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AOTI'OBIP-JOBIPEHICTD
NPO HAJAHHA MOCJIYT YIIOBHOBAXKEHUM NPEACTABHUKOM

IOpuanyna ocoba 3a 3aKOHOIABCTBOM YKpaiHU —
TOBAPUCTBO 3 OBMEXEHOIO BIAINOBIAAJIBHICTIO
«JIA MEJl» B ocobi mmpexrtopa Llymera O.JL., sxwii nmie Ha
migcraBi CraryTy, B TOJANBIIOMYy — «YIIOBHOBaXCHUH
MIPEACTaBHUKY, 3 OAHOI CTOPOHU Ta

IOpunnuaa ocoba 3a 3akoHOHAaBCTBOM (KpaiHH) —
Hangzhou Rollmed Co.,Ltd B ocobi xinhong lai, sxuii nie Ha
miacrasi Craryty, B mojamsiioMy — «BupoOHMK», 3 npyroi
CTOpoHHM, Hananmi pazom — CTOpOHM, YKIanu Ied IOroBip-
JIOBIpEHICTS (y MOJaIbIIOMY — IOTOBIp) PO HACTYIIHE.

1. NPEAMET AOI'OBOPY
Bupobuuk Hamae, a YMNOBHOBaXECHHH MpPeICTAaBHUK
npuiiMae Ha ceOe MOBHOBaKEHHS BYMHSITH Ha TEPUTOPIT
VYkpaiau Bix iMeHi BupoOHUKa 1opuamyHi Iii CTOCOBHO
000B’sI3KiB  BHPOOHMKA, BCTAHOBJICHUX TEXHIYHUMH
perylaMeHTaMH 100 MEAWYHHX BUPOOIB Ta MpOLEryp
OIIHKKA BIAMOBITHOCTI 1 MapKyBaHHA HaI[iOHAIEHUM
3HAKOM BiJITOBIIHOCTI.
MennaauM BHpoOOM (BHpPOOOM) y PO3yMiHHI IIHOTO
JIOTOBOPY € OyIb-sKuii BUPIO, IO 3aCTOCOBYETHCS SIK
OKpeMo, Tak 1 B IHOEIHAHHI 3 TakKUMH BHpOOaMH,
BKJIIOYAIOYM IporpamMHe 3a0e3rnedyeHHs, nependaueHe
BUPOOHMKOM JUIi  3aCTOCYBaHHS  CICI[abHO IS
JMIArHOCTUYHUX Ta/ab0 TepameBTUYHUX IiJIeH Ta
HEeoOXiJIHE JUIsl HaJIeXHOro (PyHKLIOHYBaHHS MEIUYHOTO
BUpPOOY, i MPU3HAYCHNH BHPOOHUKOM IS 3aCTOCYBaHHS
3 METOI0 3a0e3ledeHHs [iarHOCTUKH, MPOQiTaKTHKH,
MOHITOPHHTY, JIiKyBaHHA a00 TIONETHICHHS CTaHy
3/I0pOB’S TAIliEHTa B Pa3i 3aXBOPIOBAHHS; MiarHOCTHKH,
MOHITOPHHTY, JIIKyBaHHS, ITOJIETTIICHHS a00 KOMIIEHCAIii
CTaHy 3JOpOB’S TallieHTa B pasi TpaBMH abo
1HBAJTI THOCTI; JIOCHiIKEHHS, 3aMiHU 171
BUIO3MIHIOBAHHS amatomii  abo (i310JIOTIYHOTO
IpolLecy; KOHTPOJIIO TPOLECy 3allliJHEHHs, Ta OCHOBHA
nependavyBaHa Jiisl IKHX B OpraHi3Mi abo Ha OpraHizm
JIFOTUHA HE JIOCSITAETHCS 3a JIOTIOMOT 010
(hapMaKoJIOTIYHHX, IMYHOJIOTIYHAX a00 MeTabOoJIYHUX
3aco0iB, aje (QYHKIIOHYBaHHIO SKHX Taki 3aco0u
MOJYTb CHPHSTH.
Jo Memmunmx BupoOiB (BHPOOIB) 3a IIM JOTOBOPOM
BITHOCSATHCA TaKOXX aKTUBHI MEIW4YHI BHPOOH; aKTHBHI
MEIWYHI  BHpPOOHM, SKi  IMIDIAHTYIOTB,  BHpPOOH,
BHTOTOBJICHI Ha 3aMOBJICHHS, BUPOOW, TPU3HAYCHI IS
KIIHIYHUX JOCHTI/KCHb; BUPOOH, IPU3HAYCHI JUIS OI[IHKH
XapaKTEepPUCTUK; MEAWYHI BHPOOM, BUIOTOBJIEHI Ha
3aMOBJICHHSI; MEANYHI BUPOOH CEpiHOTrO0 BHPOOHMIITBA;
BUPOOHW ISl CAaMOKOHTPOJIIO; BHUPOOH, TpH3HAYCHI IS
OIIIHKM  XapaKTEepPUCTHK, MEAW4YHI  BUPOOM s
IIaTHOCTHKH 1n Vitro.
Ilocnyru YNOBHOBaXXEHOI'O MpPEACTaBHUKA HaJAIOThCS
BupoOHuky Ha mocTiifHiIiH ocHOBI. Obcsar i xapaxTep
MOCIYT BH3HAYaIOTBCS YMOBaMH IIbOTO JIOTOBOPY, a
TaKoX 00yMOBIOIOTECSE CTOPOHAMH B MMMCHMOBIH (opmi
0 Mipi BHHUKHEHHS TaKol HEOOX1THOCTI.
Bei  gil, 1moO  BUKOHYIOTBCS — YTIOBHOB2XXEHUM
NPE/JCTABHUKOM B paMKax  I[bOr0  JIOTOBOpY,
BUKOHYIOThCS BiJl iIMeHi 1 3a paxyHok BupoOHuka. [IpaBa
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AGREEMENT - POWER OF ATTORNEY
for the provision of services by the authorized
representative

Legal person according to the acting legislation of
"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—

Hangzhou Rollmed Co.,Ltd, represented by xinhong lai, 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:

1.1.

