Regulatory Compliance Statement
Regulatory Compliance

The Distributor shall be responsible for securing any governmental or
regulatory approvals necessary for the use, sale, distribution, shipment,
storage, and import of the Products in its designated destination and
provide proofs of regulatory notification or approvals as requested by
Mindray. The Distributor shall obtain and keep in effect all required
licenses, permits and authorizations (collectively, "Registrations"). The
Distributor shall also furnish with Mindray a monthly report on the
Registrations status and progress proactively. The Distributor shall send
copies of the Registrations to Mindray by airmail or by facsimile and
inform Mindray of the contact of the relevant governmental body. Any and
all information, documentation and material provided by Mindray to the
Distributor for Registration are Confidential Information, and shall be
subject to the Confidentiality obligations as set forth in Article 9 of this
Agreement. The Distributor shall pay all applicable Registration fees,
duties, taxes and other expenses relating to the sale and use of the Products.

Mindray will provide the Distributor with all necessary assistance in
connection with the Distributor obtaining Registrations. The Distributor
shall also assist Mindray in local law or/and regulatory compliance
requirement. The Distributor will advise Mindray, upon Mindray’s request,
of the requirements for obtaining Registrations, of the status of all
Registrations, and will notify Mindray prior to 3 months before the
registration expiration, whenever any Registration is called into question,
and whenever any applicable law relating to such Registrations is
modified. All such Registrations shall be in the name of Mindray or, if
Registration in Mindray’s name is prohibited by applicable law, in the

3asiBjieHHe 0 CO0JII0ICHHH HOPMATHBHBIX TPeOOBaHUIT
CoOmnronenne HOPpMATHBHBIX TPeOOBaHMIT

JucTpuObIOTOD HECeT OTBETCTBEHHOCTh 33 TMOJNyYeHHE JIFOOBIX
NPaBUTEILCTBEHHBIX WJIM HOPMATHBHBIX pa3pelieHuid, HEOOXOAUMBIX IS
UCTIONIb30BaHMSA, IPOJAKH, PACIPOCTPAHEHUs, OTIPY3KH, XPaHEHHUS W
UMIIOpPTa TPOAYKTOB HA HAa3HAaY€HHOM WM MECTONOJIOKEHHH, U
NPENOCTaBIAET  JIOKAa3aTeNbCTBA  YBEAOMJICHUS  HWIM  pa3perIeHHs
pPETYAMPYIONMX OpPraHoB 1o TpeOoBaHWIO KommaHuu  Mindray.
JucTpuOBIOTOp JODKEH TMONYYHTh W TOAJIEPKHBAaTh B CHIE BCE
HEOOXOMUMBIC  JIMICH3WH, pa3pemieHuss ©  JOMyCKH (COBMECTHO
umenyemble  «Permerpammm»).  JluctpuObroTop  Takke  JIOJDKEH
€KEMECSYHO MPEIOCTaBIATh KOoMIaHuu Mindray OT4eT O COCTOSIHMM U
xofe peructpauuii. JMcTprOBIOTOp HampapisieT KONUU PErHCTPalid B
Mindray aBuamodtoi uiu 1o (pakCUMHUIBHOHN CBs3M  coodmaetr Mindray
KOHTAaKT COOTBETCTBYIOIIETO TOCylapCcTBeHHOro oprana. Jlobas u Bcs
uHpOpMaIUs, JTOKYMEHTAalUMss W  Marepuaibl, IPeroCTaBIsieMble
komranueld Mindray auCTpUOBIOTOpY JJIsl PErHCTpAlMU, SBISCTCS
KOH(QUACHIMAIbHOW WHpOpManuell, W Ha HEe pPaclpOCTPAHIIOTCS
00s13aTeNbCTBA M0 COOMIONCHUIO KOH(PHUICHIIMATBHOCTH, W3JIOKCHHBIC B
Crarbe 9 HacTosiero comamieHus. JuctpuObioTop 00s13aH OMJIaTUTh BCE
COOTBETCTBYIOIINE PETHCTPALIOHHbIE COOpBI, IOLUIMHBI, HAJIOTH U
JPyTUE PacXoJibl, CBI3aHHBIE C IPOJIAYKEH M NCTIOIB30BAHUEM MTPOITYKTOB.

