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MWHWCTEPCTBO 34PaBOOXPaHEHMS
Poccuiickoii degepaunn

®ENEPANTBHAA CTYXXEA MO HAL30PY CybbekTam obpalleHus
B C®EPE 3JIPABOOXPAHEHWNA MeAMLMHCKIX N3aennii
(POC3APABHAL3OP)
PYKOBOAMTENb PykoBoagnTenam

CnassiHckas nn. 4, ctp, 1, Mockea, 109012

Tenedo: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38 TeppuTopranbHbIX

www.roszdravnadzor.gov.ru OpraHOB POCSApaBHap‘30pa
cLd,09. otOdt5~ NeO “u'- 98~
H aNe oT MegnuMHCKNUM opraHusaymam
O 6e3onacHoCTH OpraHam ynpaBneHus
MEANLIMHCKNX N3fennin 34paBo0XpaHeHMEM CYyOBbEKTOB

Poccuiickon ®egepaumnn

depepanbHaa cnyxba no Hagsopy B cdepe 34paBoOXpaHeHMA B pamKax
MCMONTHEHUA  rOoCYAapCTBEHHON  (PYHKUMWM N0  MOHUTOPUHIY  6e30nacHOCTH
MeAULUHCKNX U3LeNNA, Haxogawmxca B obpaweHUn Ha Tepputopmm PoCCUINCKO
depepaumun, [OBOAUT A0 cBegeHus nucbMo OOO «MuHppen Megnkan Pyc»,
YNO/THOMOYEHHOr0 nNpeAcTaBUTeNIA MNPOU3BOAUTENA MeSULMHCKOro u3fennsd, o
HOBbIX fJaHHbIX Mo 6e30MacHOCTM MpU MNPUMEHEHUN MeAULUHCKOro u3genus
«Cucrtema MHQY3nMOHHaA Lwwnpuuesas B BapuaHTax ucnonHeHns BeneFusion nSP,
BeneFusion eSP», npoussofactBa «LUaHbYK3Hb ManHapan CaunsHTngpmnk Ko.,
Nnrta.», KHP, pernctpaunoHHoe ygoctoBepeHue ot 28.12.2022 Ne P3H 2022/19280.

B cnyyae Heob6X0AMMOCTW MOAYYEHUA [LOMNOSIHUTENbHOW MHGOpMaumn
obpawarteca B OOO «MwuHapeii Meankan Pyc» M0 KOHTAKTHbIM [aHHbIM,
yKa3aHHbIM B MPUI0XEHUN.

MpunoxeHwne: Ha 19 n. B 1 3Ks.

A.B. CamoiinoBa


http://www.roszdravnadzor.gov.ru

MpunoxeHne K NucbMy Poc3apaBHag3opa ! m Ind ray

oT Ne c¢>/c/’
Mex. Ne iZ f)" OQD B depepanbHyto cny>by no Haasopy
B Cc(hepe 34paBoOXpaHeHUs
oT « //» theBpans 2025 r. 109074, MockBa, CnaBsHckas rul., g. 4, ctp. 1

CoobuieHMe 0 BO3MOXHOM pUcKe
Npu NPUMEHEHNN MEAULUHCKOTO U3fenns

HacTtoAawmnm iracoMOM OGLLECTBO C OFPaHMYEHHOW OTBETCTBEHHOCTbIO «MuUHApein Megukan
Pyc» (OOO «MuHapeii Meaukan Pyc»), topugndyecknin agpec 129110, r. MockBa, BH. Tep. T.
MyHUUMUNaNbHbIA OKPYT MewaHCKUi, Np-KT Onumnuiicknid, 4. 16, ctp. 5, aH./mom. AH, kom. 7, MA,
feicTBylowee Ha Tepputopum Poccuiickoli depgepauum B KayecTBe YMNOSTHOMOYEHHOTO
npeactaBuTena npomsBoanTens “LU3HbUX3Hb MaiHgpsn CamsHTudpmk Ko., JiTa." (Shenzhen

Mindray Scientific Co., Ltd.), KHP (ganee no TekcTy - komnaHua Mindray, MNMpoussognTens),
BblpaXKkaeT CBOE MOUYTEHUE U coobLLaeT cnefytoLLee:

KomnaHuna Mindray ycTaHoBMNa, YTO 3KpaH 6IOKNPOBKM MeAULUHCKOT0 n3genmsa «Cucrema
MH(Y3MOHHAA WNnpuueBan B BapnaHTax ncnosHeHus BeneFusion nSP, BeneFusion eSP», PY Ne P3H
2022/19280 o1 28.12.2022 (panee - MeAMLNHCKOE U3genne, ycTpoiicteo) B pexmme PCA (PyHKLMA
aHanbresMun, KOHTponupyemoi nayneHTom PCA) MoXeT He PYHKLMOHUPOBATb B psSge KOHKPETHbIX
cueHapueB. 3TOT 3(pheKT orpaHMUnBaeTCca Bepcuen nporpaMmmHoro obecrneveHusa nsgnua V01.27 B
coyeTaHun ¢ pexkxumom PCA (cM. NpuIoXeHHoe NMOACHMUTeNbHOe YBeLOMJIEHUE).

