

Kancdoe yempoiicmeo, — npoussedennoe Kommnaruel
BELIMED, mooicem codepiicantv 2iemMennisl, GaicHble
dust bezonacrocmu.

Hucmpubsiomop obszan npociedums 3a mem, 4mobv
MoNbKo  0OYHeHHbI RepConal NPOUIEOOUR  PEMONN,
mexnuyeckoe obCayIcCUsanIe U, 8 YACIHOCIL, 3aMeHy
anemenmos obopyoosanus BELIMED, saoicnelx ona
bezonacrocmy.  Omo  maxdce  OMHOCUIMCA K
0BCaYICUBAIOULEMY NEPCOHULY ONMOBLLY NPEONPUSIIIULL

Jlucmpubsiomop maroice obszan npocredums 3da mem,
Ynobsl  THOALKO OPUSUHAIbHEIE 3andcCHble  Oemaiit
BELIMED  yemauasnueanucs Ha — 0bopydosaniul
BELIMED Omo  maxorce  omuocumecsa K
0B60pYOC8AHII0. ONIMOGEIX NPEONPUAINUILL

1.6, Ilposepxu

Hucmpubviomop — OoRdceH  NO360JNUML  KOMIAHUUL
BELIMED & mioboe spems op2anu3osuleams NPOGEPKY
coomsenicmens Hacmosiyedl  cucmeme  obecnedenisl
Kauecmea U OpyauM  CO2NAUEHUAM, YVKAIAHHLIM 6
Hacmosem xonumpaxme, Ha meppumopiin
Huempubvromopa.  Juempubviomop maxoice  obssan
npedocmasiims mobyro DOKYMEHMAYUIO,
sanpawueaemyro  BELIMED, ona paccmomperus 6
PaMEAX HACIMOSYE20 CONAUEHUA.

Belimed AG
Grienbachstrasse 11,
6300 Zug

Ditk Giess £ .
MenuuuneKkuii TupexTop
Zug, 03.02.2017
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