1.2

1.3.

1.4.

1.5.

1.6.

1. SUBJECT OF THE AGREEMENT
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.




1.6.

1.7.

Ta OO0OB’SI3KM II0 BYHMHEHHM  YIIOBHOBAKEHUM
MPEICTABHUKOM JisiM BHHUKAIOTh O€3IOCEPEIHBO Y
Bupobnuka.

BupoOHuK 3000B’s3y€ThCA B MOPSAIOKY Ta Ha yMOBaXx,
BU3HAYCHUX IIUM JIOTOBOPOM TMPHUHAHATH  HAHaHI
YTHOBHOBa)KEHUM TPEICTaBHUKOM MOCIYTH Ta OTUIATHTH
ix.

O0'eMm mpaB Ta  O00OB'S3KiB  YMOBHOBaXECHOTO
[IpencraBHuKa BU3HAYaIOThCS TexHiuHUMU
perimaMeHTaMu 11010 MEIUYHUX BUPOOIB,

3artBepkeHumMu [locranoBamu Kabinery MiHicTpi
VYxpainu Bix 02.10.2013 Ne 753, Ne 754 i No 755 (mami -
«TexHiuHl perjJaMeHTH»), 3aKOHOJABCTBOM YKpaiHH
IIOI0 TEXHIYHOTO PETYJIIOBAaHHSA Ta PUHKOBOTO HATJISTY
Ta IHIIUMH HOPMAaTHBHO-TIPABOBHMH aKTaMH YKpaiHH.
Hum oroBopom-/loBipeHicTio BupoOHHK npu3Hadae
YTOBHOBa)KCHOTO TPEJICTAaBHUKA HA TEPUTOPIii YKpaiHu
3 HaJJaHHSIM HOMY IpaBa MPEACTABIATH i TIATH BiI iMeHi
Bupobnanka y MiHicTepcTBi 0XopoHH 300pOB'ss YKpaiHu
i Horo TepuUTOpiaJbHUX MiAPO3JiNax, JepKaBHOMY
ExcrieprHomy 1ienTpi MiHicTepcTBa 0XOpOHH 310pOB's
VkpaiHu, y Iep:KaBHUX OpraHax YKpaiHW Ta eKCIEPTHUX

oprauizauisix, Jlepxasuiii Cnyx0i  VYkpainm 3
JKapChbKHX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHUKAMHU, Y
JepxaBHid  caHITapHO-eMiAEMIONOTIYHIH  CIyX0i, B
AKPeIUTOBAHUX BHIIPOOYBAIBHUX JIA0OpaTOpisix, B

VIOBHOBXCHHX OpraHax 3 OIIHKA BigIOBiTHOCTI
(mpu3HaUeHHWX OpraHax) Ta IHIINX OpraHaX, YCTaHOBAX i
opragizamisx Oymb- skoi pOopMH BIACHOCTI, BKITIOYAIOUH
THX, 10 KOMIIETCHI] SIKMX BXOISITH NMUTAHHS OXOPOHH
3/10pOB's, 3 TUTaHb, IOB'A3aHUX 3:

Bil IMeHI Ta i BiAMOBiNANBHICTE BupoOHMKa
CKJIaZaTH Ta MiAMACYBaTU Jexmaparrii po
BITMOBIAHICTE  MPOAYKIIi  BUMOraM  TeXHIYHUM
periaMeHTam;

1HIIIFOBAaTH MIPOBEICHHS mpoueayp OLIIHKH
BiAIIOBIAHOCTI 3a TexHiuHUM Permamentom
3arBepmkeHoro ['TKMY Ne753, Ta TexHiuHUM
Pernmamenrom  3atBepmxkeHoro IIKMY  Ne 754,

3MifCHIOBAaTH BHOIp OpraHy 3 OI[IHKH BiTIOBiTHOCTI
IUTA 3a)Ty9eHHS 0 TPOLEAYPH, MPEICTABIATH iHTepeCcH
BupoOHuka;

miAmUIcyBaTd 1 1mojaBatu 3asBU (BKJIIOYAOYHM 3asiBKH)
3a Texuiuaum Pernamentom, 3atBepmkerHnM [IKMY No
753, T1a TexuiunuM PermameHTOM, 3aTBEpIKECHUM
I[IKMY Ne 754, nuctu Ta Oymb-siKi IHINI JOKYMCHTH,
3aCBiYyBaTu BIPHICTh MNEpeKIadiB Ta JOCTOBIPHICTH
KOIIi# JOKyMeHTaIlil, BugaHoi BupoOHUKOM;
MiAMUCYBaTH, OIUIaYyBaTH Ta YyKIaJaTH AOTOBOPH i
KOHTPAKTH, aKTH BUKOHAHUX POOIT Ta iHIINI JOKYMEHTH,
MoB'sI3aHi 3  BHKOHAHHAM  Jil, BCTAHOBIICHHX
TEXHIYHIMH perilaMeHTaMH I0A0 MEIUYHUX BUPOOIB;
mepeKIaiaTi THCTpYKIIi 3 BHKOPHCTAHHS,
3aCBiIYyBaTU BIpHICTh NEPEKIAIIB;