MepeyeHb cepuiiHbIX HOMEPOB MEAULMHCKOr0 W3AeNnNs, Ha KOTOpble pacrnpocTpaHsieTcs
BbISIBJIEHHbIA pUCK, NpefcTaBneH B MNpuaoxeHUn K HacTosuwemy nucbmy (cm. MpunoxeHue 1).
BbisiBNeHHas oW MbKa ANs yKa3aHHbIX CEPUAHBbIX HOMEPOB MEAULMHCKOTO U3eNns He BINSET Ha ero
o6l ee KayecTBO, 3h(PEKTUBHOCTb N 6€30NaCHOCTb.

MpunnoxeHuna:

1) MepeyeHb MeAULMNHCKLU U3LENNIA, B OTHOLIEHUN KOT OPbIX BbiSiBAIEHbI BO3MO>KHbIE PUCKN;
2) CkaH-KOMus NOSICHNTEe/IbHOro nMcbMa MNpon3sognuTens, ¢ NepesoAOM HAPYCCKUN A3bIK;
3) CkaH-konusa goBepeHHocT U MpomnssoguTensa Ha OO0 «MuHgpein Megukan Pyc».

eHepanbHbI aupekTop OO0 «MuHapeii Megnkan Pyc» CtoH Baii

(®.1.0. nHamBKayanbLHOro NpeanpuHUMaTens, pykoBoAUTENS OPUANYECKOTo NnLa Uan NHOro n: I0t0LLLETO NPABO AeiicTBOBaTL OF
MMEHU 3TOro topuany|™clu w HNe )

«Y | despansa 2025 .
'AHOpeun

O6LLecTBO C OrpaHMYeHHON 0T BETCTBEHHOCTbIO «MuHApeil Meaukan Pyc»
129110, r. Mawua, BH. Tep. I. MyH/LMNa/bHbIA OKPYT MeLLpHCKWI, Mp-kT Orvinuiickui, 4. 16, ¢Tp. 5, andnm. 471 kom 7,11A
Ten.: (499) 553-60-36, dhakc: (499) 553-60-39
VHH 7705815069 KI'T1770201001
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MpunoxeHne 1

MepeyeHb MEANULUHCKNX N34ENNA, B OTHOLWEHUMN KOTOPbIX BblSABMIEHbl BO3MOXHble PUCKU:
«CuncrteMa MHY3MOHHAaA WNpuULUeBas B BapuaHTax ncnonHeHnsa BeneFusion nSP,
BeneFusion eSP», PY Xs P3H 2022/19280 o1 28.12.2022

ND BapviaHT 1Lup| |||« Cepvi/tbtiviowd  [lan npovssoacTsa
1 Qucreva nHpy3moHHas Lnpruesast BeneFusion eSP SH1-41089556 20.01.2024
2 Oucreva rHGpy3voHHas Lnpruesas BeneFusion eSP SH1-41089557 20.01.2024
3 CQucreva vHy3voHHas Lnpruesan BeneFusion eSP SH1-41089555 20.01.2024
4  Qucreva vHGy3MoHHas LLnpuyLesast BeneFusion eSP SH1-41089554 20.01.2024
5  Qucreva vHQy3voHHas Lwnpnuesast BeneFusion eSP SHM1089558 20.01.2024

MeHepanbHblI gupekTop OO0 «MunHpgpeii Megmukan Pyc» CioH Bai

(®.11.0. nHaMBMAYaNbHOTO NpeAnpUHUMATENS, PYKOBOANTENS OPUANYECKOTO SIMLA UM MHOTO NINLL MMEOLLEro NpaBo AelicTBoBath OT
MMEHM 3TOr0 OPUANYECKOTO TLLa)

«_2™> (heBpans 2025 r.

O6LLecTBO C OrpaHNYeHHO 0TBETCTBEHHOCT b0 «MuHApeit Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHMLMMaTbHBIA OKpyr VELLBHCKUA, Mp-KT Orviviickiai, 4, 16, cp. 5, aHYrom 41, kom 7, 11A
Ten.: (499) 553-60-36, chakc: (499) 553-60-39
VHH 7705815069 KI'T1770201001



Advisory Notice

To Whom it may concern,

We, Shenzhen Mindray Scientific Co., Ltd., (Mindray) manufacture of the Mindray
BeneFusion eSP syringe pump, with registered business office at 6/F, Bldg2, 1203
Nanhuan Avenue, YutangBlock Guangming District (518106 Shenzhen) PEOPLE'S

REPUBLIC OF CHINA., hereby declare that:

Mindray has identified that the lock screen of BeneFusion eSP syringe pump
(Configured PCA) may be invalid in some specific scenarios. This effect is limited
to software version VOI .27 in conjunction with PCA mode.