Mindray mpemsocTaBUT AUCTPUOBIOTOPY BCIO HEOOXOJMMYIO TOMOIIb B
CBSI3M C TIONyYEHHWEM ITUCTPHOBIOTOPOM peructpanuii. Jluctpudbrotop
TaKXKe JOJDKEH MOMOrarh KoMnaHuu Mindray B BBITIOJHEHUH TpeOOBaHUI
MECTHOTO 3aKOHOJATENbCTBA W/WIIM HOPMATUBHBIX aKkToOB. JIMcTpHOBIOTOD
no 3ampocy Kommanuu Mindray uHpopMupyer kommnanuio Mindray o
TpeOOBaHMAX K MOTYUYECHHUIO PETHCTPAIMi, O CTaTyCe BCEX PErUCTpanuii 1
yBeoMJIsieT KommaHuio Mindray He mo3gHee deM 3a 3 Mecsma o
UCTEUCHHSI CPOKa JACHCTBUS PETHCTPALUH, B Clydae, €CIM Kakas-JIHOo
perucTpamusl CTaBUTCSA IOJ COMHEHHME, a TaKXe B ClIydae H3MECHEHUS
Ar000r0 MPUMEHMMOTO 3aKOHA, KAacaloIIerocs Takux perucrpanuii. Bee



name of a party designated in writing by Mindray or in trust for Mindray.
Mindray shall have the sole authority to cancel or transfer (or direct the
cancellation or transfer of) all such Registrations. If this Agreement expires
or is terminated for any reason, the Distributor shall transfer all
governmental Registrations held by the Distributor in connection with the
Distributor's distribution of the Products to Mindray or its designee. The
undertaking of the official fees, costs and expenses charged by the
competent authorities ("Official Fees") arising from such transfer shall be
negotiated by Mindray and the Distributor; notwithstanding the foregoing,
any other costs except the Official Fees shall be solely borne by the
Distributor.

To the extent that the law requires Mindray, rather than the Distributor, to
file any Registration, Mindray shall register the Products as required by
law. The Distributor shall provide all necessary assistance to Mindray in
connection with the filing of such Registrations.

2.1 During the valid period of this Agreement or within the validity
period of each product sanitary registration certificate or upon the
expiration or termination of this Agreement, the Distributor
a) shall not cancel or change the Registrations without reason or
maliciously without a written consensus on the handling of the
Registrations reached by both Parties,

b) shall not authorize and transfer the registrations to any third party
without the written authorization of Mindray in any way directly or
indirectly before obtaining the express written consent of Mindray;

c¢) shall not transfer, lease, authorize, pledge, mortgage, and set up
any security real rights related to the Registrations of the alleged
product referred to in this Agreement to others, and shall not allow

TaKWe PETUCTPAIMHM JIOJDKHBI OBbITh O(GOpPMIICHBI HAa HWMsI KOMIAHHU
Mindray wiu, eciu peructpanys Ha uMs komnanuu Mindray 3amnpermieHa
NPUMEHUMBIM 3aKOHOJIATEIILCTBOM, Ha WMS CTOPOHBI, YKa3aHHOH B
MUCBMEHHOM BHUJEC Kommanueld Mindray wiM JOBEpEHHBIM JIUIIOM
komrnaHuu Mindray. Mindray mMeeT HCKITIOYMTENIBHOE MPAaBO OTMEHHUTH
WM mepenarb (WU pacrlopsiAuThCS 00 OTMEHE WM Tepeaaye) JIF0ObIX
TaKWX perucrpanuid. Ecim cpok JeicTBUS HACTOSIIETO COTIAIICHUS
UCTEKAeT WJIM MPEKPAIIAeTCs MO0 KAKOH-JIMOO MpHUYWHE, TUCTPUOBIOTOP
JOJDKEH TIepenaTh BCE TOCYIApCTBEHHBIC PETUCTPAIlUH, UMEKOIIUECS Y
TUCTPUOBIOTOPA B CBS3U C PACIPOCTPAHEHUEM AUCTPUOBIOTOPOM
NPOMYKTOB, KoMnaHuu Mindray wWiIM ee YIOJTHOMOYEHHOMY JIHILY.
[Mpunasitue Ha cebs oduIUaTBHBIX COOpPOB, PACXOIOB U H3JCPIKEK,
B3UMaeMbIX KOMIMETCHTHbIMH opraHamMu («OdurmanbHbie  cOOpPBI»),
BO3HHMKAIOIIMX B PE3yNlbTare TaKOW IMepefavyd, COITaCOBBIBACTCS MEXKITY
xommnanuedr Mindray ¥ AUCTpHOBIOTOPOM; HECMOTPS Ha BBINIECKa3aHHOE,
aro0ble  ApyrHe pacxoabl, KpoMe OQUIMaIbHBIX COOpOB, HECeT
UCKJTFOYUTETBHO TUCTPUOBIOTOP.