pO3TJSIIATH Ta BIANOBIZATH Ha 3BEPHCHHS, 3allUTH,
CKapry 1 peKiaMariii Crio)XuBaviB (KOPUCTYBadiB) MO0
0C3MEeYHOCTI Ta SKOCTI MEIUYHUX BHUPOOIB B XOi
BUKOHAHHS (YHKIIH YTTOBHOBa)KEHOT'O TIPEICTAaBHHUKA;

BignoBinaTu Ha 3alUTH Ta [OB1AOMIICHHS
YIOBHOB@&KCHWX  OpraHiB  pPHHKOBOTO  HAIJAAdYy,
MinicrepctBa Oxoponu 310poB's Ykpainu,

YIOBHOBa)KEHHX OPTaHIB 3 OIIHKK BIIIOBITHOCTI Ta
BHOCUTH  HEOOXIZHI  IOACHEHHS B  INHTAHHIAX
0e3IeYHOCTI Ta SIKOCTI MEIUYHUX BUPOOIB;

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:

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

e 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;

e 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;

e 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;

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

e 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;

e 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;

e 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;

e to affix labeling in accordance with requirements of
national legislation;

e to adhibit a seal/stamp all the documents required during




3 Npagom nepeoopyyeHHs 0yO0b-sKill KOMNAHIL,

BECTH OONIK BXIJHHX Ta BUXIJHHX [JaHUX, a TaKOX
BXHMBaTH 3a pe3yJbTaTaMH TaKOI'O BiJCTEKEHHs/
PO3TIATY HEOOXITHUX 3aX0/IiB, MOTIepeTHBO
MOTOIUBINH 1X 3 BupoOHUKOM;

HAaHOCUTH MapKyBaHHS Y BIITIOBITHOCTI 3 BHMOTaMH
3aKOHO/IaBCTBA;

CKPIIUIATH TEYaTKOIO/IITAMIIOM BCI TOKYMEHTH, SKi
HeoOXimHI B mpoueci  BUKOHaHHA  (YHKIii
VYnoBHoBaxxenoro [IpeacraBHmka 1 B mpoueci
ceprudikamii Ta TPOBEACHHS MPOICAYPH OIIHKU
BIAMOBIZHOCTI  MEOUYHUX BupoOiB  TexHiuHUM
Pernamenrawm;

3IiMCHIOBATH BCl HEOOXinHI il 3 BBEACHHS MEIUYHUX
BUPOOIB B 00Ir, BIiJKIMKAHHS MEIHYHUX BHPOOIB,
YTHITI3aIi] TicIs Moro/HKeHHs 3 BupoOHIKOM, TIOTaHHS
MOBIIOMJICH Ta BiAmoBineidl mo opraniB JlepxaBHOTO
PUHKOBOTO HATJISAy, NMPU3HAYEHUX OPTaHiB 3 OIIHKH

BignoBigHOCTi, MinicrepctBa OxopoHH 3HOpOB'S
VYkpainu;
OyTM THMYacoBHM TpUMadeM BCiX JIOKYMEHTIB,

BUJaHUX Ha iM's BupoOHMKa Ta OJepKaHUX BiJ
BIJIMIOBITHMX OpraHiB 3 OIIHKKA  BiIMOBIIHOCTI,
n1a00paTopiii, eKCIIEPTHUX OpraHi3ailiid, IHIIUX YCTAaHOB
Ta MiANPUEMCTB Oy/b-1K01 (hOPMH BIIACHOCTI;
3niificHioBaTM  Bci  HeoOXimHi mii 3 peectpauil
(mexiapyBaHHS) ONTOBO-BINIIYCKHUX IIiH Ha BHPOOH
MEJIMYHOrO IPU3HAYCHHS, a TAKOX 3 JeKJIapyBaHHs
Oyab-SKUX 3MiH B ONITOBO- BiIIYCKHUX IiHAX;

HaJlaBaTH BCi HEOOXimHI 3pa3Kd I TECTyBaHHSA,
ceprudikamii 1 OIIHKK BIAMOBIMHOCTI B IpU3HAYCHI
OpraHH 3 OLIIHKM BiNOBIIHOCTI, €KCIIEPTHI OpraHizauii,
naboparopii Ta iHIII YCTaHOBH 1 MiAnpHeMcTBA OyIb-
K0T (popMH BIIACHOCTI;

6y0b-sKOMY

cnigpobimuuxy abo mpemiu 0cooi:

¢dopMmyBatH Ta OQOPMIIOBATH JOKYMEHTH, 3asiBH,
JMCTH, KOMIIEKTH TEXHIYHOI JMOKyMEHTamii, BHOCHTH
BUIIPABICHHS 1 JOTIOBHEHHS 10 JOKYMEHTIB, HaJaBaTH
TIOSICHEHHSI Ta TOATKOBY iH(OpMaIIiio;
3MIACHIOBAaTH yCci HEOOXiAHI OIuaTH  3a
JloBipeHicTiO, BKIIOYAOYH Ti, IO
MIPOBEICHHSIM OI[IHKH BiIIOBITHOCTI,
EKCIIEPTU3010 BIIIOBIIHAX MaTepiaiiB,
BUNPOOYBaHHSAMH 3pa3KiB MEIUYHHUX BUPOOIB, a TAaKOXK
oIUIaTy BCiX Ta OyIb-SKUX JEpXKaBHUX 300piB Ta MUTA;
OTPUMYBATH OpUTiHAJIM JOKYMEHTIB 1 iX 3aBipeHi Korrii
(cepTucikaTy, MPOTOKOIH, 3BITH, BHCHOBKH, JCKIIaparlii,
JIICH311 Ta 1HII JOKYMEHTH, MOB'sI3aHi 3 BUKOHAHHIM
It 3a wiero Joipenictio Bix epxxaBHoi Ciyx0Ou
VYkpainu 3 Jlikapcbkux 3aco0iB Ta KOHTPOJIO 32
HapkoTuKamu, MiHicTepcTBa OxopoHHU 300poB's
VYkpainu, iHITUX JepKaBHUX OpraHiB YKpaiHu,
MIPU3HAYECHUX OPraHiB 3 OIMIHKY BiAMOBITHOCTI,
nabopaTopiil Ta IHMIUX YCTAHOB 1 MIAPUEMCTB OY/1b-
Kol opmu BiacHOCTI);

NIPE/ICTABIATH iHTepecH BupoOHuKa Ta 3ailCHIOBATH YCi
HeoOXiHi Aif mix yac HOTapiajJbHOIO 3aCBiqYEHHS,
a/IBOKaTChKHX IOCIIYT, MOCIYT 3 yTUIII3allii Ta 1HIIKX;

y pasi, KOJH MiJ 4ac 3AiHCHeHHsT QyHKIIN
YnoBHoBaxeHoro [IpencraBunka BupoOnuka
HEOOXIJHO 3IMCHUTH 1HIII 1Tii, HE 3a3HAYCHI Y il
JloBipeHOCTi, YTOBHOBa)KCHHI MPEICTABHIK IIOBUHEH

oTpuMatH 3roxy BupoOHnKka Ha 3iiiCHEHHS TaKuX Hii.
2. ITPABA TA OBOB’3KH CTOPIH

i€t
MoB'si3aHI 3

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;

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
emp/oyee or third party:

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
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IIpaBa BUpoOHUKA.
BupoOHuK Mae mpaBo BUMaraTé BiJf YTIOBHOBa)KCHOTO
MPEACTaBHUKA UITKOTO JOTPHUMAHHA YMOB  IbOTO

Horosopy.

Bupobuux Mae TIpaBo JOPYYUTH
YIIOBHOBAXCHOMY MIpeCTaBHUKOBI iHIIITOBaTH
NPOBEICHHS TNpOUENyp TepeBipkH TUIy BUPOOY,
HepeBipKH NPOIYKIIl, OLIHKM MNPOLEAYpH 3AiHCHEHHS
BHYTPIIIHBOI'O  KOHTPOJIIO BHPOOHHILITBA MEIUYHHX
BUPOOIB, CKJIaJaHHS 3asBU MIOAO0 MEIUYHUX BHUPOOIB

0CO0JIMBOTO NMPHU3HAYECHHSI.

CBOEMY

O00B’s13KkM BUPOOHUKA.

BupoOHuK 3000B’s3aHUI MOJATH O OpPTraHy 3 OIHKH
BINMOBITHOCTI  3asBKy  IIOJO  OINHKH  CHCTEMH
YIPaBITiHHS SKICTIO.

BupobHuk 3000B’s13aHHI  3a0€3MEUNTH  3aCTOCYBAHHS
CXBQJICHOT CHUCTEMH YIMPABIiHHS SKICTIO Ha eramax

pO3pOOJICHHS, BHPOOHHIITBA 1 OCTATOYHOI TMEPEBIPKU
BUPOOIB.
BupoOHuk  3000B’s3aHMH ~ HAHECTH  MapKyBaHHs

HAIIOHAJILHIUM 3HAKOM BIJIOBIMHOCTI HA BUPOOU 3TiHO
3 BUMOTaMHM TEXHIYHHX perjaMeHTriB. MapKyBaHHs
HalliOHAJILHUM 3HAKOM BiZITOBITHOCTI CYIPOBOJIKYETHCS
imeHTU}IKAIfHIM HOMEPOM BiAIIOBIZaIHHOTO OPTaHYy 3
OILIHKY BiAITOBIHOCTI.

VY Bumagkax, BH3HAUEHHX y TEXHIYHHMX DPErJIaMEHTaXx,
SKAMH Tiepe0adeHe 3acTOCYBaHHs MPOLEAYp OLIHKH
BIIMOBITHOCTI, BUpoOHWMK 3000B’s3aHMI CKIagaTH Ta
30epiraTu AeKIapario Ipo BiANOBITHICTE.

