Zug, Date: 06.01.2020

Letter of Authorization

Belimed AG, Grienbachstrasse 11,
Switzerland  produces and
disinfectors and sterilizers.
Belimed confirms that SteelMed LL.C (legal
address: Saltykovskaya str. 8, office 302, 111673
Moscow, Russian Federation) is the exclusive
Representative of Belimed AG. (Switzerland)
medical products in the Russian Federation
Territory. Products are:

6300 Zug,
exports  washer

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-F0O, 6-6-12-FO;
MST-H: 9-6-9, 9-6-12, 9-6-15, 9-6-18

3. Disinfection chamber:
DDA 7

As the exclusive Representative, 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 Representative is entitled:

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

¢ 1o conduct support of project works
to implement assembly, supervision
and commissioning of the equipment;
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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

IInesmo ABTopusanuu

Belimed AG, Grienbachstrasse 11, 6300 Zug, l1Iseiinapus,
ABJISIETCS TIPOM3BOAMTENEM M SKCIOPTEPOM MOEYHO-
JE3MH(MUIMPYIOMUX MAIIMH U APOBLIX CTEPUIIN3ATOPOB.
Belimed A.G. noarepkaaet, aro OO0 "CtunMen"
(ropunuaeckuit agpec: 111673, Poccuiickas @epeparsi,
r. Mocksa, yi. CanrteikoBekast, 1. 8, oduc 302) apusercs
SKCKIIFO3UBHBIM IpejicTaBuTeneM kommnannu Belimed AG.
(IIseftiapus) 1o MeAUIMHCKOMY 000PYI0BAHHIO HA
tepputopun Poccuiickoit ®enepannn. Obopyaosanue:

1. MoeuHO-Ae3uH(GHIUPYIONTHE MALIMHEL K HX
IPUHAJITICIKHOCTH, MO/ICITH:
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. TlapoBble CTEPHIN3ATOPE! M UX [IPUHAIJICKHOCTH,
MOJIEIIH:
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. Kawmepa ne3uH@pexnnonnas:
DDA 7

Skcxino3ussiii npezerasutens OO0 "CrunMen" nomken
cobmonare Tpebosanus EN ISO 13485 u npasmna EC,
OTHOCSINKECS K  MEIUIMHCKOMY 000pyI0BaHHIO -
JupekTury 93/42 - W peryisipHO yd4acTBOBAaTh B
HHXECHEPHO-TEXHHYECKHX TPCHHHIAX H TpEHHHTax 110
npoaxkam obopyioBanus, oprauuzosanubsix Belimed AG.

Hpe,ucraamenb HaJICJICH ITpaBOM:

o IIPOJIBHIKCHHS, BEICHUEM IIEPETOBOPOB 110 BCEM
BUIaM IIPOJIaXK U JAIBHEHIIIEro CONMpOBOKICHHS
obopynoBaHHUs Ha TEPpUTOPHH PoccuiickoH
Denepaiui;

e BECTH COIPOBOKJCHHE IPOESKTHBIX PadbOT
BBITIOJIHATE MOHTAKHBIE, Ie()-MOHTANKHEIEC 1
MTYCKOHATa109HbIe paboThl 000pyA0BaAHHS;



e 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;

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

e 10 participate in medical and hospital
exhibitions and conferences.

The above activities will be carried out by SteelMed
LLC as the exclusive Representative 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, 2020 or earlier if terminated by one of
the parties with a notice period of 3 months.

