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JOI'OBIP-TOBIPEHICTb
NPO HAJAHHS MOCJIYT YIIOBHOBAKEHUM NPeICTABHUKOM

IOpunnaaa ocoba 3a 3aKOHOZABCTBOM YKpaiHH —
TOBAPHUCTBO 3 OBMEXEHOI BIAINIOBIJAJIBHICTIO
«JIA MEJl» B oco6i mupexropa Ulymera O.JL., sxuii mie Ha
migcraBi  CraryTy, B MNOJAIBIIOMY — «YIIOBHOBaXCHUMH
NIPE/ICTaBHUKY, 3 OJHOI CTOPOHH Ta

Opuanyna ocoba 3a 3akoHomasctBom (China) —
MEDTRUE ENTERPRISE CO., LTD. 8 oco6i _ Richard Wang
director, sixkuii nie wa migctaBi CTaTyTy, B MOJAJibIIOMY —
«BupobHuK», 3 mpyroi croponw, Hamami pazom — CTOpoHH,
YKJIadu [eil MoToBip-IOBipeHICTh (Y MOAAIBIIOMY — JOTOBIp)
PO HACTYIIHE.

1. OPEIMET JOT'OBOPY
BupoOuuk Hamae, a YIOBHOBaXCHHH MpEICTaBHUK
npuiiMae Ha ceOe TTOBHOBa)KEHHSI BYHMHATH HA TEPUTOPIT
VYxpainu Bix iMeHi BupoOHKKa FOpHIUYHI Jii CTOCOBHO
00OB’sI3KIB  BHUPOOHMKA, BCTAHOBJICHHUX TCXHIYHUMU
periaMeHTaMu MO0 MEAMYHHMX BHUPOOIB Ta MPOLEAYP
OLIIHKM BIANOBITHOCTI 1 MapKyBaHHS Hal[lOHAJILHUM
3HAKOM BiJIITOBITHOCTI.
MenuuauM BupoOoM (BHPOOOM) y pO3YMIHHI IOTO
JIOTOBOpPY € OyAb-fKW{ BHUPIO, IO 3aCTOCOBYETHCS SIK
OKpeMO, TaK 1 B TO€IHAHHI 3 TaKHUMH BHPOOaMH,
BKITIOYAIOYN TIporpaMHe 3a0e3ledcHHs, IependadcHe
BUPOOHWKOM U1 3aCTOCYBaHHA CIEHIANBHO  IUIS
JIarHOCTHYHUX Ta/abo  TepameBTHYHHX Iijded Ta
HEOOXiJTHe JUIsl HAJISKHOTO (DYHKIIOHYBaHHS MEIUYHOTO
BUpPOOY, 1 IpU3HAUYEHUI BUPOOHUKOM JUISI 3aCTOCYBAHHS
3 METOK 3a0e3nedeHHsi IarHOCTHUKH, NPOQiIaKTHKH,
MOHITOPUHTY, JIIKyBaHHs a00 TIOJIETIIEHHS CTaHy
3/I0pOB’sl MAI[iEHTa B pa3i 3aXBOPIOBAHHS; I1arHOCTHKH,
MOHITOPHHTY, JIIKyBaHHS, MOJETIICHHI a00 KOMICH AT
CTaHy 3J0pPOB’S TaIlieHTa B pa3i TpaBMH abo
1HBAJII THOCTI; TOCITKEHHS, 3aMiHA qy
BHUIO3MIHIOBAaHHS  aHatoMii  abo ¢izionoriyHOTO
mpo1iecy; KOHTPOIIIO MPOIecy 3aIlTiTHEHHS, Ta OCHOBHA
nepeabadyBaHa His SKAX B OpraHi3Mi abo Ha OpraHizM
JIFOTUHA HE JIOCSITAETHCSI 3a JIOTIOMOT'010
(hapMakKoJIOTIYHHX, IMYHOJIOTIYHAX a00 MeTaboIYHUX
3aco0iB, ane (YHKI[IOHYBaHHIO SKHX Taki 3aco0u
MOXKYTh CIPHUSITH.
Jo memnunux BHPOOIB (BHPOOIB) 3a MM JTOTOBOPOM
BiTHOCSIThCSI TaKOX aKTHBHI MeAW4YHI BHpPOOHW, aKTHBHI
MEIWYHI  BHpPOOHW, sKi  IMIUIAHTYIOTh,  BHpPOOH,
BUTOTOBJICHI Ha 3aMOBJICHHS; BHPOOW, NPU3HAYCHI IS
KIIIHIYHUX JOCIJPKeHb; BUPOOH, IPU3HAYCHI JJISl OLIHKA
XapaKTepUCTHK; MEIUYHI BHPOOHM, BHTOTOBICHI Ha
3aMOBJICHHS; MEIUYHI BUPOOU cepiiHOro BUPOOHUIITBA;
BUPOOHW IS CAaMOKOHTPOJIIO; BHPOOH, MPU3HAYCHI IS
OIIHKA  XapaKTepHCTHK, MEOWYHI BHpPOOM A
JIIarHOCTHUKH iN Vitro.
Tlocnyrn YmnoBHOBa)X€HOTO TMpEACTaBHUKA HAJalThCs
BupoGuuky Ha mocTiiHIE ocHOBI. OOcsr i xapakrtep
MOCJIYT BHU3HAYAIOTHCS YMOBAMH ILOTO JOTOBOpPY, a
TaKoX 00yMOBIIOIOTECSI CTOPOHAMM B TUCHMOBIH GopMi
MO Mipi BUHUKHECHHS TaKOi HEOOX1THOCTI.
Bei  gmif, 1m0  BUKOHYIOThCS  YTIOBHOBaXXCHHUM
NPEJCTABHUKOM B paMKaX  I[bOrO  JOTOBOPY,
BUKOHYIOThCS Bijl IMEHI 1 3a paxyHoKk BupoOnuxa. [IpaBa
Ta OOOB’S3KM 10 BYMHCHUM  YTIOBHOBaXXCHHUM
MPEICTaBHUKOM JisIM BHUHUKAIOTh OE3MOCEPENIHBO Y
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Kiev 02" of November 2020
AGREEMENT - POWER OF ATTORNEY
for the provision of services by the authorized
representative

Legal person according to the acting legislation of
Ukraine — LIMITED LIABILITY COMPANY “LA MED",
represented by Shulga O.L, director, acting on the basis of the
Statute, hereinafter referred to as <Authorized representative>; on
one side, and

Legal person according to the acting legislation of China
— MEDTRUE ENTERPRISE CO., LTD. , represented by
Richard Wang , director , acting on the basis of Statute, hereinafter
referred to as “Manufacturer”, on the other side, hereinafter jointly
referred to as “Parties”, have concluded the present Agreement-
Power of Attorney (hereinafter referred to as “Agreement”) as
follows:

1. SUBJECT OF THE AGREEMENT
1.1. Manufacturer shall provide, and Authorized representative
accept powers to be engaged in the territory of Ukraine in
the name of the Manufacturer in legal actions pertaining to
Manufacturer’s obligations, established by the regulations
concerning medical products and procedures of compliance
assessment and marking with the national conformity mark.
For the purpose of the present Agreement the term Medical
product (product) shall mean any product to be used both
separately and in combination with such products, including
software provided by the Manufacturer for use specially for
the diagnostic and/or therapeutic purposes and necessary for
proper performance of the medical products, and intended
by the Manufacturer for use to provide diagnostics,
prophylaxis, monitoring, treatment or improvement in the
health of the patient in case of illness; diagnostics,
monitoring, treatment, improvement or compensation in the
health of the patient in case of injury or disability; study,
replacement or modification of anatomy or physiological
process; control of the fertilization process, and whose
principal anticipated effect in or on the human body shall
not be executed by way of pharmacological, immunological
or metabolic means, however, such means can improve the
performance of the body.
To the medical products (products) belong according to the
present Agreement also active medical products; active
medical products to be implanted; products made on order;
products, intended for clinical study; products, intended for
the assessment of characteristics; medical products, made on
order; medical products of serial production; products for
self-control; products, intended for the assessment of
characteristics; medical products for the diagnostics in vitro.
Authorized representative’s services shall be provided to the
Manufacturer on the regular basis. The volume and
character of those services shall be determined by the terms
of the present Agreement as well as shall be stipulated in
writing as deemed necessary.
All actions done by the Authorized representative in the
frame of the present Agreement shall be executed in the
name and on behalf of the Manufacturer. Rights and
obligations concerning actions done by the Authorized
representative  shall arise directly concerning the
Manufacturer.
Manufacturer shall accept and pay for the services provided
by the Authorized representative according to the procedure
and the terms stipulated by the present Agreement.
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BupobOnuka.

BupoOHHK 3000B’sA3y€ThCS B TMOPSIAKY Ta Ha YMOBaX,
BU3HAYCHUX IUM JOTOBOPOM MPHUUHATH  HAJaHi
YTHOBHOBa)XCHUM TPEACTABHUKOM TOCIIYTH Ta OIUIATHTU
ix.
O0'em

mpaB Ta  OO0OB'A3KiB  YTIOBHOBa)XEHOTO
[IpencraBHuka BHU3HAYAIOTHCSA TexHivHUMEU
pernamMeHTaMu 010 MEIUYHUX BHPOOIB,

3arBepkeHnMu [locranoBamm Kabinery MiHicTpiB
VYxpainu Bixg 02.10.2013 Ne 753, Ne 754 1 Ne 755 (mami -
«TexHIYHI perIaMEeHTH»), 3aKOHOJABCTBOM YKpaiHU
IIOJI0 TEXHIYHOTO PETYITIOBAHHA Ta PUHKOBOTO HATJLITY
Ta IHIIUMH HOPMATHUBHO-NIPABOBHMH aKTaMH Y KpaiHH.
um [JoroBopom-/loBipenicTio BupoOHHK mpu3HaYae
VYIIOBHOBa)KEHOTO IPEJCTaBHUKA Ha TepUTOpii YKpaiHu
3 HaJlaHHAM HOMY IpaBa MPEJCTaBISATH 1 isSTH BiJ iIMEH1
BupoOunuka y MinictepcTBi oxoponu 310poB'ss Ykpainu
i Horo TepuTOpiaNbHUX MiAPO3JiNaxX, AEp’KaBHOMY
ExcrieprHoMy 1ieHTpi MiHicTepcTBa OXOpPOHH 310pOB'S
YkpaiHy, y Aep>KaBHUX OpraHax YKpaiHH Ta eKCIEepPTHUX

opramizamisix, JepxaBHiit Cmyx06i  VYkpainm 3
JTKapChbKUX 3aco0IB Ta KOHTPOJIO 3a HAPKOTUKAMH, Y
JepxaBHid caHiTapHO-eHiIeMioNoriuHill ciayx0i, B
AaKpPeIUTOBAHNX BHIPOOYBaIbHUX JabopaTopisx, B

VIOBHOBXCHUX OpraHax 3 OIHKH BiAITOBIXHOCTI
(Mpu3HaYeHHUX OpraHax) Ta IHIIUX OpraHax, yCTaHOBax i
oprasizaiisx Oyab- sikoi (POpMH BIACHOCTI, BKIIFOYAFOUH
THX, 10 KOMIIETEHI{ SKUX BXOAATh IMHUTAHHS OXOPOHHU
3/10pPOB'A, 3 TUTaHb, MOB'A3aHUX 3.

Bil IMEHI Ta Mg BIANOBiAaNbHICTE BupoOHUKa
cKkilamaT Ta  miamucyBaté  Jlekmapamii  mpo
BIINOBITHICTE  TPOAYKIil BHMOraM  TeXHIYHUM
periIaMeHTaM;

IHIIFOBAaTH TIPOBEICHHS poreyp OLIIHKH
BIIOBITHOCTI1 3a TexuidyauM Permamenrom
3atBepkeHoro I['TKMY  Ne753, Ta TexniuHuM
Pernamentom  3atBepmkeHoro IIKMY  Ne 754,

3[ifiCHIOBaTH BUOIp OpraHy 3 OLIHKH BIiANOBIIHOCTI
JUISL 3aJTy4EeHHS 10 POLIEyPH, MPECTaBISITH IHTEPECH
Bupob6nuxka;

MiANHACYBAaTH 1 ToAaBaTu 3asBU (BKIIOYAIOYM 3asBKH)
3a Texniunum Pernamenrtom, 3atBepmxennm [IKMY No
753, ta TexuiunuMm PermameHTOM, 3aTBEpIKCHUM
[NKMYVY Ne 754, nuctu Ta OyAb-sKi iHII TOKYMEHTH,
3acBiqUyBaTH BIPHICTh NEPEKIaIiB Ta JOCTOBIPHICTH
KOMiil OKyMeHTaIlil, Buaanoi BupoOHuKOM;
MAICYBAaTH, OIIadyBaTH Ta YKJIagaTH JIOTOBOPH 1
KOHTPAKTH, aKTH BUKOHAHUX POOIT Ta 1HIII TOKYMEHTH,
MOB'sI3aHi 3  BUKOHAHHSAM  Jili, BCTaHOBJICHHX
TEeXHIYHUMH PerilaMeHTaMH I0JI0 MEINIHUX BUPOOIB;
NepeKIataTu THCTpYKIii 3 BUKOPHUCTAHH,
3aCBiUYBaTH BipHICTh MEPEKIIAMIB;

po3rNIAgaTH Ta BIiATOBIZATH HA 3BEPHEHHS, 3aIlUTH,
CKaprH i pekjaMarii croxuBavi (KOPHCTYBayiB) 11010
0E3MEeYHOCTI Ta SIKOCTI MEIMYHHX BHPOOIB B XOIi
BUKOHAHHS (QYHKIIH YTIOBHOBaXEHOTO IIPECTAaBHHUKA;

BiAIIOBIiIATH Ha 3aITUTH Ta [IOB1JOMJIEHHS
VIIOBHOBAXCHUX  OpPTaHiB  PHHKOBOTO  HAIJALY,
MinicrepctBa Oxoponn 31opoB's VYkpaiHy,

YHOBHOBAKCHUX OPTaHiB 3 OIIIHKHM BiJMOBITHOCTI Ta
BHOCUTH  HEOOXIigHI  IIOSICHEHHS B  IIMTaHHAX
0E3MEYHOCTI Ta IKOCTI MEAMYHUX BUPOOIB;

BECTH OOJIIK BXIZHHX Ta BHXIAHUX HAaHUX, a TaKOXK
BXXKMBAaTH 3a pe3yibTaTaMHd TaKOTO BiJICTEKCHHs/
po3risny HEOOXIIHUX 3aX0/IiB, MoNepeIHbO
MOTOTUBINH 1X 3 BUpOOHUKOM;

1.7. The scope of its rights and obligations are defined by the
Technical regulations concerning medical devices approved
by the Resolutions of the Cabinet of Ministers of Ukraine, as
of October 2, 2013 Ne 753, Ne 754 and N2 755 (hereinafter -
«Technical regulations»), laws of Ukraine on technical
regulation and market surveillance and other legislation of

Ukraine.