BupoOHuk 3a0e3neuye opraHy 3 OLIHKM BIANOBIJHOCTI
JOCTYII JIO MiCLIb IPOBEJCHHS IEPEeBipoOK, BUIIPOOYBaHb 1
30epiraHHs BHPOOIB, a TaKOX BCIO HECOOXIIHY
BiAMOBIAHY iH(OpMaLilo, 30KpeMa: JOKYMEHTALIIO0 I110J10
CHCTEMH YIPaBIiHHS SIKICTIO, TEXHIYHY JOKyMEHTaIlilo,
nependavyeHi CHCTEMOIO YIPaBIiHHS SIKICTIO JlaHi, IO
CTOCYIOTBCS ~ BUPOOHHITBA, 30KpeMa:  MPOTOKOJIU
TepeBipKu,  pe3yibTaTH  BHNPOOYyBaHb, 3BITH 3
IHCTIEKIIMHUX TepeBipOK, TECTyBaHb, CTaHAApTHU3AIil
aHi PO TPOBENEHHS KaliOpyBaHb, KBamidikamiiHi
3BITH IIEpCOHAITY.

BupoOHHK 3000B’s13aHMI TIEPETrIAAaTH 1 TOKYMEHTYBaTH
JIOCBiJI, HAKOIIMUCHHH IIICJIS BBEJICHHS B EKCILTyaTallilo
BUpOOIB, BUTOTOBJICHMX Ha 3aMOBJIEHHS, a TaKOX
BIIPOBQIUTH BINMOBIMHI 3aCO0M Ui 3aCTOCOBYBaHHS
Oyb-SIKMX HEOOXITHUX KOPUTYIOUUX JiH.

BupoOHuK 3000B’S13aHMH MPOTATOM II'SATH POKIB IiCIIs
BUT'OTOBJICHHSI OCTaHHBOTO BUPOOY, BUTOTOBJICHOTO Ha
3aMOBJICHHS, 30epiraTé IeKIapamilo Mpo BiIMOBiTHICTH,
TEeXHIYHY JOKYMCHTAIlifo, pImMeHHI Ta cepTudikatu
Opra”iB 3 OIIIHKA BIAMOBITHOCTI 1 3a0e3MeYUTH
YTOBHOBa)XEHOTO MpEACTABHUKA MOJKIJIMBICTIO HaJaHHS
JOCTYyIY o 3a3HauyeHO1 JIOKYMEHTAITIT s
YIIOBHOBa)KEHUX OPTraHiB JIeP>KaBHOI BIIaIH.

BupoOHuK, a1 MapKyBaHHS HaI[lOHAJbHUM 3HAKOM
BIAMIOBITHOCTI BUPOOIB, KPiM BHPOOIB, BUTOTOBJICHUX Ha
3aMOBJICHHS  a00  TOpPU3HAYCHUX Ui KITIHIYHHX
JOCTIKeHb, 3000B’SI3aHUH  TIPOBECTH  NPOLEAYPY
OWIHKA  3a0e3neueHHs  (DYHKIIOHYBaHHS  CHCTEMH
YIPaBITiHHSA SKICTIO ITiJ] 9aC BUPOOHMIITBA.

BupoOHMK  Mae  mpaBO  YIOBHOB&KHTH  CBOTO
NpeJCTaBHUKA IHIMIIOBATH TPOLEAYPH MPOBEICHHST
MepeBipKH THITy, MPOBEICHHS NEPEBIPKH MPOTYKIIii,
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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
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




2.2.10.Bupobuuk

CKJIaJaHHs 0CO0JIHUBOrO
MPU3HAYCHHS.

3000B’s13aHMI  HamaBaTH  BIANOBIAI HA
OOTpYHTOBaHI 3allTA OpPTaHy 3 OIIHKH BiIIIOBIAHOCTI
mON0 HagaHHA Oyne-skoi iHpopMamii YM JaHUX,
HEOOXiTHUX JJIsI BCTAaHOBJCHHA a00 MiATBEpIKCHHS
BiIIOBiTHOCTI BUPOOY BUMOTaM TEXHIYHOTO PETIaMEHTY

3TIZHO 3 0OPAHOIO MPOIEAYPOIO OIIHKHU BiAMOBIIHOCTI.

3asBM  I10J0  BHPOOIB

2.2.11.Y pa3i BcraHoBieHHs JlepkiiKkciayx00t0 abo opraHamu
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2.44.

2.5.

JOXOmiB 1 300piB (hakTy HAHECCHHS MapKyBaHH:I
HalliOHAILHUM 3HAKOM BIJIOBIJHOCTI 3 MOPYIICHHAM
BUMOT 3aKOHOAABCTBa YKpaiHu, a00 BiICYyTHOCTI Takoro

MapKyBaHHsi, 100 €  TOPYLIIEHHSAM  TEXHIYHOTO
perimaMeHTy, BupoOHUK  3000B’s3aHHII  MPHBECTH
MeIOW4YHi BHpPOOM y BIONOBIOHICT 3 BHMOTaMH

TEXHIYHOTO PETJIAMEHTY.

IIpaBa YOBHOBa:KeHOI'0 NPeJCTABHUKA.
VYTIOBHOBa)KEHUH NMPENCTaBHUK Ma€ MPAaBO BUMAaraTd Bil
BupoOHuKa cCBO€9acHOT OIIATH HAJlTaHUX MOCIYT.
YINOBHOBaXXEHUN  MNPEACTABHUK, 3a  JOPYYEHHSIM
BupoOHuka, Mae TpaBO 3BepTaTuUCs 3a BIACHUM
BUOOPOM J10 OY/Ib-SIKOTO OpPTaHy 3 OI[IHKH BiIIOBITHOCTI,
KM MOXXE BHUKOHYBaTH HEOOXIMHI MPOIEAYPH OIIHKU
BIAMOBITHOCTI 3TiAHO i3 c(eporo NMpHU3HAYEHHS TaKOTro

Oprasy.
VIOBHOBOKCHUH  MPEACTaBHHK, 33  JIOPYYCHHAM
BupoOHrka, Mae TpaBO IHIIIOBATH  MPOICIypH

MIPOBEJCHHS TEPEBIPKM THITY, NPOBEACHHS IEPEBIPKH
MPOAYKIii, CKIIaaHHs 3asBH 100 BUPOOIB 0COOIMBOTO
MIPU3HAYCHHS.