B Toii cremenu, B KoTOopoi 3akoH TpeOyer, 4ToObl Mindray, a He
TUCTpUOBIOTOP,  TOAaBal  Kakyro-nubo  perucrpamuio,  Mindray
PETUCTPUPYET MPOAYKTHl B COOTBETCTBUM C TPEOOBAHUSIMU 3aKOHA.
JucTpuOBIOTOP OKa3bIBaeT BCIO HEOOXOAUMYIO TIOMOIIb KOMITAHUH
Mindray B cBs3u C mojjaueii TaKKMX PErUCTPALIAA.

2.1 B TeuyeHue cpoka JIEUCTBUS HACTOAIIECTO COIVIAIECHUSI WM CPOKa
JNEUCTBUS KaXIOr0 CBUICTEIBCTBA O CAHUTAPHOM pErucTpanuu
MPOAYKTOB, a Takke IO HCTEUYEHUH CpOKa JEHCTBUS WIH
MPEKPAIEHUH JICHCTBUS HACTOSIIIETO COTNIAIICHUS TUCTPUOBIOTOP:

a) He JIOJKeH OTMEHATh M U3MEHSATh PETUCTPaLUU 0e3 MPUYHHBI WIN
3JI0HaMEPEeHHO 0e3 NHCbMEHHOIO KOHCEHCyca O0eHX CTOPOH II0
MOBOTy 0OpabOTKH pEerrucTpariuii;

0) He MOKeH pas3pemiaTh W IepelaBaTh PETUCTPALNUU TPEThHM
aunaM  06e3 MHChbMEHHOTO  paspenieHus KommaHuu — Mindray
KaKHUM-THOO TPSMBIM WM KOCBEHHBIM O0pa3oM 10 TONYYCHUS
MIPSIMOTO MMCBMEHHOTO coriacus komnanuu Mindray;

B) HE JOJDKeH IepelaBaTh, CJaBaTh B apeHIy, pa3pelarsb,
3aKJIaJbIBaTh U YCTaHABIIMBATh JIIOObIE 00ECTIEUUTENbHBIE PEeasIbHbIE



others to use the Registrations without the express written consent of
Mindray.
d) guarantees that it shall not abuse any rights of the registered owner
or holder.

2.2 If Mindray chooses to dispose of the Registrations by transfer,
cancellation or other methods recognized and accepted by local laws
and regulations, the Distributor shall actively cooperate and assist
Mindray to complete the above actions from the 15th day after the
issuance of the written notice.

The Distributor shall promptly report to Mindray within 24 hours of
receiving any information related to a medical device Complaint and/or
serious incident.

3.1 In handling any complaints, the Distributor will use its best efforts to
maintain and promote good public relations for Mindray.