By this Agreement-Power of Attorney the

Manufacturer designates its Authorized Representative on the
territory of Ukraine with the right to represent interests of the
Manufacturer in the Ministry of Health of Ukraine, its
territorial subdivisions, in State Expert Center of Ministry of
Health of Ukraine, in State bodies and authorities of Ukraine
and expert organizations, in State Administration of Ukraine
on Medicinal Products and Drug control, in State Sanitary-

Epidemiological

Authority, in  Accredited  Testing

Laboratories, at authorized bodies on conformity assessment

(notified bodies) and other

authorities, agencies and

organizations of any form of ownership including those in the
field of healthcare in issues related to:

on behalf and under the responsibility of the
Manufacturer to compose (issue) and sign Declarations
of Conformity of products to requirements of Technical
Regulations;

to initiate conformity assessment procedures with
regard to the Technical Regulation approved by the
RCMU #753 and with regard to the Technical
Regulation approved by the RCMU # 754, to select a
conformity assessment body to be involved, to represent
interests of the Manufacturer;

to sign and to submit Applications with regard to the
Technical Regulation approved by the RCMU # 753
and with regard the Technical Regulation approved by
the RCMU # 754, letters and other documents, to certify
translations and authenticity of copies of documentation
issued by the Manufacturer;

to sign to pay and conclude agreements and contracts,
acts of acceptance and other documents related to the
performing  actions, determined by Technical
Regulations concerning medical devices;

to translate instructions for use (user's manual), to
certify translations;

to consider and respond on petitions, requests, complaints
and claims of consumers (users) concerning issues
related to safety and quality of medical devices while the
functions of Authorized representative execution;

to respond on inquiries and messages of the authorized
bodies, market surveillance bodies, Ministry of Health of
Ukraine, authorized bodies for conformity assessment
and to make necessary clarifications on safety and quality
issues regarding medical devices;

to maintain records of incoming and outgoing data, as
well as tracing/ consideration for necessary measures to
be taken, with prior approval with the Manufacturer;

to affix labeling in accordance with requirements of
national legislation;

to adhibit a seal/stamp all the documents required during
the implementation of the functions of the Authorized
Representative, as well as during a certification process
and conformity assessment procedures of medical
devices to requirements of Technical regulations;




HaHOCHTH MapKyBaHHS Yy BiAMOBiJHOCTI 3 BUMOTaMH
3aKOHOABCTBA,

CKpIIUIATH TICYATKOK/IITAMIIOM BCi JOKYMEHTH, SKi
HEoOXimHI B mpoueci  BUKOHaHHSA  (QyHKUiH
YnoeHoBaxkeHoro IlpencraBHmka 1 B mporieci
ceprudikamii Ta TNPOBEIACHHA MPONCAYPH OIIHKH
BIIMIOBITHOCTI ~ MEOWUYHUX  BUPOOIB  TexHIYHUM
Pernamenrawm;

3IIMCHIOBATH BC1 HEOOXimHI il 3 BBEIEHHS MEIUYHHUX
BHpOOIB B 00ir, BIAKIMKAaHHI MEAWIHHX BHUPOOIB,
YTHITI3aIi] micis TOToIKeHHS 3 BUpoOHUKOM, TTOJaHHS
MOBIIOMJICHb Ta BiANOBifge# mo opraHiB Jlep:kaBHOTO
PUHKOBOTO HATJISIy, NPHU3HAYEHUX OPraHiB 3 OLIHKH

BiAmoBinHocTi, MinictepctBa OxopoHH — 3710pOB's
VYkpainu;
OyTn THMYacOBUM TpUMayeM BCIX JIOKYMCHTIB,

BUIaHUX Ha iM's BupoOHHMKa Ta oOJepX,aHUX BiJ
BIIMIOBITHMX OpPraHiB 3 OI[HKH  BiJMOBIIHOCTI,
nabopaTopiii, EKCIICPTHUX OPraHi3alliil, IHIIMNX YCTAaHOB
Ta MIIPUEMCTB OYIb-1K01 POPMH BIACHOCTI;
3mificCHIOBaTH Bci HeoOXimHi mii 3  peecrparmii
(mexiapyBaHHS) ONTOBO-BINIIYCKHUX IIiIH Ha BUPOOHU
MEJIMYHOTO MPU3HAYCHHS, a TAKOX 3 JACKIapyBaHHS
Oynb-sKHUX 3MiH B OIITOBO- BiIIYCKHUX I[IHAX;
HaJaBaTH BCi HEOOXiNHI 3pa3ku Uil TECTYBaHH,
ceptudikaiii i OIHKH BIAMOBITHOCTI B MpPHU3HAYCHI
OpraHH 3 OLIHKH BiJIIOBITHOCTI, EKCIIEPTHI OpraHizauii,
naboparopii Ta iHII YCTAaHOBH i HiJIPUEMCTBA OY/Ib-
siko1 opMHU BiIacHOCTI;

3 npagom nepedopyuenHs 0yOb-sKill KOMRAHIL, 6Y0b-IKOMY
cniepobimuuxy abo mpemii 0cooi:

2.1.
2.1.1.

2.1.2.

¢dbopmyBat Ta OG(OPMIIOBATH [JOKYMEHTH, 3asBH,
JIUCTH, KOMIUIEKTH TEXHIYHOI JOKYMEHTAI[il, BHOCUTH
BHUIIPABIICHHS 1 JIOMOBHEHHS JI0 JIOKYMEHTIB, Ha/laBaTu
MTOSICHEHHSI Ta TOJTATKOBY iH(OpMAIIito;

3MIACHIOBATH yci HEOOXiNHI oOmIaThm 3a €l
JloBipeHicTIO, BKJIOYAIOYM Ti, I0 TOB'I3aHi 3
MIPOBEACHHSIM OI[IHKH BiIIIOBITHOCTI,

€KCIIEPTH3010 BIJINIOBITHMX Marepiais,

BUIPOOYBaHHSMH 3pa3KiB MEJUYHUX BHPOOIB, a TAKOK
OILIaTy BCiX Ta Oy/b-SKMX JIepPXKaBHUX 300piB Ta MUTA;

OTPUMYBATH OPHUTiHAIN JTOKYMEHTIB 1 1X 3aBipeHi Kormii
(cepTudikaruy, MIPOTOKOJIH, 3BITH, BHCHOBKH,
JeKJIaparii, JTineH3ii Ta iHIOI JOKYMEHTH, IMOB'A3aHi 3
BHKOHAaHHAM Jiii 3a mieto JoBipeHicTio Bin JepxaBHOT
Cayx0u Ykpainu 3 Jlikapcekux 3aco0iB Ta KOHTPOIIO
3a HapkoTwkamu, MiHicrepctBa OxopoHH 3H0pOB'sS
VYkpaiHu, IHMUX JepKaBHHX OpraHiB  YKpaiHw,
MPU3HAYCHUX OpTaHiB 3 OIIHKH  BiIOBIAHOCTI,
nmabopaTopiif Ta IHIMIMX YCTAHOB 1 MiANPHEMCTB Oyab-
AKO1 (POPMH BIIACHOCTI);

MPeACTaBIATH iHTepecu BupoOHWKa Ta 3aiCHIOBATH
yci HeoOXiJaHi Iil ImiJ] 9ac HOTapiaJIbHOT'O 3aCBiTYCHHS,
a/IBOKATCHKHX MOCIYT, MOCIYT 3 yTHJI3alii Ta iHIINX;

y pasi, KoaM mix vac 3AiiicHeHHs — QyHKOid
YHOBHOBAaKEHOTO IIpencraBHrka BupoOHuka
HEOOXITHO 3MIHCHHUTH IHINI [ii, HE 3a3HadYeHi y il
JoBipeHOCTi, YTIOBHOBAXXCHUH INPEICTABHUK ITOBHHEH
oTpuMaTH 3roJy BupoOHrKka Ha 3MiHCHEHHS TaKuX Miil.