VYTIOBHOBa)KEHUH NMPENCTaBHUK Ma€ MPAaBO BUMAaraT Bil
BupoOnuka iHdopmanito Ta JOKyMEHTalilo, HEOOXiAHY
JUTsI BAKOHAHHS 3000B’13aHb 32 IIUM JJOTOBOPOM.
O00B’A3KHM YIIOBHOBAKEHOT0 NPeJCTABHUKA.
Y1noBHOBa)KeHUI NIPEACTaBHUK 3000B’s13y€ThCS
3a0e3MeYnTH JIMCTYBaHHs Mk BUpOOHMKOM Ta opraHom
3 OLIHKM BIJINOBIIHOCTI, TOB’s3aHE 3 MpPOLEIYpPaMH
OIIHKH BIATIOBIAHOCTI 3 ypaxyBaHHSIM BHUMOT 3aKOHY
VYxpaian “TIpo 3acaau aep>kaBHOI MOBHOT IO THKH .
YHoBHOBa)KEHHUN TPEICTaBHUK 3000B’s3aHUI HA/JaTH Ha
3amuT JlepxImikenykOu yci maHi mopmo imeHThgikarii

MEIMYHUX  BHpOOIB, 30KpeMa 3a  ETHKETKOIO,
IHCTPYKIII€O i3 3aCTOCYBAaHHS TOIIO.

YINOBHOBaXXEHUN  MNPEACTABHUK, 3a  JOPYYEHHSIM
BupobHuka, 3000B’s3aHHN MHCHMOBO IOBIIOMIISTH
Hdepxnikcnyx0y mnpo Oyap-ski HecmpaBHOCTI  abo
MOTIPIICHHS ~ XapaKTePUCTUK Ta/abo  e()eKTUBHOCTI

BUpOOYy, a TakoX Npo Oyab-sKi HEBIANOBITHOCTI B
MapKyBaHHI a00 B IHCTPYKLii i3 3acTOCyBaHHs, SKi
TIPHU3BENN a00 MOXKYTh IMPU3BECTH IO CMEPTi CIIO’KUBada
a00 KOpHUCTyBaua YH JO CEPHO3HOTO MOTIpIICHHS CTaHYy
ix 3m0poB’s, OyIb-AKi TeXHi4HI a00 MEAWYHI HACIIIKH,
NOB’s3aHI 3 MOTIPIICHHSAM  XapakTePUCTHK 1
e(eKTHBHOCTI BUPOOY, IO BUHHUKIU 13 3a3HAYCHUX
OpUYMH 1 10 [PHU3BOJSATH 10 CHUCTEMAaTHYHOIO
BIIKJIMKaHHS BUpOOiB BupoOHUKOM.

YNOBHOBa)XEHUN  MNPEACTABHUK, 3a  JOPYYEHHSIM
BupoOHuka, 3000B’s3aHHMH 3a0€3MEUYUTH MOXKIHBICTD
HAJaHHS CEePTU(IKATIB BIAMOBIAHOCTI, BHIAHUX OPTaHOM
3 OWIHKH BIANOBIAHOCTi, HA BUMOTY IHIINX OpPTaHiB 3
OWIHKHA BINNOBITHOCTI Ta YMOBHOBaXEHUX OpTaHiB
JIepKaBHOT BIIAJIH.

VYei mTpadHi caHKINi, 3acTOCOBaHI KOMIECTCHTHHMU
OpraHamu 10 YTIOBHOBaXCHOTO TIPEICTABHHUKA Yy 3B’ SI3KYy

2.2.11.

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.

2.3.The Rights of the Authorized Representative.

2.3.1.

2.3.2.

2.3.3.

2.34.

24.
24.1.

2.4.2.

2.43.

2.44.

2.5.

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  ensure
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.

3. EXCHANGE OF INFORMATION AND
CONFIDENTIALITY CONDITIONS.
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3 HEBIIIOBIJHICTIO MEIUYHHX BHUPOOIB, BUTOTOBJICHHX
BupoOHMKOM, BHMOTaM  YHHHOTO  3aKOHOJABCTBA
VYxpainu BIZNIKOIOBYIOTHCS Bupo6Hukom

YIHOBHOBaXEHOMY MPEACTABHHUKY Ha HOro BHMOTY,
MpOTATOM 5-TH poOOYMX JHIB 3 MOMEHTY CIUIATH
HAKJIaJICHUX MTpapHUX CAHKIIH.

3. OBMIH IHOOPMAIIEIO TA YMOBH
KOH®IJIEHIIHHOCTI.
YMOBOIO HAJEXHOTO BHKOHAHHSA Y IIOBHOBa)KEHUM

MPEICTAaBHUKOM CBOIX OOOB’S3KIB € OICpaTHUBHE i IIOBHE
HaJgaHHs BupoOHukoM JnoctoBipHOi iH(opMmanii Ta

JIOKYMCHTIB, HEOOXITHUX YTIOBHOBa)KEHOMY
MPEJCTaBHUKY Ui SKICHOTO Ta CBOEYACHOTO HAJaHHS
TOCJIYT.