Therefore,
. Ifyou are using VO 1.27 software version, safety or performance features other than

PCA mode are not affected.

e The device installed with any other software version is not affected.

Note: Special scenes refer to tapping the screen multiple times in rapid succession or operating

hard buttons multiple times in rapid succession.

After you have received this notice, please discontinue to use to the BeneFusion eSP
syringe pump with PCA mode until the software is updated to 01.28 or above. During
this period, the BeneFusion eSP syringe pumps could be used continuously. (The details

are in appendixl). Mindray service team will correct the problem as soon as possible.

Contact Information:

We apologize for the inconvenience caused by this situation. Ifyou have any questions.
please contact with your local Mindray Customer Service Engineer or designated
Technical Support Engineer - Jefffey.tang

Tel: +86 185 8321 6354

Email: jeffrey.tang@mindray.com

Signature: tvAiV 9 do

Po.st-market Surveillance Quality Assurance

Date: >Y S ~Noo)


mailto:jeffrey.tang@mindray.com

Appendix list

No Commercial Name  Serial Number of products

1 BeneFusion eSP SHI-41089556
5 BeneFusion eSP SHI-41089557
3 BeneFusion eSP SHI-41089555
4 BeneFusion eSP SHI-41089554

BeneFusion eSP SHI-41089558



MoAcHMTENbHOE YBeLOMIEHNE

BHuMaHUO 3aMHTEPECOBaAHHbBIX NNy

KomnaHua Shenzhen Mindray Scientific Co., Ltd. (ganee - «Mindray»), npounsBoguTenb

LInpuueBoro Hacoca BeneFusion eSP ot Mindray, topugnuecknin agpec: 6/F, Bldg2, 1203

Nanhuan Avenue, Yutang Block Guangming District (518106 LU3aHbWkaHbL), KUTANCKASA

HAPOAOHAA PECIMYBNVKA, HacToAWMM 3a8B/ISIET, YTO:

KomnaHus Mindray ycTaHOBMAa, Y4TO 3KpaH GMOKMPOBKM LUMPULLEBOro Hacoca BeneFusion

eSP (Pexxum PCA (DyHKUUSA aHanbresnm, KOHTPonmpyemoin nauneHTom PCA)) MOXKET He

hYHKUMOHMPOBaTb B psAAe KOHKPETHbIX CLieHapueB. ITOT 3pheKT orpaHMynBaeTCca Bepcuei
nporpamMmmHoro obecrieveHns V01.27 B coyeTaHun ¢ pexkumom PCA.

Taknm obpaszom:

e ecin Bbl MUCNOMb3yeTe Bepcuio nporpammHoro obecriedyeHmss V01.27, TO HWUKakue
hbyHKUUM 6e30MacHOCTU MM 3KchyaTauMoHHble OyHKUMK, Kpome pexxmnma PCA, He
3aTPOHYTHI;

e U3JeNus, Ha KOTOPbIX yCTaHOBNEHa obas gpyras Bepcms NporpaMMHOro obecrneyeHms,
He 3aTPOHYTbI.

Mpumeyanus: OCOObIMU CLEHAPUAMI CHATAeTCA MHOrOKpaTHOe HaXKaTue Ha akpaH B GbICTPOi

nocneaoBaTeNbHOCTU WM MHOTOKPaTHOE HaXKaTwve (DM3NYECKUX KHOMOK yrnpaBneHns B ObICTPOV

nocneAoBaTeNbHOCTH.

Mpocum Bac NpeKpaTUTb UCMONb30BaHWe LUNMpULEeBoro Hacoca BeneFusion eSP B pexxnme

PCA nocne nonyyeHms HacTOSALLEro yBefoMAeHWS, MNOKa ero NnporpaMMHoe obecrneveHue He

6ypet o6HOBneHo Ao Bepcum 01.28 wnm Bbiwe. [locne 3TOro LWINPULEBLIE HACOChI

BeneFusion eSP MoryT ucnosib3oBaTbCs HenpepbiBHO. (CM. nogpobHocTw B MpunoxkeHunn 1).

CepBucHas cny>k6a Mindray ucnpaBuT npobniemy B 6avkarilee Bpems.

KoHTaKTHas MHGpopMaLumna:

Mbl MPOCMM MPOLLEHUS 3a HeyA06CTBa, BbI3BaHHbIE CMOXKMBLLEHCA cuTyauvieil. Ecnm y Bac
MosiBATCS Kakue-1Mbo BOMPOCbl, Bbl MOXXETe CBSA3aTbCs C MWHXEHepoM Mo pabote ¢
KiveHTamu Mindray no MeCcTy CBOEro HaxOXAEeHUsi WU C BblAENEHHbIM VHXXEHEPOM

TEXHUYECKON mogaep>xku - [xkedbdpu TaHom (Jeffrey Tang).

