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ATTESTATION STATEMENT

As aresponsible member of Medtronic MiniMed, | hereby attest that | believe
the Appendix to IFU, attached herein, to be atrue and accurate copy.

Katherine Rojas
Associate RA Specialist - EMEA

A notar>' public or other officer completing this certificate verifies only the identity of the
individual who signed the document to which this certificate is attached, and not the
truthfulness, accuracy, or validity of that document

State of California

County of LCS '6A

om~ bLW/MAMA 17 AOAO beforeme. UUXTCn I<TAj2. fiw |1l E [W W ™ Pub)lcd
(date) (insert name and title ofthe officer!

personally appeared___ K athfin AdJg go ____,who proved to me on the

basis of satisfactory evidence to be the person(s) whose n3me(s) is/are subscribed to the within
instrument and acknowledged to me that he/she/they executed the same in his/her/their authorized
capacity(ies), and that by his/her/their signature(s) on the instrument the person(s), or the entity upon
behalfofwhich the person(s) acted, executed the instrument. 1certify under PENALTY OF PERJURY
under the laws ofthe State of California that the foregoing paragraph istrue and correct.

WITNESS ray hand and official seal.

UURIM IRENE KHAPIK I
Notary Rubik - California

Signature (Seal) Commission # 2251143

My Comm, Explras Jul 24, 2022

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Name of medical device

Information on potential
consumers of medical
device, use conditions
Utilization

W arranty
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Transmitter Guardian 2 Link, variants
. Appendix to IFU

Transmitter Guardian 2 Link, variants:

1 Guardian 2 Link Transmitter Kit (MMT-7775), content of:
1 Transmitter Guardian 2 Link (iVIMT-7731) ~ 1pcs.

2. Charger(MIVIT-7715)- 1pcs.

3. Watertight Tester (MIVIT-7726)  1pcs.

4. One-press Serter (MMT-7512) 1pcs.

5. Literature for product (User Guide Guardian 2 Link Transmitter, User Guide, One-Press Serter Insertion Device, Enlite Sensor
Perfonnance, warranty, RF Insert).

1 Transmitter Guardian 2 Link (MMT-7738), content of;

1 Transmitter Guardian 2 Link (MMT-7731) 1 pcs.

2. Literature for product (User Guide Guardian 2 Link Transmitter, RF Insert)
Intended to be used by a patient or health professional. They are intended to be used in health care and home environments.

Dispose of the transmitter in accordance with applicable laws governing battery disposal.

Medtronic MiniMed, Inc. (or .such other legal entity as may be referred to as manufacturer on the labeling of this device “Medtronic
MiniMed”) warrants the Medtronic transmitter to the purchaser of the product against defects in material and worbnanship for a
period of one (1) year and the charger for up to one (1) year from the date of purchase.

During the warranty period, Medtronic MiniMed will replace or repair, at its discretion, any defective transmitter or charger, subject
to the conditions and exclusions stated herein. This warranty applies only to new devices. In the event a transmitter or charger is
replaced, the warranty period will not be extended past its original expiration date.

This warranty is valid only if the Medtronic transmitter or charger is used inaccordance with the manufacturer’s instructions. Without
limitation, this warranty will not apply:

« If damage results from changes or modifications made to the transmitter or charger by the user, or third persons, after the date of
purchase;

« If damage results from service or repairs perfomied by any person or entity other than the manufacturer;

« If damage results from a Force Majeure or other event beyond the control of the manufacturer;

« If damage results from negligence or improper use, including but not limited to; improper storage, submersion in water, physical
abuse (such as dropping);

« If damage results from use of the device in a manner other than according to the manufacturer’s product labeling, instructions for
use, or regulatory notifications.

This warranty shall be personal to the original purchaser. Any sale, rental or other transfer or use of the product covered by this
warranty to or by a user other than the original purchaser shall cause this warranty to immediately terminate. This warranty does not
apply to Glucose Sensors and other accessories.

The remedies provided for in this warranty are the exclusive remedies available for any breach hereof. Neither Medtronic MiniMed
nor its suppliers or distributors shall be liable for any incidental, consequential, or special damage of any nature or kind caused by or
arising out of a defect in the product.
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medical

All other conditions and waiTanties, other than mandatory statutory warranties, expressed or implied, are excM bl JIncb T

warranties of merchantability and fitness for a particular puipose.

N g

This warranty gives the purchaser specific legal rights, and the purchaser may also have other rights that vary' under local law. This
warranty does not affect the purchaser’s statutory rights.

Transmitter
Standard

EN 60601-1

EN 60601-1-2

EN 60601-1-6

EN 60601-1-11

iEN 62304
[e N 62366
EN980

EN 1041

EN ISO 10993-1

EN ISO 13485
EN ISO 14971

Serter

Standard
EN 1041
EN I1SO 10993-1

ENISO 10993-5
EN ISO 10993-10

EN 1SO 10993-12
EN ISO 10993-17
EN ISO 10993-18
EN ISO 13485
EN ISO 14971
EN 1SO 15223-1

EN 62366

Description
Medical Electrical Equipment - Parti: General Requirement for Basic Safety and Essentia! Performance
Medical Electneal Equipment Part 1-2: General Requirements for Basic Safety and Essential Performance
Collateral Standard: Electromagnetic Compatibility Requirements and Tests
Medical electrical equipment. General requirements for basic safety and essential performance. Collateral
standard. Liability
Medical electneal equipment - Part 1-11: General requirements for basic safety and essential perfomiance -
Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the
home healthcare enyironment
Medical device software Software life cycle processes
Medical Devices Application of Usability Engineering to Medical Devices
Symbols for use in the Labeling of medical devices
Infonnation Supplied By The Manufacturers Of Medical Devices
Biological evaluation of medical devices Part 1: Evaluation and testing. (ISO 10993-1:2009) CORRIIuly’
31, 2010; CORR: November 30, 2010
Medical Devices Quality Management Systems Requirements for Regulatory Purposes
Medical Devices Application of Risk Management to Medical Devices