“Complaint” is written, electronic or oral communication that alleges
deficiencies related to the identity, quality, durability, reliability,
usability, safety or performance of a medical device that has been
released from the organization’s control or related to a service that
affects the performance of such medical devices (ISO 13485:2016,
3.4)

3.2 The Distributor is obligated to submit report and keep record with
respect to the Products under the appropriate government regulations.
In the event that the Distributor becomes aware of any event involving

2.2

1paBa, CBSI3aHHBIE C PErMCTPALMIMHU MPEANOIAraeMoro IMpoayKTa,
YIOMSHYTOTO B HACTOAIIEM COIVIAIIEHUH, IPYT'MM JIMIIAM W He
JOJHKEH TO3BOJIATH APYTUM JIMIIAM HCIIONB30BaTh peructpanuu 0e3
psSIMOTO MUCBbMEHHOTO cormacusi Mindray;

r) TapaHTupyer, 4dYTo He OyaerT 3J0ymoTpednsiTh MpaBaMu
3aperucTpUPOBAHHOIO BIIaAEIbLA WIN AepaKaTes.

Ecmu Mindray pemuT n30aBUTbCS OT PETUCTpALHiA IyTeM epeiadn,
AQHHYJUPOBAHHWS WM JPYTUMH CIOCOOaMH, TPU3HAHHBIMH U
MPUHITHIMA MECTHBIMH 3aKOHAMU W TPaBWIAMH, JAUCTPUOBIOTOP
JOJDKEH aKTUBHO COTPYJIHHMYATh M MOMOTaTh kommnaHuu Mindray B
BBITIOJIHEHUHU BBIIICYKa3aHHBIX JIEUCTBUM, HaUMHas ¢ 15-10 nHs mocie
BbIJIaYM TUCbMEHHOTO YBEJIOMJICHUS.

JucTpuObI0TOp TOKEH HE3aMeIMTEIbHO COOOINUTh KoMnanuu Mindray
uHpOpMaIMI0 B TeyeHHe 24 4YacoB IMOCIE MOJIYYECHUs KaKOU-TH00
uH(popMaIu, CBI3aHHOW C JXKaloOOW Ha MEAMIIMHCKOE HW3IIETUE W/WIH
CePhE3HBIM HHIIUJCHTOM.

3.1

3.2

[Tpu paccMOTpeHUU THOOBIX KAI00 TUCTPUOBIOTOP OyIeT mpuiararh
BCE YCHJIUS JUIS TOJICPKAHUS M PA3BUTHUS XOPOIIMX OOIIECTBEHHBIX
OTHOIICHUH ¢ KomnaHue Mindray.

«Kanoba» — OTO MNHCBMEHHOE, DJJEKTPOHHOE WM YCTHOE
COOOIIIeHNE, B KOTOPOM YTBEPXIAeTCS O HEIOCTATKaX, CBSI3aHHBIX C
UACHTUYHOCTBIO, Ka4€CTBOM, JOJITOBCYHOCTHIO, HaACXKHOCTBIO,
yn100cTBOM HCIIOJIb30BaHHUS, 0€30MacCHOCTBIO HWIH
HpOI/I?)BOIII/ITCJ'IBHOCTBIO MCIUITUHCKOI'O U3ACIHs, BBIIIICANICTO U3-I10/]
KOHTPOJISI OpPTraHM3allMH, WJIH CBSI3aHHOE C OOCITYy)KHBaHHEM,
BJIMAIOLICE HA MPOU3BOAUTEIBHOCTE TAKOTO MEAUIIMHCKOIO U3JIEIUS
(ISO 13485:2016, 3.4).

JlucTpuObIoTOp 0053aH MPEIOCTABIATH OTYETHI W BECTH Y4YET B
OTHOIIIEHUU MIPOIYKTOB COITIaCHO COOTBETCTBYIOLIUM
roCyJIapCTBEHHBIM HOpMaM. B ciydae, eciiu TUCTPHOBIOTOPY CTAaHET
U3BECTHO O KAaKOM-JIMOO COOBITHUH, CBS3aHHOM C MPOXYKTaMH, O
KOTOPOM HEOOXOAMMO COOOIIMTh B COOTBETCTBHM C OTHUMH



the Products which is required to be reported under these government
regulations, it shall use commercially reasonable efforts to give notice
of such event to Mindray within twenty-four (24) hours.