2. ITPABA TA OBOB’SI3KU CTOPIH
IIpaBa BUpOOHUKA.
BupoOHrMK Mae mpaBo BUMaraTH Bill YTIOBHOBa)XEHOTO
NpPE/ICTABHUKA YITKOrO JIOTPUMAHHS YMOB  I[bOTO

JHorosopy.

Bupobnuk Mae paBo JOPYYUTH CBOEMY

to perform all necessary actions with putting of medical
devices into the market, to recall (withdrawal) of medical
devices, recycling of wastes upon mutual coordination
with the Manufacturer, submission of notifications and
answers to the State market surveillance bodies,
authorized conformity assessment bodies, as well as
Ministry of Health of Ukraine.

to be the temporary holder of all received documents in
the name of Manufacturer and obtained from the
appropriate conformity assessment bodies, laboratories,
expert organizations and other agencies, enterprises and
legal entities of any form of ownership;

to perform all necessary actions registration (declaration)
of wholesale prices, changes in wholesale prices of
medical devices and medicines, as well as declaring all
and any changes in wholesale selling prices of medical
devices;

to provide all the necessary samples for testing,
certification and conformity assessment proceedings to a
assigned bodies of conformity assessment, expert
organizations, laboratories and other agencies and
enterprises of any form of ownership;

with the right of sub-delegation to any entity, any employee or

third party:

2.1.
2.1.1.

2.1.2.

to develop and execute documents, statements, letters,
sets of technical documentation, to make corrections and
additions to the documents, to provide explanations and
additional information;

to make all necessary payments under this Power of
Attorney, including those related to conformity
assessment, expertise of materials, testing of samples of
medical devices, as well as payments for all and any state
fees and charges;

to receive original documents and its authenticated copies
(certificates, protocols, reports, conclusions, declarations,
licenses and other documents related to the
implementation of actions under this Power of Attorney
from the State Administration of Ukraine on Medicinal
Products and Drugs Control, Ministry of Health of
Ukraine, other state bodies of Ukraine, the authorized
conformity assessment bodies, laboratories and other
agencies, enterprises and legal entities any ownership
form of;

to represent interests of the Manufacturer and to
implement all the necessary actions during notarization,
advocatory, recycling of wastes and other services;

in case, while performance of functions of Authorized
representative of the Manufacturer requires to carry out
other actions that are not specified in this Power of
Attorney, the Authorized representative shall obtain an
approval from the Manufacturer.

THE RIGHTS AND THE OBLIGATIONS OF THE
PARTIES
The rights of the Manufacturer.
Manufacturer is entitled to demand from the Authorized
representative strict adherence to the terms of the present
Agreement.
Manufacturer has the right to entrust his Authorized




2.2.
2.2.1.

2.2.2.

2.2.3.

2.2.4.

2.2.5.

2.2.6.

2.2.7.

2.2.8.

2.2.9.

2.2.10. BupoOHnuk

YIOBHOBaYKEHOMY MPeICTaBHUKOBI iHIIIFOBaTH
MPOBEJICHHS TPOIEAYyp TEPeBIpKH THUITY BHPOOY,
MepeBIPpKU NPOIYKII, OIIHKH IPOLEAYpH 3IIHCHEHHS
BHYTPIIIHBOI'O KOHTPOJI BHPOOHHIITBA MEIMYHHUX
BUpPOOIB, CKIAaJaHHS 3asBU IOJO0 MEIWYHHX BHPOOIB
0CO0JIMBOTO NMPHU3HAYCHHS.

O00B’A3KM BUPOOHHUKA.

Bupo6HuK 3000B’s13aHHI TOJATH O OPraHy 3 OIHKH
BIINOBITHOCTI  3asBKy  IIOJO  OIIHKH  CHUCTEMH
YIOpaBITiHHS SKICTIO.

BupobHuk 3000B’s3aHMI 3a0€3MeUnTH  3aCTOCYBaHHS
CXBaJICHOI CHCTEMH YIIPaBIiHHS SAKICTIO Ha eTamax

pO3po0ICHHs, BUPOOHUITBA 1 OCTATOYHOI MEPEBIPKU
BUPOOIB.
BupobHuK ~ 3000B’s3aHHMI  HAHECTH  MapKyBaHHSI

HAIlIOHAJILHUM 3HAKOM BiJIIIOBiTHOCTI HAa BUPOOU 3TiTHO
3 BUMOTaMM TEXHIYHUX periamMeHTiB. MapKyBaHHS
HalliOHAJILHUM 3HAaKOM BIIMOBIAHOCTI CYIIPOBOIKYETHCS
iIeHTU}IKAIITHIM HOMEPOM BiAMOBINAIBHOTO OpraHy 3
OIL[IHKY BiIITOBITHOCTI.

VY Bumagkax, BU3HAYCHHWX Yy TEXHIYHUX PETJIAMEHTAX,
AKAMH Tiepet0ayeHe 3aCTOCYBaHHS IPOLEAYP OLIHKH
BiIMOBITHOCTi, BupoOHMK 3000B’s3aHMII CKIaJaTH Ta
30epiraTu ASKJIapaIlito Mpo BiMOBITHICTE.

BupoOHuk 3a0e3nedye opraHy 3 OI[HKH BiATOBIIHOCTI
JIOCTYII IO MiCLIb IPOBE/ICHHS NEPEBIPOK, BUMPOOYBAHb 1
30epiraHHs BHPOOIB, a TaKOX BCHO  HEOOXiTHY
BIAMOBIIHY iH(OpMaLiI0, 30KpeMa; TOKYMEHTAIIO 010
CHCTEMH YINPABIIHHS SKICTIO, TEXHIYHY OKYMEHTALiIO,
nependavyeHi CHCTEMOIO YNpPAaBJIiHHS SIKICTIO JaHi, M0
CTOCYIOTBCS ~ BHPOOHHWIITBA, 30KpeMa.  IPOTOKOJH
MEepeBipKH,  pe3ylbTaTH  BUNPOOyBaHb, 3BITH 3
IHCTICKIIHHUX TIEPEBIPOK, TECTyBaHb, CTaHIApPTHU3AIil
JaHI PO TPOBEICHHSA KamiOpyBaHb, KBadiQikaliiHi
3BITH IIEPCOHATY.

BupoOHuK 3000B’s13aHMI NeperisgaTi i JOKYMEHTYBaTH
JIOCBIJl, HAKOMUYCHUI MICIIsi BBEACHHS B EKCIUTyaTallito
BUpPOOIB, BUIOTOBJICHUX Ha 3aMOBJICHHS, a TaKOX
BIIPOBAIMTH BIAMOBIAHI 3aco0M M1 3aCTOCOBYBaHHS
OyAb-KUX HEOOXITHUX KOPHUTYIOUUX M.