OOMiH iH(popMariiero Mk CTOpOHAMHU 3IIHCHIOETHCS B
NUCHMOBIH (QopMi, B TOMY YHCIi, 3 BHKOPHUCTaHHIM
€JIEKTPOHHOI TIOIITH, 3ac00iB (PaKCHUMITBHOTO 3B’SI3KY
TOLLIO.

OOMiH opwuriHamamMu JOKyMeHTiB Mik CropoHamu
MATBEPIKYETHCS aKTOM npuiMaHHA-TIepenadi
JIOKYMCHTIB.

Crpokn  HamaHHs  iHQopMmamii i  JOKYMCHTIB
OTOBOPIOIOTBCSI B KOXKHOMY KOHKPETHOMY BUIMAAKY
YIIOBHOBa)XKCHUMH TIpesicTaBHIUKaMu CTOpiH.

CropoHu 3000B’sS3YIOThCS 30epiraT B TAEMHHUII Ta HE
BUKOPHCTOBYBaTH HEJOOpPOCOBICHO  JOKyMEHTH Ta
iH(pOpMallito, 1110 HATAETHCS Y MPOLECi BAKOHAHHS IIbOTO
JIOTOBODY.

Bynp-sika pokymeHTamist Ta iH(opmaris, oTpuMaHa
CTopoHaM¥ OfiHa BiJl OAHOI B MpoLEeci BUKOHAHHS [JbOTO
JIOTOBOPY BiTHOCHUTHCS O KOH(DIEHIIIHHOT.
VIIOBHOBaO)XCHUI IIPEACTABHHK TapaHTye 30epe:KeHHS
KoH(}ieHiitHOI iHpopMamii oTpumanoi Big BupoOHuka
Ta TaKoi, Mo HaaeThesi BUpOOHUKY.

Bupobuuk rapaHTye 30epexeHHsS KOH(DIICHIIHHOT
iHpopmarii OTPUMAaHO1 Bif YOBHOBa)KEHOT'O
Npe/ICTaBHUKA Ta TaKoi, 110 HaJaeThCs
YTOBHOBa)XEHOMY IIPEACTABHUKY.

Ilepenaua iHdopmamii 3 MUTaHb, SKi CTOCYIOTBHCS

IpeaMEeTy LBOI0 JOTOBOPY TpEeTiM ocobaM MOXKITHBA
TUIKA 3 MHCBMOBOTO JIO3BOJIY  YTIOBHOB&)KEHOTO
MpeacTaBHUKAa a00 y BigNOBIZHOCTI [0 YHHHOTO
3aKOHOJIAaBCTBA YKpaiHH, a TaKOX KpaiHU pPEe3UJICHCTBA
Bupobnuka.

3000B’s3anHs  CTOpiH MO0 KOHQIACHIIHHOCTI He
TIOIIUPIOIOTHCS Ha 3aTalIbHOIOCTYIHY iH(popMaIiito.

BIAMMOBIJIAJIBHICTH CTOPIH TA BUPIIIIEHHSA
CIIOPIB

VY BuUmagKy MOpYIICHHS 3000B’s3aHHS, 1[0 BUHUKAE 3

YMOB [BOTO JOTOBOPY, CTOPOHA HECEe BIAMOBITAaNBHICTS,

BU3HAUYCHY IIMM JOTOBOPOM Ta YHHHUM B YKpaiHi

3aKOHOJABCTBOM.

CropoHa He Hece BIOIOBITANBFHOCTI 3a MOPYIICHHS

BOTO JOrOBOPY, SKIIO BOHO CTajocs HE 3 1i BUHHU

(ymucmy 4 He0OepeKHOCTI).

CropoHa BBaKaeThCsl HEBUHYBATOKd 1 HE Hece

BIMOBIJAJILHOCTI 3a MOPYIIEHHS ILOI'O JOTOBOPY, SIKIIO

BOHA JIOBEJE, 10 BXKUJA BCIX 3alIeXKHUX Bif Hel 3aX0MiB

1010 HAJIGKHOTO BUKOHAHHS YMOB JIOTOBODY.

CropoHa, 110 TOpyIIMIa JOTOBIp, 3000B’s3aHa

BIJIIIKOYBaTH 30WTKU, 3aBIaHI TaKHUM MOPYIICHHSM,

HE3aJIeKHO B BXXUTTS IHIIOIO CTOPOHOIO OYIb-SIKHX
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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.

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




4.5.

4.6.
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3aXO0[iB MO0 3amo0iraHHs 30UTKaM ab0 3MEHIICHHS
30UTKIB, OKpIM BHIIAJKIB KOJH OCTaHHS CBOIM BHHHUM
(ymucHIM a00 HEOOCpEeXKHUM) IiSHHSIM (Ii€r0 YU
OC3MISTTBHICTIO) CHpHsia HAcTaHHIO a00 30UTBIICHHIO
30UTKIB.

VYci cmopu, 1m0 BHHHKAOTh 3 IBOrO JOTOBOPY abo
MOB’s13aHi 13 HUM, BHPINIYIOTHCA IDISIXOM IIEPETOBOPIB
Mixk CTopoHaMHU.