3.3 The Distributor shall be the contact for end users and assist or
cooperation with Mindray in effecting any recall, update of the
Products or field corrective action which, in Mindray's opinion, when it
is necessary. In particular, the Distributor shall comply with protocols
and time frames established by Mindray for such recall, update or
corrective actions.

4. The Distributor shall perform safety tests and provide annual calibration of
the Products for the End User in compliance with Product manual.
Installation, operation, maintenance and repair of Products shall be
implemented strictly as per operation manual, installation manual and
service manual referring to local regulatory requirement to avoid any harm
or accident. The Distributor shall not recommend, perform or demonstrate
any use or application of any Product that is not specifically set forth in the
written materials furnished by Mindray unless otherwise approved in writing
by Mindray. Mindray is irrelevant with any risk, malfunction or accident
caused by installation or maintenance which violates operation manual,
installation manual, service manual or local regulatory requirement.
Installation and maintenance must be implemented by staff passed Mindray
training. Mindray is irrelevant with any risk, malfunction or accident caused
by installation or maintenance implemented by people who didn't pass
Mindray training.

MPABUTEIBCTBEHHBIMUA TOCTAHOBICHUSMHU, OH JOJDKEH MPUIOKHUTH
KOMMEpPUYECKH OOOCHOBAaHHBIC YCHIIUS JJIsS YBEIOMIICHUS KOMITAHUU
Mindray o TakoM COOBITHH B TEUCHHE JIBAJIIIATH YeThIpeX (24) Jyacos.

3.3 JluctpuObIOTOp AOKEH OBITh KOHTAKTHBIM JIMIIOM JJIi KOHEYHBIX

MOJIH30BaTENEel M OKa3bIBaTh MOMOIIL WM COTpyAHMYATh ¢ Mindray

B TMPOBEIACHUM JIOOOTO OT3bIBAa, OOHOBIEHUS TMPOIYKTOB WIIU

KOPPEKTHPYIOIMUX JEHCTBUN HA MecTaX, KOTOpble HEOOXOIUMBI IO

MHeHHI0O Mindray. B wacTHOCTH, TUCTPUOBIOTOP JTOKEH COOTIONATh

NPOTOKOJIBI M CPOKH, YCTaHOBJIIEHHBbIE KoMmaHuei Mindray s

TaKOTo OT3bIBa, OOHOBJICHUS WIH KOPPEKTUPYIOUINX AEHCTBHIA.

4. JlucTpuObIOTOp MAOJDKEH MPOBOAUTH HCIBITaHUS Ha O€30macHOCTh U
o0ecrieunBaTh €XEroIHYyI0 KaJIMOPOBKY NPOAYKTOB Ui KOHEYHOTO
MOJIb30BaTeNsl B COOTBETCTBHM C PYKOBOACTBOM IO JKCIUTyaTalldu
NpOAYKTa. YCTaHOBKA, HKCIUTyaTalus, TEXHUYECKOe OOCITy)KHBaHHE U
PEMOHT MPOAYKTOB JOJKHBI OCYIIECTBISTHCS CTPOTO B COOTBETCTBUU C
PYKOBOJICTBOM IO OKCIUTyaTallMd, PYKOBOACTBOM IO YCTaHOBKE H
PYKOBOJCTBOM IO OOCIY>KMBAaHHIO, CCbUIAsICh HA MECTHbIE HOpPMaTHUBHbBIE
TpeOoBaHUs, YTOOBI M30€XKaTh NPUYUHEHHUS KAKOTO-TMOO Bpema WU
BO3HUKHOBEHHUS HECYACTHOTo ciydasd. JIUcTpuObIOTOp HE JIOJIKEeH
PEKOMEHI0BATh, BBITIOTHSTH WIA  JIEMOHCTPHpOBaTh  J000e
UCIIOJIb30BaHUE WJIM IMPUMEHEHHE JII000ro MpOIyKTa, HE yKa3aHHOE B
NUCHMEHHBIX MaTepHaliaX, MpeaoCTaBIeHHBIX KoMmmaHnueil Mindray, ecnu
WHOE He o7100peHo KoMmmanuei Mindray B muceMeHHOM Buje. Kommnanus
Mindray He HeceT OTBETCTBEHHOCTH 3a JIOOOH PUCK, HEUCTIPABHOCTH HIIN
HECYACTHBIM CiIy4yald, BBI3BAaHHBI YCTAHOBKOW WM OOCTY)KHBaHHEM,
HApyLIAlOIUM  PYKOBOJACTBO IO  JKCIUIyaTalldd, pPYKOBOACTBO IIO
YCTaHOBKE, PYKOBOJACTBO IO CEPBUCHOMY OOCIY>KMBAHHUIO WJIU MECTHBIE
HOpMAaTHUBHBIE TpeOOBaHMs. YCTAaHOBKA U OOCITY>KMBaHUE JIOJKHBI
OCYIIECTBIIATHCS ~ TEPCOHANIOM,  MpomeamuM  oOydenue  Mindray.
Komnanus Mindray He HeceT OTBETCTBEHHOCTH 3a 00O pHCK,
HEHUCTPABHOCTh WJIM HECYACTHBIM CiIydail, BBI3BAaHHBIA YCTAHOBKOW WM
CEPBUCHBIM OOCITY’)KHBaHUEM, BBIITOIHEHHBIMHU JIFOJbMU, HE TPOIICIIIUMU
obydenne Mindray.