BupoOHuK 3000B’s13aHUII NPOTATOM II’SITH POKIB IiCIIs
BUTOTOBJICHHSI OCTaHHBOT'O BHUPOOY, BHUTOTOBJIEHOTO Ha
3aMOBIICHHSI, 30epiraTu JEKJIapamito Mpo BiIHNOBiTHICTS,
TEeXHIYHY JOKYMEHTAIlifo, pIilIeHHs Ta cepTudikatu
OpraHiB 3 OIIHKKA BIAMOBIAHOCTI 1 3a0e3mevyuTu
YTIOBHOBa)KEHOTO TIPEJCTABHUKA MOXKIMBICTIO HaJaHHS
JOCTymy 10O  3a3HayeHoi  JOKyMeHTamii s
YIIOBHOB&)XCHUX OPTaHiB JIePKaBHOI BIIaJIH.

Bupo6HuK, a7 MapKyBaHHS HAaIiOHAJBHAM 3HAKOM
BiZIOBiTHOCTI BUPOOiB, KpiM BHPOOiB, BUTOTOBJICHUX Ha
3aMOBIIEHHST a00  TpHW3HAYEHUX U1 KJIIHIYHUX
JIOCITI/PKeHb,  3000B’sI3aHUM  MPOBECTH  MPOIEAYPY
OLIHKK  3a0e3neyeHHs  (DYHKLIOHYBaHHA  CHCTEMH
YIIPaBIIiHHS SKICTIO ITiJ] YaC BUPOOHHUIITBA.

BupoOHuK  Mae  TpaBo  YNOBHOB2XHUTH  CBOTO
NpE/ICTaBHUKA IHINIIOBAaTH TPOLEAYPU MPOBEICHHS
NEepeBIPKU THILY, TPOBEACHHS IEPEBIpKU MNPOIYKIII,
CKIaJaHHid  3asBH  I[IOJ0 BHPOOIB  0OCOOIHBOTO
NPU3HAYCHHSL.

3000B’s13aHUI  HamaBaTH BIOMNOBIAlI Ha
OoOTpyHTOBAHI 3alUTH OpPraHy 3 OIHKK BiAMOBiIHOCTI
o0 HagaHHA Oynbp-sAKkoi iHOpMaIii YW JaHuX,
HEOOXiTHUX U1 BCTAHOBJICHHS a00 TMiATBEpHKCHHS
BiJIMTOBIAHOCTI BUPOOY BUMOTaM TEXHIYHOTO PETJIaMEHTY
3TiIHO 3 00PaHOIO MPOLEAYPOIO OLIHKHU BiAMOBIIHOCTI.

2.2.11.Y pasi BcraHoBieHHs Jlepxiikciyx00i0 abo opraHamu
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representative to start the procedure of checking of the type
of the product, the testing of the production, assessment of
the procedure of the internal control of the manufacture of
the medical products, drawing up the statement concerning
medical devices of special assignment.

Obligations of the Manufacturer

Manufacturer undertakes to make the application to the
conformity assessment authority concerning assessment of
the quality management system.

Manufacturer undertakes to ensure the use of the approved
quality management system on stages of the development,
manufacture and final inspection of the products.
Manufacturer undertakes to label products with the
national conformity mark according to requirements of the
relevant regulations. The labeling products with the
national conformity mark shall be followed by the
identification number of the competent conformity
assessment authority.

In cases stipulated in the regulations, which envisage the
use of the conformity assessment procedures the
Manufacturer shall issue and retain the declaration of
conformity.

Manufacturer undertakes to ensure for the conformity
assessment authority access to places of conducting
inspections, trials and storage of products as well as all
necessary  relevant  information, in  particular:
documentation concerning the quality management,
technical documentation, data envisaged by the quality
management system pertaining to the production, in
particular: inspector’s sheets, results of tests, surveillance
audit reports, trials, standardization, data concerning
calibrations, qualification reports of personnel.
Manufacturer undertakes to review and document
experience accumulated upon the commissioning of the
products manufactured on order as well as to introduce the
relevant means to take any remedial measures.
Manufacturer undertakes to retain the declaration of the
conformity, technical documentation, decisions and
certificates of conformity assessment authorities within 5
years upon the manufacture of the last product made on
order and provide for the Authorized representative the
access to the indicated documentation for competent
governmental bodies.

In order to mark the products except products made on
order or designated for clinical study with the national
conformity mark the Manufacturer undertakes to conduct
as he determines procedure of assessment of the quality
management system performance during the manufacture
process.

Manufacturer has the right to authorize his representative
to start procedures of checking of the type, checking of
production, issuance of statement concerning products of
the special designation.

Manufacturer undertakes to gave answers to substantiated
inquiry of the conformity assessment authority concerning
submission of any information or data necessary for the
establishing or confirmation of the compliance of the
product with requirements of the regulations in accordance
with the selected conformity assessment procedure.
Should the State Treatment Service or bodies of income
and dues establish the fact of marking with the national
compliance mark with violation of the requirements of the
legislation of Ukraine or lack of such marking, which is
violation of technical regulations the Manufacturer
undertakes to bring medical products into compliance with
the requirements of technical regulations.
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3.1

JIOXOMiB 1 300piB (akTy HAHECEHHS MapKyBaHHSI
HAI[IOHAJIbHUM 3HAaKOM BiJIITOBIAHOCTI 3 MOPYIICHHM
BHUMOT 3aKOHOJIABCTBa Y KpaiHH, a00 BIICYTHOCTI TaKOTO

MapKyBaHHsi, IO €  IOPYLIEHHSAM  TEXHIYHOTO
periamenTy, BupoOHuk  3000B’s13aHMiI  npuBECTH
MeIUYHI BUPOOM Yy BIANOBIIHICTE 3 BHMOT'aMH

TEXHIYHOTO PETJIAMEHTY.

IIpaBa YnoBHOBaKEeHOT0 MPeACTABHUKA.
YTIOBHOBa)KEHHI TIPEICTaBHUK Ma€ MPaBO BUMAraTH Bif
BupoOHrka cBo€4acHOI OIIaTH HaJaHUX TOCIYT.
VYOBHOBaXeHUI MIPEICTaBHUK, 32 JOpPYYEHHIM
BupoOnuka, Mae mpaBo 3BepTaTHCA 32 BIACHUM
BHOOPOM 110 OYIb-SIKOTO OpraHy 3 OILiHKH BiAMTOBITHOCTI,
KM MOXKE BHUKOHYBATH HEOOXIJHI MPOLEAYPU OLIHKU
BIAMOBITHOCTI 3TiZIHO 13 C(eporo NMPU3HAYCHHS TaKOro

oprasy.
VYIOBHOBa)XEHUI  NPEACTaBHUK, 33  JIOPYUYEHHSIM
BupoOHuka, Mae mpaBo iHILiIOBaTH  MNpOLEAYpH

MPOBEICHHS TEPEBIPKU TUILY, NPOBEACHHS HEPEBIpKU
MPOAYKIiI, CKITaJaHHs 3asBH MIOA0 BUPOOIB 0COOIMBOTO
NpU3HAYCHHS.