Belimed AG
Grienbachstrasse 11,
6300 Zug

Caroline Fischer; Sales Operations Manager
Zug, 06.01.2020
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e obecrieunTs KBATM(PUIMPOBAHHOE TapaHTHIHOE,
[OCTrapaHTUIHOE, TEXHHYECKOe 00CITyKHBAHUE 1
peMOHTHEIE paboThl 000PYIOBAHHS,

e BBINOJHHTE IPOPUITAKTHUECKHIH,
JIMATHOCTHYECKHH KOHTPONIb U TEXHUYECKYIO
IKCIEPTH3Y 000pYI0BAHUS;

* IIOCTaBJIATH 3allaCHbIC YACTH U IIPHHAIIEKHOCTH
BCEH HOMEHKIIATYPB! ¥ KOMILIEKTYIOIIHX K
000pyIOBaHHIO;

e obecrieunBaTh MOATOTOBKY MEAUITMHCKOTO H
TEXHMYECKOI'0 TIepCoHaa 110 HCIOIb30BaHUIO
o0opy/ToBaHHS HA MECTax;

®  YYaCTBOBATbH B MEIAULIMHCKUX, OOJIILHUYHBIX
BBICTABKaX U KOH(EpPEHIIUIX.

BrlneykazanHbie BHJIBI JIeSTEIBHOCTH OYIyT
ocymectrisaThes Q00 "CrunMen" B KavecTBe
IKCKITFO3UBHOTO TPEACTABATEIS ¥ CEPTHOHUIIMPOBAHHOIO
cepBUCHOTO 1eHTpa Kommanuu Belimed AG.
(IIBet#mapmsi).

ABTOpH3aNUS JIeHCTBUTENLHA, TOILKO €CIH HACTOSIIEE
coTJIaleHue O/ ITUCAaH0 00EUMH CTOPOHAMH U IIPUHATA
1o coryacosanuio ¢ Jupexrusoii 93/42 EEC, EN ISO
13485 (cM. npuioxkenue). Jlannas aBropusarus
JICHCTBUTENIbHA HA MOMEHT €€ I10/IIACAHUS U OCTAeTCs B
cuie j10 31 gexabpst 2020 roja Wiy paHblLIE €M ee
JIEHCTBUE IPEKPAIIEHO OJIHOH H3 CTOPOH CO CPOKOM
YBEJIOMJICHHS 32 3 MecHIla.

Belimed AG
Grienbachstrasse 11,
6300 Zug /

Dirk Giess; Méﬂﬁﬂﬂﬁé}(ﬂﬁhﬁpem
Zug, 06.01.2020

Caroline Fischer; Mene pkep 110 yIpaBJIeHHIO IIPOJIAK
Zug, 06.01.2020

000 "CruaMen"




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 qualifications 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 fechnicians.

Distributor shall be under an obligation to set up a
reporting and observation system for notifiable 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 Olfficer shall
in all cases inform the authorities of notifiable events.
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Co2nawenue ¢ pamrax Jupexmuevr 93/42 EEC, EN
IS0 13485

1.1.  OcroeHble npuHYyUNLL

Creoyiowue coenauienuss HeoOX00UMbl HA  OCHOGE
Jupexmueer  93/42 EEC Cosema Eeponeiickozo
coobuyecmea 8 OMHOWEHUU MEOUYUHCKOU RPOOYKYUL U
BLIMEKAIOWUX U3 Hee 3AKOHOE 6 COOMBEMCMEYIOUJUX
cmpanax. Obnacme Oeticmeus exnovaem 6 cebs ece
NPOOYKMbI, YKA3AHHBIE 6 NPALC-TUCHIe.

1.2 Boi6oo meduyuncrkoti npooyKyuu Ha pulilok
Lucmpubviomop npedcmasisaem coboti op2anuzayuio no
chvimy o0bopyoosanus Ha PeIHKAX, REPeqUCIeniblx 6
nacmosuem  Koumpaxme. — Heussce  kKomnanuet,
8bIGOOAUEH  MEOUYUHCKYIO  NPOOYKYUIO HA  PBIHOK,
Jucmpubviomop — necem  OmMBEMCMBEHHOCMb 30
cobnodenue  coOOMEEMCMBYIOWUX U OeUCMEYIOujux
HAYUOHANbHBIX 3AKOHO6 U NOCMAHOGNEHUN 6 CMpaHe
HA3HAa4en .