5. Bce mpomaykThl, Ha KOTOpPbIE PACHPOCTPAHAETCS JACHCTBHE HACTOAILETO



5. All Products covered by this Agreement shall be traced by serial numbers or
batch (lot) numbers. The Distributor shall be responsible for the traceability
of delivered Products. The Distributor shall keep installation, maintenance,
upgrade, repair records, for each item, of the name and addresses of the End
Users. Related records should be kept for 10 years for traceability. These
records are to be timely delivered to Mindray upon request by Mindray or
competent authorities, and/or upon expiration or termination of the
Agreement.

Mindray will furnish English operator’s manual, service manual, label,
catalogues and other messages. The Distributor is responsible for the
translation of the said documents into any other language if it is required and
Distributor is responsible for the translation quality.

COIVIALLICHMS, JIOJDKHBI OTCJEKUBAThCA II0 CEpUHHBIM HOMEpaM MU
HOMepaM mapTuu (710Ta). JUCTpHOBIOTOP HECET OTBETCTBEHHOCTH 32
OTCJIEKUBAEMOCTb TOCTABIAEMBIX HPOIYKTOB. JUCTpUOBIOTOpP 1OJKEH
BECTH Yy4YeT YCTAHOBKH, TEXHHYECKOTO OOCITYKHWBaHH, MOJCPHHU3AIHH,
PEMOHTA IO KaXJIOMYy H3JEIHI0 C YKa3aHHEM MMEH U aJpecOB KOHEYHBIX
nosab3oBareneil. COOTBETCTBYIOLIME 3aMUCH JIOJIKHBI XPAHUTHCSI B TEUCHHE
10 ner mys oTciexkuBaHMUs. OTH 3alUCU JOJDKHBI OBITH CBOEBPEMEHHO
nepenansl komnanuu Mindray mo 3ampocy komnanuu Mindray wim
KOMIIETEHTHBIX OpPraHOB M/MJIM 10 HCTEYEHHWU CpOKa JACWCTBUS WIH
NpeKpalleHNH JeCTBUS COMTAICHHUS.

. Mindray mpenocTaBUT PyKOBOACTBO MO 3KCIUIyaTallld, PyKOBOJCTBO IO

CEpBUCHOMY OOCITYy’KUBaHMIO, STUKETKH, KaTaJOr'H U IpyTrue cOOOIIEHUs Ha
AQHIITUICKOM si3bIKe. [IMCTpHOBIOTOP HECET OTBETCTBEHHOCTHh 3a IEPEBOJ
yKa3aHHbIX JOKYMEHTOB Ha JII00O0M ApYyroil s3bIK, €CiaM 3T0 HEOOXOIUMO, U
TUCTPUOBIOTOP HECET OTBETCTBEHHOCTH 3a KaueCTBO NEPEBOIA.