YTOBHOBa)KeHNH NPEACTaBHUK Ma€ MPaBO BHMAaraTH Bij
Bupoburka iHpopMamiro Ta JOKYMEHTAIliI0, HEOOXiTHY
JUISl BUKOHAHHS 3000B’513aHb 32 IIUM JJOTOBOPOM.
O00B’A3KM YIIOBHOBAKEHOT'0 NPEACTABHUKA.
Y1noBHOBa)KeHU I MIPEACTaBHUK 3000B’s13y€ThCS
3a0e3Me4nTH JIMCTyBaHHS MK BUpoOHHKOM Ta opraHom
3 OLIHKM BIJNOBIIHOCTI, TMOB’sA3aHE 3 MpOLEAypaMu
OIIIHKK BIAMOBIMHOCTI 3 ypaXyBaHHSM BHMOT 3aKOHY
VYkpaiuu “TIpo 3acaau AepkaBHOT MOBHOI TOITHKA .
YoBHOBaXK€HUH TPECTABHUK 3000B’sA3aHUIA HaJaTH Ha
3amuT JepKIikcmy:xOu yci maHi momo imeHTugikarmii
MEIUYHUX  BHpOOIB, 30KpeMa 3a  ETHKETKOIO,
IHCTPYKIII€IO i3 3aCTOCYBaHHS TOIIO.

VYIOBHOBa)KeHN ~ MPEACTaBHUK, 33  JIOPYUYEHHSIM
BupoOHnrka, 3000B’s3aHHN THCEMOBO TOBIJOMIISITH
Hepxnikcnyx0y 1po Oyab-siki  HecnpaBHOCTI  abo
MOTIPIICHHS ~ XapaKTepUCTHK Talabo  edeKTHBHOCTI
BUpOOYy, a TakoX Mpo Oynp-sKi HEBIANOBIAHOCTI B
MapkyBaHHI a00 B IHCTPYKLIl i3 3acTOCyBaHHs, SKi
npu3Besid 200 MOXKYTh IPU3BECTH JI0 CMEPTI CIIOKHUBaya
ab0 KOpUCTyBa4a 4M JI0 CEpHO3HOTO MOTIPIICHHS CTaHy
iX 3m0pOB’s, OyAb-AKi TeXHIYHI a00 MEAMYHI HACIIiIKH,
MOB’s3aHI 3  TOTIPIOICHHSM  XapaKTePHCTUK 1
e(eKTHBHOCTI BHUpPOOy, MO BHHUKIN 13 3a3HAYCHHUX

OpUYMH 1 1[I0 TNPU3BOAATH JO CHCTEMaTHYHOTO
BiIKIMKaHHS BUP0OiB BupoOHUKOM.
VYIOBHOBa)KeHNH  NPEACTaBHUK, 33  JIOPYUYEHHSIM

BupobOnuka, 3000B’s3aHul 3a0€3MEYUTH MOMKIIUBICTH
HaJlaHHS cepTH(IKATiB BiAMOBITHOCTI, BUIAHUX OPTaHOM
3 OWIHKM BiANOBIAHOCTI, HA BUMOTY IHIIMX OPTaHiB 3
OI[IHKK BIJMOBIAHOCTI Ta YHNOBHOBAXXEHUX OpPTaHiB
JlepKaBHO1 BIIaJIH.

VYci mrpadHi caHKIii, 3acTOCOBaHI KOMIETCHTHHMH
OopraHamu 10 YTIOBHOBa)XEHOTO NPEICTABHUKA Y 3B SI3KY
3 HEBIAMOBIIHICTIO MEAHYHHUX BHPOOIB, BHTOTOBICHHX
BupoOHHKOM, BHMOTaM YHHHOTO  3aKOHOJABCTBA
VYkpainu BiJIIIKOIOBYFOTHCS Bupobaukom
YIOBHOBXCHOMY TPEICTABHUKY Ha WOTO BHMOTY,
OpoTSroM 5-Th po0Ooumx IHIB 3 MOMEHTY CIUIaTH
HaKJIaJICHUX MTpahHUX CaHKIIH.

3. OBMIH IH®OPMAIIE€IO TA YMOBHU
KOH®IJIEHIIIHHOCTI.

VYMOBOIO HAJNEXHOTO BHKOHAHHS YIIOBHOBaXXCHUM

MPEICTAaBHUKOM CBOiX 00OB’SI3KiB € OlepaTHUBHE i TIOBHE

HagaHHsd BupoOHMKOM pocToBipHO1 iH(popMamii Ta

2.3.The Rights of the Authorized Representative.
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3.2.

3.3.

Authorized representative has the right to demand from the
Manufacturer timely payment of the services supplied by
him.
Authorized representative is entitled to refer on behalf of
the Manufacturer at his own option to any conformity
assessment authority, which may execute all necessary
conformity assessment procedures according to the activity
field of such authority.
Authorized representative is entitled on behalf of the
Manufacturer to start procedures of inspection of type,
execution of inspection of products, issuance of statement
concerning special designation products.
Authorized representative has the right to request from the
Manufacturer information and documentation necessary
for the execution of the present Agreement.
Obligations of the Authorized representative.
Authorized  representative  undertakes  to
communications between the Manufacturer and the
conformity assessment authority pertaining to the
conformity assessing procedures with regard to
requirements of the Law of Ukraine “On principles of the
state language politics”.
Authorized representative shall submit on the request of
the State Treatment Service all data pertaining to the
medical product identification, in particular by means of
the label, Instruction of use etc.
Authorized representative undertakes on behalf of the
Manufacturer to inform the State Treatment Service in
writing on any failures or characteristic deterioration
and/or underperformance of the product as well as on any
non-compliances in marking or in Instruction of use, which
caused or may cause death of the consumer or the user or
substantial worsening of the state of their health, any
technical or medical consequences due to characteristic
deterioration and underperformance of the product arising
out of indicated reasons and which cause systematic recall
of the Manufacturer’ products.
Authorized representative undertakes on behalf of the
Manufacturer to ensure possibility of submission of the
certificates of conformity issued by the conformity
assessment authority on the request of other assessing
authorities and competent governmental bodies.
All penal sanctions applied by the competent authorities to
the Authorized representative due to the non-compliance
of medical products made by the Manufacturer to
requirements of applicable legislation of Ukraine shall be
indemnified by the Manufacturer to the Authorized
representative at his request within 5 working days from
the moment of payment of the imposed penal sanctions.

ensure

3. EXCHANGE OF INFORMATION AND
CONFIDENTIALITY CONDITIONS.
The precondition of the proper fulfillment of his
obligations by the Authorized representative shall be
immediate and complete submission by the Manufacturer
of reliable information and documents necessary for the
Authorized representative for the qualitative and timely
provision of services.
The exchange of the information between the Parties shall
be done in writing including use of electronic mail, fax
communication facilities etc.
The exchange of document originals between the Parties
shall be confirmed by Act of delivery and acceptance of
documents.
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4.1.

4.2.
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4.6.
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JIOKYMEHTIB, HEOOXIIHUX YTIOBHOBa)KEHOMY
NPEACTaBHUKY I SIKICHOIO Ta CBOEYACHOIO HAIaHHS
MOCHYT.

OOMiH iHpopMariero Mix CTOpoHaAMH 3IIHCHIOETHCS B
NUCHMOBIH Qopmi, B TOMY 4HMCIi, 3 BHKOPHCTaHHSIM
€JIEKTPOHHOT MOIITH, 3ac00iB (h)aKCHMINBHOTO 3B’SI3KY
TOLIO.

OOMiH opuriHanamu JOKyMeHTiB MK CropoHamu
MiATBEPIKYETHCA aKTOM npuiiMaHHA-TIepeIadi
JIOKYMECHTIB.

Crpokn  HamaHHA  iHpopMmamii 1  HOKyMEHTIB
OTOBOPIOIOTECS B KOKHOMY KOHKPETHOMY BHIIQJKY
YIOBHOBaXCHUMH TIpeaAcTaBHUKamMu CTOpiH.