Ten.:+86 185 8821 6354

9. nouta; jeffrey.tang@mindray.com

Mognucb: /3munn Xao /
ObecneyeHne KayecTBa NOCNENPOAA>KHOro Haa3opa

[JaTa;/2025.02.11 /


mailto:jeffrey.tang@mindray.com

CrncoK NPUNoXXeHWi

Ne
n/n

1

KoitiMg)4ecKoe
HavMeHoBaHVe

BeneFusion eSP

BeneFusion eSP

BeneFusion eSP

BeneFusion eSP

BeneFusion eSP

CepuiiHbIiA HOMEpP M3AEeNA

SHI-41089556

SHI-41089557

SHI-41089555

SHI1-41089554

SHI-41089558
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China Council for the Promotion of International Trade is China Chamber of International Commerce
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tina Council for the Promotion of International Trade
China Chamber of International Commerce

CE WO 45
CERTIFICATE

221100B0/032313

THIS IS TO CERTIFY THAT: the seal of Shenzhen Mindray
Scientific Co., Ltd. on the annexed POWER OF ATTORNEY is
genuine.

CCPIT
Authorized .
_ Lyu Cuilian
Signature:

BLUr 2022706/108B
(Date; Jun. 08,2022)

LU Itit Website for verifying iht? cerlilicaic: hup; ''wwk izecpi L com/vai idaLe. himl
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POWER OF ATTORNEY

Place of issue SHENZHEN Date of issue May 22.2022

Company Shenzhen Mindray Scientific Co., Ltd. (located at: 6/F, Bldg 2, 1203
Nanhuan Avenue, Yutang Block, Guangming District, 518106 Shenzhen, PEOPLE’S
REPUBLICOFCHINA ), hereinafter referred to as “Manufacturer”, in the person of Legal

Representative Ms. Guo Yanmei, acting by virtue of Articles of Association

hereby authorizes:

Company LLC “Mindray Medical Rus” (129110, Moscow, intracity territory of a
city of federal significance, Meshchansky municipal district, 16 Olimpiskyi prospect, 5 bid.,
mezzanine flor/apartment. 4/1, 7 flat, 11 A registered on 30, October 2007 under registration
number 1077761878908), hereinafter referred to as “Authorized Manufacturer’s
Representative”, represented by Wei Xiong, General Director, acting by virtue of the Articles

of Association,

to represent interests of the Manufacturer on the questions of circulation of medical
devices manufactured by the Company Shenzhen Mindray Scientific Co., Ltd. (P.R. China)
in the territory of the Russian Federation, and also to make registration, re-registration,
certification, recertification, conformity to standards, changes to the registration certificates
and other documents, replacement of forms (blank) registration certificates and other

documents on medical devices and other products.

to make technical tests, toxicity studies, clinical investigation, expert examination of
quality, effectiveness and safety of the medical devices, importation to the territory of
Russian Federation, exportation from the territory of Russian Federation, confirmation of
compliance with the regulatory, technical and (or) operational documentation of the

Manufacturer, and also to perform repair, disposal or destruction of the medical devices.

Shenzhen Mindray Scientific Co., Ltd.

tfiiit: E 12037 2 6«

6/F, Bldg 2, 1203 Nanhuan Avenue, Yutang Block, Guangming District, 518106 Shenzhen, P. R. China
Website; wwww.mindray.com



http://www.mindray.com

mindray

the powers stated below, the Manufacturer gives to the Authorized

e the rights to perform tlie following activities:

esent the Manufacturer (its manufacturing facilities, or affiliate companies), in any
ral executive authorities of the Russian Federation that perform state registration
«)d control of medical devices circulation, and also in any other Russian organizations
engaged in necessary tests, studies, expert assessment of quality, effectiveness and

safety of medical devices and other products;

hold negotiations;

organize carrying out of necessary studies and tests, including importation of specimens

pursuant to the established procedure, within the Russian Federation territory;

sign applications, requests, agreements and any other necessary documents, including

financial ones;

form and approve technical, operational documents, as appropriate, any other
documents, as well as to introduce relevant amendments to the above mentioned

documentation;

provide any technical, operational and other documents and materials, to give any

supplementary information and clarifications;

initiate any necessary information and documents for the purposes of state registration

and medical devices conformity certification and other goals;

pay for any services;

perform any other needed actions related to medical devices registration or conformity

certification and other goals;

receive and submit any test reports, expert opinions, registration certificates, certificates
of conformity, declarations of conformity specimens import pennits gnd other

necessary documents;

Shenzhen Mindray Scientific Co., Ltd.