Hucmpubviomop — Hecem — 0MGEMCMEEHHOCML 34
naznavenue u obyvenue Meouyunckozo KOHCYIbmManma
6 PamMKax HAYUOHATbHBIX 3AKOHOG U NOCMAHOGIEHUL 6
cmpane nasnavenus.

obsazan  obecnevums  cOvim U
COOMBEMCMEYIOWYIO  Keanupukayuio,  Kak — C60UX
COMPYOHUKOS,  MAK U COMPYOHUKOS — ONMOBHIX
npeonpusmuii. B oannom ommouwtenuu BELIMED
npedocmasisiem Ha pezvispHoll  ocnoge  0byuenue
mop206o20  nepconanda U COMpYOHUKOS  CydicObl
nOOOePIICKU KIUeHmMOS. [lucmpudviomop 0onicen 6ecmu
sanucy 00yueHus no KaxncooMy COmpyoOHUKy omoena

cObLIa U COMPYOHUKY CIYAHCOBL NOODEPAHCKU KAUCHM OB,

Jucmpubuvromop

Hucmpubviomop — o0ba3an  yecmanosumes — CUCheMy
omuemnocmu U CoOnI00enus 3aKoH08 Ol coDbImMul,
ROONEHCAUUX PeLUCMPAYUY, 8 KANCOOM Mecne nPpooaic
u peanuzayuu  yeaye.  Cobuimus, —noonedcaujue
peaucmpayuy, exuoualom 6 cebs  cobvimus, npu
KOMOPLIX JUYa NOAYHUNY NOYMU CMEPMENbHYIO Ul
cepwesnyio mpaemy. Omuem O0NAHCEH COCMABIAMbCI 6
nuceMenHoMm eude ous nepedayu komnanuu BELIMED
He nosoHee yem 6 meyenue mpex ouetl. Cneyuanicm no
mexnuxe 6ezonacnocmu BELIMED ¢ ob6sa3ameibHom
nopsaoxe unghopmupyem COoOmeememeyoujue
AOMUHUCTPAMUBHbIE opeanwl 0 coObIMuUsX,
NOONEANCAUJUX PeSUCTPALUL.



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:

Person Responsible for Regulatory Compliance (PRRC),
The address of the PRRC under the Medical Device
Regulation (MDR 2017/745) for BELIMED machinery
brought onto the market in Europe is:

Heidi Friesacher, Belimed AG, Grienbachstrasse 11, 6300
Zug, Switzerland

T +41 41 449 78 22

Mail: heidi.friesacher@belimed.com

1.4 Traceability of products

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 mainiain a
DMEF in compliance with the national requirements of
the country of destination.

LS. Safety-relevant parts

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

Distributor shall be under an obligaiion to ensure that
only trained service ftechnicians carry oul repairs,
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Hucmpubviomop o0bazan 6 cayuae aHHYAUPOBAHUA
npedocmagumse noodepaicky BELIMED u, ¢ wacmuocmu,
npedocmasums  noanoiit  DMF (Ocnosnotl  ¢aiti
npubopa) ¢ BELIMED no 3anpocy (cm. noonyukm 1.4).

1.3 Cneyuanucm no mexnuxe bezonacnocmu

Aopec Crneyuanucma no mexHuke 0e30NACHOCU 6
PamMKax 3aKoHoOamenbemea 6 0baacmu MeOUYuHcKou
npooykyuu (SB MPG) ons obopyoosanus BELIMED,
HNPedOCmAGIeHH020 HA e6PONEHCKOM PbIHKe:

Cneyuanrucm no mexnuxe 0Oe3onacHocmu 6 pamrax
s3axona o meduyunckoil npooyrkyuu (SBMPG), Adpec
«PRRC» 6 coomeemcmeuu ¢ Ilonoocenuem o
meouyunckom obopyoosanuu (MDR 2017/745) ons
obopyoosanus BELIMED, nocmaensemozo na peiHok 6
Espone, sensemes:

Xetiou Opuzaxep, BELIMED AG, Grienbachstrasse 11,
6300 Zug, Ileeiyapusi.