CropoHu 3000B’s3yIOThCs 30epiraT B TAEMHHIII Ta HE
BUKOPDHCTOBYBaTH HEJOOPOCOBICHO  JOKYMEHTH Ta
iHpOpMaIlito, 110 HAJJAEThCS Y MPOLIECi BUKOHAHHS [[LOTO
JIOTOBODY.

Bynp-sixka nmokymeHTauiss Ta iHQopmauis, OTpUMaHa
CropoHamM¥ OfiHa Bijl OIHOI B MPOIECi BUKOHAHHS [[LOTO
JIOTOBOPY BiTHOCHUTHCS O KOH(DIIEHIIHHOT.
VYIOBHOBa)XCHUH MNpPEACTaBHUK TapaHTye 30epekeHHS
KoH(}ineHMiHOI iHpOpMaIii oTpuMaHoi Bin BupoOHuka
Ta TaKoi, 0 HalaeThesi BUpOOHUKY.

BupoOuuk rapaHTye 30epekeHHS  KOH(QIICHIIHHOT
iH(popMarii OTpUMaHOL BiJ YTIOBHOBa)KEHOTO
Npe/ICTABHUKA Ta TaKoi, 110 HaJla€ThCs
YTOBHOBa)KEHOMY ITPEACTABHUKY.

Ilepenaua iH(opmanii 3 THMTaHb, SKIi CTOCYHOTHCS
IpeAMETy LBOrO JIOTOBOPY TPETIM 0co0aM MOKIHBa
TUIBKA 3 THCHBMOBOI'O  JIO3BOJIy  YIIOBHOBa)KEHOT'O
Npe/ACcTaBHUKA ab0 y BIAMOBIJHOCTI /O YHHHOTO
3aKOHOJABCTBa YKpaiHH, a TaKOX KpaiHH Pe3UICHCTBA
Bupobnuxka.

3000B’s3anHs  CTOpiH MOAO KOH(QINEHIIHHOCTI He
MOMIMPIOIOTHCS Ha 3arajbHOIOCTYITHY iH(OopMAIlito.

BIAITIOBIJIAJIBHICTB CTOPIH TA BUPIIIEHHSA
CIIOPIB
VY Bumangky MopyuIeHHS 3000B’A3aHHS, L0 BHHHUKAE 3
YMOB I[bOT'O JIOTOBOPY, CTOPOHA HECE BiINOBIJAIBHICTD,
BU3HAYCHY LIMM JIOTOBOPOM Ta YHMHHHUM B YKpaiHi
3aKOHOJIAaBCTBOM.
CropoHa He Hece BIANOBINAIBHOCTI 3a MOPYIICHHS
I[bOTO JIOTOBOPY, SIKIIO BOHO CTaJOCs He 3 il BHHHU
(ymucny un HeOOEPEIKHOCTI).
CropoHa BBaXaeTbCs HEBHHYBaTOIO 1 He Hece
BIATIOBIJAJIBHOCTI 33 MOPYIIECHHS 1[LOTO JOTOBOPY, SKIIO
BOHA JIOBEJE, 110 BXKMJIA BCIX 3aJIEKHHUX BiJ Hel 3aX0JiB
111010 HAJISKHOTO BUKOHAHHSI YMOB JIOTOBODY.
CropoHa, 10 TOpyIIMWJIa JIOTOBip, 3000B’s3aHa
BIJIIIIKOTYBAaTH 30WTKH, 3aBIaHi TaKUM TOPYIICHHSIM,
HE3QJIEKHO BiJl BXXHUTTSA IHIIOIO CTOPOHOIO OyJIb-SIKHX
3axX0iB IIOJ0 3amoOiraHHs 30MTKaM ab0 3MEHIIEHHS
30UTKIB, OKpiM BUMNAJKiB KOJM OCTaHHS CBOIM BHHHHM
(ymucHuM 200 HeoOepekHUM) [HissHHAM (Hi€0  4H
Oe3MisUTbHICTIO) CHpHsIa HACTAaHHIO ab0 30UIBILCHHIO
30HTKIB.
VYci cropd, IO BHUHUKAIOTH 3 IBOTO JOTOBOpPY abo
MOB’sI3aHi i3 HUM, BHPILIYIOTBCS HIISIXOM IEPETrOBOpPIB
Mix CTopoHamH.
SIKIIO BiATIOBITHUI CITip HEMOXKIIMBO BUPIIIMTU IUISIXOM
MIePeroBopiB, BiH BHPIMIYETHCA Y BiANOBITHOCTI 0
YUHHOTO B YKpaiHi 3aKOHO/IaBCTBA.
CTopoHW MM 3romd, Mpo Te, MO0 BCi CHOpH, SKi
BUHMKAIOTh B TIPOIECI BHUKOHAHHA LOTO IOTOBOPY
BUpilIyBaTUMYyThCsl Y ['ocnomapcekomy cyni M.Kuesa,
VkpaiHa.
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Periods of submission of information and documents shall
be agreed upon by the Authorized representatives of the
Parties in each specific case.

Parties undertake no to disclose and not misuse
information and documents made available during the
process of execution of the present Agreement.

Any documentation and information obtained by the
Parties one from another during the process of execution
of the present Agreement shall be deemed as confidential.
Authorized representative guarantees confidentiality of
information obtained from the Manufacturer and such
information, which was made available to the
Manufacturer.

Manufacturer guarantees confidentiality of information
obtained from the Authorized representative and of such
information, which was made available to the Authorized
representative.

Transfer of information concerning issues pertaining to the
present Agreement to the third parties is subject to written
approval of the Authorized representative or in accordance
with applicable legislation of Ukraine as well as residence
country of the Manufacturer.

The obligations of the Parties concerning the
confidentiality shall not be applied to the publicly
available information.

RESPONSIBILITIES OF THE PARTIES AND
SETTLEMENT OF DISPUTES

In case of violation of the obligation under the present
Agreement the Party shall bear the responsibility stipulated
in the present Agreement and applicable legislation of
Ukraine.
The Party shall bear no responsibility for violation of the
obligations under the present Agreement should it happen
through no fault (intention or negligence) of that Party.
The Party shall be deemed innocent and shall bear no
responsibility for violation of the obligations under the
present Agreement if that party proves that it has taken all
possible measures concerning proper execution of the
obligations under the present Agreement.
The Party, which violated the obligations under the present
Agreement shall indemnify damages done by such
violation irrespective of taking by the other Party any
measures aimed at the prevention or diminishing damages
except if the latter by its faulty (intentional or due to
negligence) act (action or inactivity) conduced to
occurrence or enhancement of loss.
All disputes arising out or connected with the present
Agreement shall be resolved by way of the negotiations
between the Parties.
Should it be impossible to resolve any conflict by way of
the negotiations it shall be settled in accordance with
applicable legislation of Ukraine.
Parties have agreed upon that all disputes arising in the
process of execution of the present Agreement shall be
resolved in the Economic court in Kyiv, Ukraine.

5. VALIDITY OF THE AGREEMENT

The present Agreement shall be deemed as concluded and
shall come into force from the date of the signing thereof
by the Parties and shall be valid within 5 (five) years, i.e.
until 02nd of November 2025.