6/F, Bldg 2, 1203 Nanhuan Avenue, Yutang Block, Guangming District, 518106 Shenzhen, P. R. China
Website: www.raindray.com


http://www.raindray.com

mindray

frizes to sign and to attest the accuracy, coirectness and authenticity of text

ents for any translations to Russian oftechnical and operational documents;
iriorm any other needed actions related processes listed above;

the Registration Certificate wall be executed in the name of Shenzhen Mindray

Scientific Co., Ltd. (P.R. China).

- other documents may be in the name of Shenzhen Mindray Scientific Co., Ltd. (P.R.

China) or LLC “Mindray Medical Rus (Russia)

This Power of Attorney was issued for the period of 5 (five) years, with the right of

substitution.

Guo Yi
Legal Rep% ~"""tive

Shenzhen

Shenzhen Mindray Scientific Co., Ltd.
1203

6/F, Bldg 2, 1203 Nanhuan Avenue, Yutang Block, Guangming District, 518106 Shenzhen, 1\ R. China
Website: www.mindray.com
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KoHcynbckuii otaen MoconbetBa Poccuiickoit denepauumn
n KHP yaocTtoBepseT NoA/MHHOCTbL NpeacTosileli noanucu
n neyatu KoHcynbckoro genaptameHta ML KHP
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[MepeBon ¢ aHTMMIACKOTO M KU T ACKOTO S13bIKOB HaPYCCKUIA 513bIK]

[Ha 6naHke KnTaiickoro KOMUTeTa COAEeNCTBLU PAa3BUT U MEXK AYHAPOLHON Toproenu]

[TekcT LOKYMEHTa Ha KWTANCKOM W aHTIMIACKOM f3blKax MAEH T UYeH]

[ Tpux-koa: 002202206090046 [ Tpux-kog: 220111111-001 1/1 (8)
Poccua [QR-Kod] E Komucecunsa no sKOHOMMYECKOMY Pas3BUTUIO
Kutackmii KOMUTET COAENCTBUSA Poccua
PasBUTUIO MEXKAYHAPOAHOM TOProB/n 27.06.2022 . 002]
HXY2204106

220606 001 00085 1/1]

CEPTUNDOUNKAT

[NoroTun: «Cn-Cn-Nu-An-Tu» (CCPIT)
Kutaiickuii KOMUTET COAENCTBUA PasBUTUIO MEXKAYHAPOAHON TOPros/v]

®yHKUMN KNUTaNCKOro KOMUTETA COENCTBIUS PA3BUTUIO MEX1yHAPOAHON TOProB/M BbLLIO/IHSET
KuTalickast nanarta Mex1yHapoaHO Toprosn



[NoroTun: «Cu-Cu-rNun-An-Tun»
KuTalcknii KOMUTET COAENCTBUSA Pa3BUTUIO MEX/YHAPOAHOM TOPros/u]

01306583

KWTaCKUN KOMUTET COAENCTBUA PAa3BUTU MeXAYHapPOAHOW TOProBau

KuTalickas nanata MeXAyHapoaHOW TOProBau
CEPTUDPUKAT

[QR-KOd\
Ne221100B0/032313

[MevaTs: CEPTUGUKALMA «Cr-Cn-Mu-Aii-Tu» KUTAACKUNA KOMUTET
COIEVCTBUA PA3BUTHO MEXXAYHAPOOHOW TOPIOBXK]

HACTOALWNM MNOATBEPKOAETCHA, UTO neyatb KomnaHun «LLISHBbY>KOHb
MAWHAP3 CANAHTUND XK KO., ITA.» (SHENZHEN MINDRAY SCIENTIFIC CO.,
LTD.), noctaBneHHas Ha npunaraemyto JOBEPEHHOCTb, BepHa.

KuTtacknii KOMUTET COAENCTBUS PasBUTUIO MEXXAYHAPOAHOM TOProBn

[MevaTs: CEPTUDXKALUNSA «Cu-Cu-Mu-Ali-Tr» KUTANCKANA KOMUTET
COOEVNCTBUA PA3BUTUIO MEXXKAYHAPOAHOW TOPIrOB/IN]

YnonHoMo4veHHoe nmuo: JTro LlyiinsHe (Lyu Cuilian)
Mognnck: Inodnuchl

Jata: 08 noHa 2022 r.

[Tuchenas neyatTsb: CEPTUPUKALINA «Cu-Cu-Mu-Ain-Tu» KUTAUCKUNA KOMUTET
COIEVCTBUA PASBUTVIKO MEXXOYHAPOAHOW TOPIOB/1]

Beb-caiiT ans npoBepku cepTudimkarta: httt):.//www.rzcepit.com/validate.html


http://www.rzccpit.com/validate.html

[NoroTwun komnanum «MAAHAP3N»]

OJOBEPEHHOCTb
MecTo Bblfaun: LI 3HbYX3Hb Oata Bbigaun: 22 mana 2022 r.