SIKI10 BiMOBITHUN CITiP HEMOXKJIMBO BUPIMIUTH NUISXOM
MeperoBopiB, BiH BHUPIIIYETHCS y BIAMOBITHOCTI IO
YMHHOTO B YKpaiHi 3aKOHO/JaBCTBA.

CropoHM HIHIIIM 3roJM, NPO Te, L0 BCi CHOPH, SKi
BUHHUKAIOTh B TMPOLECI BUKOHAHHSA IHOTO JOTOBOPY
BUpilyBatuMyThesi ¥ [ocrogapcekomy cyai M.Kuesa,
VYkpaina.

5. IIS1 JOTOBOPY

5.1. Lleit noroBip BBaXKaeThCs YKIAACHUM Ta HaOMpae
YHHHOCTI 3 MOMEHTy Horo miamucanHs CTOpoHaMH 1 Ii€

MPOTATOM TI'AITH  POKIB,

to06T0 10 23 Bepecus 2030 p.

5.2. SIkuro 3a Micsiib 10 3aKiHUEHHS CTPOKY il IbOro

5.3.

5.4.

5.5.

6.1.

6.2.

6.3.

6.4.

JIOTOBOPY JKOJHA 13 CTOPIH HE 3asABUTh IPO HaMIp
OPUIIUHATA ~ Horo  miro, it 1poro  Jlororopy
MPOJIOBXKYETHCS HA HACTYITHHUH PIK.

3MiHM y el JOroBip MOXYTh OyTH BHECEHI TUIBKH 3a
nomoBieHicTio CTOpiH, sika 0pOpMIIIETHCS T0JaTKOBOIO
YTOJI0I0 JI0 I[bOTO JOTOBODY.

Left noroBip Moxe OyTH pO3ipBaHUI 3a JTOMOBJICHICTIO
CropiH, sKa OQOPMIISETHCS IOJATKOBOIO YTrOAOI0 [0
IIbOTO JJOTOBOPY a00 3a PIIlIEHHSAM CYyy.

Bupobuuk minrBepmkye, mo 1ei Jorosip-JloBieHicTh
BUJIAHUN TUIBKHU OZTHOMY YnoBHOBa)XKEHOMY
[IpencraBHuky B YKpaiHi BiJHOCHO KOXXHOTO OKPEMOTO
MenuuHoro BupoOy (rpymum). IOpuguuna cuna wiei
JIOBIPEHOCTI TMOIIMPIOETHCS HAa BCl MEIUYHI BUPOOH
BupoOHuka, siki JeraJbHO BBOAATBCS B 00Ir Ha
Tepuropii  Ykpainm Ta €  00'eKTOM  Harusmy
YTHOBHOBa)XEHNM TIPEICTABHUKOM Vy BIAMOBIAHOCTI i3
yknageauM Mix Croponamu JloroBopom.

6. MNPUKIHIEBI IOJIOKEHHS
VYci mpaBOBiTHOCHHH, IO BUHUKAIOTH 3 LLOTO JIOTOBOPY
abo TmOB’sA3aHi i3 HHUM, y TOMY YHCII TIIOB’si3aHi i3
JUICHICTIO, YKJIaJICHHSIM, BUKOHAaHHSIM, 3MIHOKO Ta
NPUIMHEHHSM Jii 1IbOT0 JIOTOBOPY, TIyMaueHHSM HOTro
YMOB, BH3HAQUEHHSM HACJIIKIB  HeAilicHocTi  abo
HNOPYWIEHHS  JIOTOBOPY,  PEIVIAMEHTYIOThCS UM
JIOTOBOPOM Ta BIANOBIJHMMH HOPMaMH YHHHOIO B
YkpaiHi 3aKkOHOIaBCTBA.
[licns HaOpaHHA YHHHOCTI LM JIOTOBOPOM  BCi
TIOTIEPEIHI IIEPEerOBOPH 3a HHUM, JIMCTYBAaHHS, MOTMEPEIHI
JIOTOBOPH, TIPOTOKOJH MPO HaMipH Ta OyAb-AKi iHII yCHI
a00 muchbMoBi omoBieHocTi CTOpPiH 3 MUTaHb, IO TaK
YK iHaKIIe CTOCYIOTBCS IIOTO JIOTOBODY, BTpaydaroTh
IOPUANYHY CUITY.
JlonaTkoBi yroam ta A0JaTKU J0 bOTO JIOTOBOPY € HOTo
HEBiJ’€MHOI0 YaCTHHOIO 1 MaroTh IOPHINYHY CHIIy Y
pasi, SKII0O BOHM BWKJAJCHI y NHCHMOBiil (opmi Ta
migmucadi CTOpoHaMH.
Left noroBip CKIageHWH TIPH TOBHOMY pO3YMiHHI
CropoHamMH HOTO YMOB Ta TEPMIiHOJIOTi] YKPaiHCHKOIO Ta
QHTTIHCHKOI0 ~ MOBOKO Yy  OBOX  aBTCHTHYHHUX
NPUMIPHHUKAX, SKi MalOTh OJHAKOBY IOPHINYHY CHILY, 110
oHOMY JUTs KOKHOI i3 CTOpiH.

4.7.

5.1.

5.2.

5.3.

5.4.

S.5.

6.1.

6.2.

6.3.

6.4.

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 23 September 2030.
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.
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.
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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: 04219, Ukraine, Kyiv, avenue Volodymyra Ivasiuka, 2-
G, building 1

Telephone: +38 (096)128-86-14
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Director Xinhong lai
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Date 24th of September 2025
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