If prior one month to the expiration of the present
Agreement neither Party declares about its intention to
terminate the present Agreement, the validity of the
present Agreement shall be extended for the following
year.
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5. A1 10T OBOPY
Lle#t moroBip BBaKAETHCS YKJIAAECHUM Ta HaOHpae
YMHHOCTI 3 MOMEHTY Horo mianucanus CTOpoHaMH 1 Jii€
HPOTATOM I’SITH POKiB, ToOTO 10 02 nucromana 2025 p.
Slkmio 3a MicsAlb IO 3aKiHUEHHS CTPOKY Mii IOTO
JIOTOBOPY KOJAHA i3 CTOpIH He 3asBUTh IpO HaMip
OPUIIUHATA ~ #Horo  mivo, [is  1poro  JloroBopy
MPOJOBXKY€ETHCS HA HACTYITHUHN PIK.
3MiHH Yy TIed JOTOBip MOXYTh OyTH BHECEHI TUTBKH 3a
nmoMoBieHicTI0O CTOpiH, sKa 0OPMIISETBCS TOAaTKOBOIO
YTOJ0I0 JI0 I[BOTO JIOTOBODY.
Heit norosip Moxe OyTH po3ipBaHMIA 32 JOMOBIICHICTIO
CropiH, ska 0GOpPMIIAETBCS TOJATKOBOK YTOAOK 0
I[bOTO JOTOBOPY a00 3a PillIeHHSIM CYAY.
BupoOuuk miareepmkye, mo ueit [lorosip-/loBieHicTh
BUJIAHUN TUIBKHA OZHOMY YNOBHOBa)KEHOMY
[TpencraBHUKY B YKpaiHi BITHOCHO KOXKHOTO OKPEMOTO
MenuuHoro BupoOy (rpynu). lOpuamyna cuna wiel
JIOBIPEHOCTI TIOIIUPIOEThCSI HAa BCI MEOUYHI BUpOOU
BupoOHuka, sKi JerampHO BBOJATECA B O0Ir Ha
Teputopii  YkpaiHm Ta € 00'€KTOM  Hamgy
YTIOBHOBa)KEHUM TMPEICTABHUKOM Yy BiINOBITHOCTI i3
yksageHuM Mixxk Croponamu JloroBopom.

6. MNPUKIHIEBI NOJIOKEHHS
VYc¢i npaBOBIAHOCHHH, [0 BUHUKAIOTh 3 IOTO JIOTOBOPY
abo TOB’s3aHI i3 HMM, y TOMY 4YHCIl NOB’s3aHi i3
JMIACHICTIO, VKJIAJCHHSM, BHKOHAHHSM, 3MIHOIO Ta
NPUIMHEHHSIM Jii [OTO JIOTOBOPY, TIYMadyeHHSM HOro
YMOB, BHU3HA4YCHHSAM HACJiAKIB  HeIiiicHOCTI  abo
MOPYIICHHS  [IOTOBOPY,  PETJIAMEHTYIOThCS  IIUM
JIOTOBOPOM Ta BIAMOBIJHMUMH HOPMaMH YHHHOTO B
YkpaiHi 3ak0HO/IaBCTBA.
Ilicns HaOpaHHA YHHHOCTI IIMIM JOTOBOPOM  BCi
MOMepeHi eperoBOpy 3a HUM, JIUCTYBAHHS, MONEPEIHi
JIOTOBOPH, MPOTOKOJIH PO HaMipH Ta Oyb-sIKi 1HIII yCHI
a0o mucpbMOBi oMoBiieHocTi CTOpIH 3 MHUTaHb, IO Tak
YK I1HaKIIe CTOCYIOTHCS LLOTO JIOTOBOPY, BTPavyalOTh
IOPUANYHY CHITY.
JlonaTkoBi yroau Ta I0AaTKH J0 LIOTO JOTOBOPY € HOTO
HEBIJI’EMHOI0 YAaCTUHOIO 1 MalOTh HOPUAWYHY CHIY Y
pasi, SIKII0O BOHHM BHUKJIAlIEHI Yy MHCHMOBIii (opMmi Ta
nianucani CTopoHaMu.
Le#t noroBip CKIageHWHd TMpH TOBHOMY pPO3YMiHHI
CropoHaMu #0T0 YMOB Ta TEPMIHOJIOTIT YKPaTHCHKOIO Ta
AHIIIIACBKOID ~ MOBOIO y  JBOX  aBTEHTHUYHHX
NPUMIPHHKAX, SKI MAlOTh OJTHAKOBY IOPHIMYHY CHIIY, IO
OJTHOMY JTs KOXHOi 13 CTOpiH.

PEKBI3UTHU TA IMIIAINNCHU CTOPIH

YnoBHoBakeHM NpeJCTABHUK:
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO

«JIA MEJl»

ITTH 436527726546

€JIPTIOY 43652770

p/p UA 47 334851 000 000 00 26 009 119 305 B ITAT "IIYMB"
M®O 334851

Anpeca: 04210, m. Kuis, nip. I'epois Craninrpany, 2-I", kopm. 1
Tenedon: +38 (096)128-86-14

E-mail: lamed_ua@ukr.net
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Amendments to the present Agreement may be introduced
only by the agreement between the Parties, which shall be
drawn up as the additional agreement to the present
Agreement.

The present Agreement may be terminated according to
the arrangement between the Parties, that arrangement
shall be drawn up as the additional agreement to the
present Agreement or by the decision of the court.

The Manufacturer affirms that the authorization is issued
for only Authorized Representative in Ukraine in respect
of each medical device (group). The legal force of this
Power of Attorney covers all the medical devices which of
the Manufacturer, lawfully put into circulation on the
territory of Ukraine and which are the object of
surveillance by the Authorized Representative per
concluded Agreement by the Parties.

6. FINAL CONDITIONS
All legal relationships arising out of or in connection with
the present Agreement including validity, drawing up,
execution, amendments and the termination of the present
Agreement, interpretation of the conditions thereof,
determination of the consequence of the invalidity or
violation of the present Agreement shall be regulated by
the present Agreement as well as respective provisions of
applicable legislation of Ukraine.
Upon coming into force of the present Agreement all
preceding negotiations pertaining to it, communication,
preceding understandings, protocols of intentions and any
oral or written arrangements of the Parties concerning
issues pertaining to present Agreement shall become null
and void.
Additional agreements or addendums to the present
Agreement are the integral part thereof and have legal
force provided they are made in writing and signed by the
Parties.
The present Agreement has been drawn up in the whole
knowledge of the Parties of its provisions and terminology
in the Ukrainian and English language in two authentic
copies both of them having the same legal force, one copy
for each Party.

BANKING DETAILS AND SIGNATURES OF THE

PARTIES

Authorized representative:
LIMITED LIABILITY COMPANY "LA MED"

TIN 436527726546

EDRPOU 43652770

Account: UA 47 334851 000 000 00 26 009 119 305 in bank:
FIRST UKRAINIAN INTERNATIONAL BANK

MFO 334851

Address: 04210, Ukraine, Kyiv, avenue Gerojiv Stalingrada, 2-G,
building 1

Telephone: +38 (096)128-86-14

E-mail: lamed_ua@ukr.net
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ITlinmuc

Jara: 02 nmucronaga 2020 s

Bupoouuk:
MEDTRUE ENTERPRISE CO., LTD

Account: 498861017034 in bank:

BANK OF CHINA NANJING HEXI SUB-BRANCH
Address: Room N0O.301-302, Hongpujiezuo Mansion, 186-1
JiangdongZhonglu Road, Nanjing,China.

Telephone: +86-25-86651838

E-mail: info@medtrue.com

Jupexrop

Director Shulga O.L.

Signature

Date 02" of Noverfy

Account: 498861017034 in bank:

BANK OF CHINA NANJING HEXI SUB-BRANCH
Address: Room NO.301-302, Hongpujiezuo Mansion, 186-1
JiangdongZhonglu Road, Nanjing,China.

Telephone: +86-25-86651838

E-mail: info@medtrue.com

Director
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