KoMnaHUA « LU sHbuxaHb MaliHapait CansHTtuduk Ko., 1ta.» (Shenzhen Mindray Scientific
Co., Ltd.) (pacnonoxeHHast mo agpecy: 6 3T, CTp. 2, MPocnekT HaHbxyaHb, 1203, KBapTas
FOTaH, paiioH MNyaHmuH, 518106, LLsHbWkaHb, KW TANCKAA HAPOAHAA PECIYB/IMKA
(6/F, Bldg 2, 1203 Nanhuan Avenue, Yutang Block, Guangming District, 518106 Shenzhen,
PEOPLE’S REPUBLIC OF CHINA), umeHyemas fanee «MpoussoanTenb», B JIALE
topUanYecKoro npeactasutens r-xkm Nyo Axmvenn (Guo Yanmei), AeACTBYIOLLEN Ha OCHOBaHWUA
YcTaBa KoMnaHuu,

H&CTOFILLI,GVI [OBEPEHHOCTbIO YINO/IHOMOYMBAET:

KOMMaHMKD 00O «MuHnapeit Meaukan Pyc» (Poccms, 129110, T.MOCKBA, BH.TEP.I.
MYHUUMMANBHBIA OKPYT MELLAHCKUW, MP-KT ONTMMIMACKWIA, 4. 16, CTP. 5,
AH/ITTIOM. 451, KOM. 7, T1A, 3apeructpupoBaHHyto 30 okTsa6ps 2007 r., OIPH
1077761878908), MMeHYeMYIO Ja/IEe «Y NONHOMOUYEHHbI NpeAcTaBUTeNb NMPOU3BOAUTENA»,

B N1LIe reHepasibHOro anpekTopa Bai CroH (Wei Xiong), AeNCTBYIOLLIEN0 Ha OCHOBaHUWN YCTaBa
KOMMaH1w,

NPeacTaBnsATb MHTepecbl MpPon3BOAMTENA MO BOMPOcaM 00paLLeHNst MEeAULIMHCKUX W3O
MPOU3BOACTBA KOMMAHUM «LL sHbuX3Hb MaiiHapait CansuTuduk Ko., Nta.» (KHP) Ha
TeppuTopun Poccniickoin defiepaupi, a Takke OCYLLECTB/IATb PErMCTPALMIO, MepeperucTpaumio,
CEPTU(MKALIMIO, TMOBTOPHYIO  CEPTUMMKALMIO, MOLTBEPXKAEHME COOTBETCTBUA CTaHZapTam,
BHOCUTb M3MeHeiLLIsi B PErUcTpaLoOHHbIe YAOCTOBEPEHNSA 1 NMPoYMe JOKYMEHTbI, OCYLLECTB/IATb
3ameHy (hopm (61aHKOB) PErMCTPALMOHHbIX YAOCTOBEPEHUIA N APYTnX AOKYMEHTOB, CBA3AHHbLIX
C MEAVLIMHCKUMW U3AEUAMU U APYTOi NPOAYKLMEN,

NPOBOAUTL TEXHMYECKME WUCTMbITaHWS, TOKCUMKOMOMMYECKUE WUCCNEAOBaHUS,  KIAMHUYECKME
NCCNeaoBaHus, 3KCNepTN3y KadecTsa, 3hDeKTUBHOCTM 1 6e30MacHOCTU MeAULIMHCKNX U3OENNIA,
BBO3UTb Ha TeppuTopuio Poccuiickon deaepaumn, BbIBO3UTb C TeppuTopum Poccuiickoi
depepaunn, OCyLLECTBNATbL MOATBEPXKAEHNE COOTBETCTBMS, MPEAyCMOTPEHHOro CTaHAApPTHOM
TEXHMYECKOM W (Mn)  3KCMJlyaTaUMOHHOM  [OKyMeHTaumeid [pousBoauTens, a Takke
NPOV3BOANTL PEMOHT, YTUAM3ALMIO UM YHUUTOXKEHWE MEANLIMHCKX U3eNWIA.

[MeuaTs: «LLUBHbWKIHb MANHAPA CAUSHTUDUIK KO., NTA.»]
[MevaTs: CEPTUDGUKALNA «Cu-Cu-Mu-Aii-Tu» KUTAACKUNA KOMUTET
COIENCTBUSA PA3BUTUIIO MEXKAYHAPOAHOW TOPIOB/IN]

«LLI3HbWK3HL MaliHapai CansHTuguk Ko., Ta.»