Ten.: +41 41 449 78 22

Mail: heidi.friesacher@belimed.com

1.4 Omcnesicusaemocms nPoOyKyUU

B coomsememeuu ¢ Jdupexmusou 93/42 EEC
HEOOX00UMO CleOums 3a mem, 4mobvl 6CsE MEOUYUHCKASA
NPOOYKYUS, NPeOCMAGIeHHAs HA pPblHKe, HenpepbléHo

omenedNcusanace 00 QOCHUMNCEeHUS — KOHEYHO20
nompeoumeis.

Hucmpubsromop — wecem — OMBEMCMEEHHOCMb 30
obecnevenue  Maxkou — OMCAENCUBAEMOCMIU  KAK 6

OMHOWEHUY NPOOYKYUU, KOMOPYIO OH CAMOCMOAMENbHO
6bIGE] HA PLINOK, MAK U 6 OmHoutenuu obopyodosars,
npodaniozo onmoseiM npednpusmusm. Jucmpudviomop
obsazan cnedums 3a mem, ymobwvr OauHvie 6 DMF
COOMBEMCMBOBAIL  HAYUOHWIbHBIM — MPeDosanusm
CMPAnsL HAZHAYEHUA.

1.5,  Dnemenmul, saxcusie 0Jis 6e30NacHoCm
Kaxcooe yempoiicmeo, — npouzgedennoe KOMNAHUET
BELIMED, mooicem codepiicams 271eMeHmbl, 6ANCHbLE
onst bezonacHocmit.

Hucmpubeiomop obs3an npocieoums 3a mem, 4moovi
MONBLKO  0OYHeHHblll HePCOHAN NPOU3BOOUL PEeMOHM,



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.

Belimed AG
Grienbachstrasse 11,
6300 Zug

Dirk Giess; Director er it
Zug, 06.01.2020

g Caroline Fischer; Sales Operations Manager
Zug, 06.01.2020

SteelMed LLC
Kosinskaya B. st., 27, bldg.16, room 513,
111622 Moscow ussian Federation

ed

Control

Beli/m

Infection

IMEXHUYECKoe 00CIYICUBAHUE U, 8 YACTHOCTU, 3AMEHY
anemenmos obopyoosanuss BELIMED, eaoicnvlx ona
besonacnocmu.  Bmo  makdxce — omHoOCUmCs K
00CIYICUBAIOUIeMY REPCOHANY ORMOBBIX NPEONPUAIMULL

Hucmpuberomop marace 00s3a1 npociedums 3a mem,
YmoOel  MOALKO  OPUSUHWILHBIE 3aNACHBIE  O0emanu
BELIMED  ycmanasaueanuce  Ha — obopyoosanuu
BELIMED . Dmo maxoice omHocumocsi k 060py0osanuio
ORMOBLIX NPEONPUSLINUIL

1.6.  Ilposepxu

Hucmpubstomop — dondicen  RO360AUMb  KOMAAHUL
BELIMED & noboe épems op2anu308u6dams NPOSEPKY

coomeemcemaeusd Hacmo;zu;ez‘i cucmeme obecnevenus
Kaivecmea U @pyPMM co2NAueHus M, VKA3AHHBIM 6

HAcmosAuem KOHmMpAKme, Ha meppumopul
HHucmpubvromopa.  Jucmpubelomop maxdce 00s3am
npeodocmagums nmobyio QOKYMEHMAayuio,

sanpauwueaemyio BELIMED, ons paccmompenust 6
PAMKAX HACTNOAUJE20 CONAULCHUSL

Belimed AG
Grienbachstrasse 11,
6300 Zug

)\ \{ Lf‘“&j‘a
Dirk Giess; Meﬁ‘ﬂuﬁ b
Zug, 06.01.2020

Caroline Fischer; Menekep 1o ylpasJieHHIO NPOJIaxK
Zug, 06.01.2020
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111673, Poccuiickas deaepanus,