Agp.: 6 3T, CTp. 2, npocnekT HaHbxyaHb, 1203, kBapTan KOTaH, painoH MyaHMH,
518106, LLIsHbu3Hb, KuTalickas HapoaHas Pecny6nvka

Caiit: www.mmdray.com


http://www.mmdray.com

[NoroTun komnanum «MAVHAP3N»]

B pamKax yKa3aHHbIX NOHOMOYMK Npon3BoanTenb HaaensseT Y noaHOMOYEHHOIO
npeacTaBuUTENS NpaBaM Ha OCYLLIECTB/IEHNE CEAYOLLINX ASACTBUIA:

- npeactaBnsaTb MponsBoguTenst (ero NPOM3BOACTBEHHbIE /NGO A0YEPHME MPeanpUATUS) B
(befepa/ibHbIX  OpraHax  WCMOSIHUTeNbHOM  BnactM  Poccuidckoi  Pegepaumu,
OCYLLIECTB/IAIOLLMX FOCYaPCTBEHHYHO PErMCTPaLMIO U KOHTPO/Ib 0BpaLleHUs MEeAULMHCKNX
VI3Ael’|V|VI, a TakXe B WHbIX pOCCVIVICKVIX opraHunsauunax, ynojiHOMOYEHHbLIX TMPOBOAUTHL
HeobXo4UMbIE UCMbITaHUS, WCCMeAOBaHWSA, 3KCMEPTU3Y KayecTBa, 3EKTUBHOCTU U
6e30MacHOCTM MEANUMHCKIMX U3AENWIA 1 NpoYelt NPoayKUMi;

- MPOBOAWTbL MEPEroBopbI;

- OpraHu3oBbIBaTb MpPoBeeHVe He0OXOAMMbIX WCCeA0BaHU MU UCTMbITaHWIA, B TOM 4uCne
BBO03 06pasL|0B B YCTaHOB/IEHHOM MOPSiiKe Ha TeppuTopumn Poccuiickoin defepaumu;

- MOANMUCbIoaTh 3asiBEeHNs, 3a81BKN, 10roBOpbI U Nobble Apyre Heo6XoaAMMble JOKYMEHTbI, B
TOM 4ucne PUHAHCOBbIE,;

- hopMMpoBaTb K YTBEPXKAATb TEXHUUECKYHD, 3KCM/TyaTalUMOHHYH [OKYMEHTaumio, npu
HEo6X0AMMOCTI, a TaKKe /IHo6ble APYre JOKYMEHTbI, U BHOCUTb aKTyaslbHble M3MEHEHs B
BbILLIENEPEYMCIEHHYO JOKYMEHTALIIO;

- MPeAoCTaBNATb TEXHUYECKYHO, SKCTTyaTalMOHHYO 1 UHYIO0 IOKYMEHTALMIO 1 MaTepuaribl, a
TaKKe 0NO/THUTENbHYH UHAOPMALIIO N PasbSICHEHNS,

- MPeocTaBNATb /0GY0  HEOBXOAUMYK  MHGOPMaLMI0 W [OKYMEHTbl ANA  Lenei
rocyjapCTBEHHOW perncTpauyn 1 NoATBEPXKAEHNS COOTBETCTBUS MEAVLIMHCKIX U3AENWIA, a
TaKKe AN ApYrux Lenei;

- NPOV3BOAUTL OMNaTy YCNyr;

- OCYLUECTB/IATb /H0ObIE ApYyrue HeobxoauMMble AEUCTBUSI B CBSA3W C PErucTpaumen mx
NnoATBEPXKAEHEM COOTBETCTBMS MEANLIMHCKNX U3AENNIA, a TaKKe C APYrMMU LIENSIMU;

- nonyyarb 1 nogasaTb MPOTOKO/bI UCTIbITaHWUIA, SKCNEPTHbIE 3aK/THOYEHUS, PerncTpaLoHHbIe
Y[OCTOBEPEHUS, CepTUMKATLI COOTBETCTBUSA, [eK/iapaumu COOTBETCTBMA — 06pasLoB,
paspeLLeHns Ha BBO3 06pasLIoB U UHbIE HEOOX0AVMbIE JOKYMEHTbI;

[MeyaThb: « I 3HbUYXIHb MANHAPIN CAUSHTUDUK KO., NTA.»]
[MeyaTb: CEPTUOUKALUA «Cu-Cu-Mu-Aii-Tu» KUTANCKNN KOMUTET
COOENCTBUA PA3BUTUIO MEXAYHAPOAHOW TOPIrOB/N]

«LLIaHbWKaHL MaliHapait CamsHTaduk Ko., JIta.»

Agp.: 6 3T., CTp. 2, npocnekT HaHbxyaHb, 1203, kBapTan KOTaH, paiioH NyaHMIH,
518106, LLIsHbYx3Hb, KuTaiickas HapogHas Pecny6imka
CaiiT; www.mindray.com


http://www.mindray.com

{NoroTun komnaHum «MALILLP3N»]

NoanuCbIBaTb M MOATBEPXKAATb TOUHOCTb, MPABUILHOCTL M [JOCTOBEPHOCTb COAEPXKaHUSA
TEKCTOB MePEBO/IOB Ha PYCCKMIA A3bIK TEXHUUECKOI 1 9KCMN/TyaTalyOHHON A0KYMEHTaLMM;

OCYLLIECTB/ISITb /00ble pYyrve HeoGXoauMble [AeACTBUS, CBSI3aHHbIE C YKa3aHHbIM BbILLE
NOPYYEHVEM;

PervcTpaLyoHHoe YAOCTOBEPeHE OOPMIUTL Ha MMS KOMMAHUM «LL 3Hb UK 3Hb M aiiHapait
Caunantudpuk Ko., Nta.» (KHP);

ApYyrve JOKYMEHTbI MOryT 6bITb 0(DOPM/IEHbI HA UMSA KOMMAaHUN « LU sHbux3Hb M aiiHgpaii
CaunsuTupuk Ko., 17a.» (KHP) ninm OO0 «MwuHgpei Meankan Pyc» (Poccus).

HacTosias [JoBepeHHOCTb BblaaHa Ha 5 (NSiTb) NET ¢ NPaBoOM NepeioBepusi.

/nognuce/

Myo AHmelk

FOpuamyeckuii npefcTaBUTeNb

KomnaHuma «lLl sHbYX3Hb ManHapaint CansaHtndmk Ko., itg.»

[MevaTs: «LLUBHBWKIHb MANHAPAY CANSHTU®UIK KO., NTA.»]
[MevaTsb: «LLUBHBYWKIHb MAHAP3 CANSHTUDUK KO., NT O]
[MevaTs: CEPTUGUKALNA «Cu-Cu-Mu-Aii-Tu» KUTAACKUIN KOMUTET
COIEVCTBUA PA3BUTUIO MEXXKIYHAPOAHOW TOPIOB/IN]

«LLIaHbWK3Hb MaliHapai CanaHtugmk Ko., Sirg.»

Agp.: 6 3T., cTp. 2, npocnekT HaHbxyaHb, 1203, kBapTan KOTaH, paitoH MyaHMuH,
518106, LLIsHbukaHb, KnTalickas HapogHas Pecny6nvka
CaiiT: www.mindray.com


http://www.mindray.com

CepTuhmKaUWoHHbI Homep:  220111111-001
HacToswymM nogTeepyXaaeTcs, YTo neyarb M NOANUCH (Meyarb)

HoTapuyca J1to LlyinsHb Ha npunaraeMblx JOKYMeHTax SIBMsHOTCA {QR-kop]
NOA/MHHBIMW.
MepBbIii cekpeTapb KoHCyNbCKoro genaptameHTa MyHMCTepCTBa
MHOCTPaHHbIX fen Kntaicko HapogHol Pecny6/inkm /mognucs/

10 nioHsa 2022 roga
[ Tpux-kog: 2503882]

[MeyaTsb: KOHCYNbCKUIA enapTamMeHT MUHUCTEPCTBA MHOCTPaHHbIX Aen
Kuraiickoii HapogHoii Pecny6/inku]

[Wramn: KoHcynbckuii oTaen MoconbctBa Poccuiicko degepaummn
B KHP yaocToBepsieT NOAMMHHOCTL MPEACTOSLLIEN MOANUCH

1 neyatn KoHcysbekoro genaptameHta MiAL KHP
PerncTpaupoHHbIA HOMep 3126

15 nroHA 2022 T.

M.IM. /nognuce/  [onoBaHb M.B.]

[MeuaTs: MoconbcTBO Poccnn B KnTaiickoii HapoaHoi Pecnybnnke *
KoHcynbckuia otaen Ne 1]



MepeBof faHHOTO TeKCTa BbINO/HEH NepeBofUYNKOM KaannnHbim leHUcom AnekcaHapoBuyeMm

e

Poccuiickana hegepayuns

Fopopg MockBa.
JeBAaTHaaLaTOro nwAA A4Be ThiCcAYM ABajLuaTb BTOPOro roja.

#, TpokolleHKoBa EneHa EBreHbeBHa, HOTapuyc ropoga MOCKBbLI, CBUAETENLCTBYO
NoA/IMHHOCTL NnognucipripeBogyumka KparnavHa JeHnca AnekcaHapoBuya.
Mognuck caenaHagi™oeM AN
JIn4yHOCTL YCTaHOB/1eHa.
3apernc  506/HO/ Ne]1/86-H/77-2022-07 -i " /il
YnnadeHo  col{ep|ieurie VBT iranbHoro aenicteust; 400 py6. 00 Kon.

E.E. NpokoLueHKoBa

MpoLuHypo iip™HO nevatsio 13 ncT (-a,-0B).

E.E. NpokoLueHkoBa