Description
Information supplied by the manufacturer with medical devices.
Biological evaluation of medical devices. Part 1: Evaluation and testing within a risk management process
CORRIGENDUM July 31,2010
Biological evaluation of medical devices, Part 5: Tests for in vitro cvtotoxicity
Biological evaluation of medical devices Part 10: Tests for irritation and skin sensitization (ISO 10993-
10:2010)
Biological evaluation ol medical devices Part 12: Sample preparation and reference materials
Biological evaluation of medical devices Part 17: Establishment of allowable limits for teachable substances
Biological evaluation of medical devices Part 18: Chemical characterization of materials
Medical Devices Quality Management systems Requirements for Regulatorv Purposes
Medical devices Application of Risk Management to Medical Devices
Medical devices - Symbols to be used with medical device labels, labelling and information to be supplied -
Part 1: General requirements - CORR: July 31, 2012
Medical Devices - Application of usability engineering to medical devices.



Customer Service
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Tester
Standard

EN 60601-1

EN 60601-1-1 ]

EN 60601-1-6
EN 980

EN 1041

EN ISO 134S5
ENISO 14971
EN 62366

Charger
Standard

EN 980

EN 1041

EN 1SO 13485

EN ISO 14971

EN 60601-1

EN 60601-1-2:2007

EN 60601-1-63

EN 60601-1-11

EN 62366

Description

Electro Equipment - Parti: General Requirernm TfoT &iikI™
Medical electrical equipment - Part 1-11: General requirements for basic safety and essendafper””
Collateral standard; Requirements for medical electrical equipment and medical electrical systems used in the
home healthcare environment
Medical Electrical Equipment Part 1-6: Generai Requirements”*to Safety Collateral Standard:
Symbols for use in the Labeling of medical devices
Information Supplied By The Manufacturers Of MedicaTOevices
Medical Devices Quality Management Systems Requirements for Regulato- ' Eyjposes
Medical Devices Application of Risk Management to M edicalPm s~
BSI BS EN 62366: 2008.04,30

Description
Symbols for use in the Labeling of medical devices
Infonnation Supplied By The Manufacturers Of Medical Devices
Medical Devices Quality Management Systems- Requirements for Regulatory Purposes
Medical Devices Application of Risk Managet™nt
MMIS~LElectrical Equipment - Parti: General Requirement for Basic Safety and Essenti™
Medical Electneal Equipment Part 1-2; General Requirements for Basic Safety and Essential Performance
Collateral Standard: Electromagnetic Compatibility Requirements and Tests
xMedical Electrical Equipment Part 1-6; General Requirements for Basic Safety and Essential Perfonnance
Collateral standard: Usability
Medical electrical equipment —Part 1-11: General requirements for basic safety and essential performance —
Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the
' ome healthcare environment
Medical Devices Application of Usability Engineering to Medical Devices

Contact for all questions, including complaints, repair and service of medical devices the Authorized Representative in

Russia:

Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezlinaya., 10
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

WWW.raedtronic.ru
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TpaHcmutTep Guardian 2 Link B BapnMaHTax MCNONTHEHMA
MpunoxeHue K PykoBoACTBY Nonb30BaTens

1 paHcmuTTep Guardian 2 Link B BapuaHTax MCNOMHEHUS:

I. Habop TpaHcmuTTepa Guardian 2 Link (MMT-7775), B cocTaBe:

1 TpaHcmuTTep Guardian 2 Link (MMT-7731) 1 um,

2. 3apsigHoe ycTpoiicteo (MM7-7715) 1w,

3. BogoHenpoHuyaemblii Tectep (MMT-7726) 1w,

4. YCTpOWACTBO fast yCTaHOBKM ceHcopa One-press Scrter {MMT-7512) 1w,

5. NutepaTypa no npogykTy (PYKOBOACTBO MO.Th30BaTeNst HA TpaHcmMuTTep Guardian 2 Link, pykoBogcTBO nosnb3osatens One-press

Seller, paboTa ceHcopa hnlite, rapaHTus, NHPOPMALMOHHbIV TUCTOK).
W. TpaHcmuTTep Guardian 2 Link (MMT-7738). B cocTaBe:
1 TpaHcmutTep Guardian 2 Link (MMT-7731) ! wr.

2. JNntepaty pa no NpogykTy (PyKOBOACTBO MO/b30BaTens Ha TpaHcmuTTep (juardian 2 Link, nH(OPMALMOHHBIA NNCTOK).

MpegHasHayeH s UCMONb30BaHMS MALMEHTOM WM MeAULMHCKUM paboTHMKOM. OH npeaHasHayeH A8 UCroNb30BaHUs B
YUPEXAEHUS. Y 3[paBOOXPAHEHUN 1 IOMALLIHUX YCMOBUSIX.

YTUnnsnpyiiTe TPaHCMUTTEP B COOTBETCTBUM C AE/CTBYIOLMM 3aKOHOLATENLCTBOM,
pernamMeHTUpYOLWMM YTUAM3aLMIO GaTapeii.

KomnaHua «MegTpoHuk MuHuMeg, VHK.» (uin noboe fpyroe HpraNYecKoe L0, YKasaHHOe B KauyecTBe MPOM3BOAUTENS Ha
MapKVpOBKe [AaHHOTO U34enma KoMnaHuM «MeaTpoHUK MuHuMef») rapaHTUpYeT MoKy naTento TpaHCMUTTepa «MeaTPOHUK»
OTCYTCTBME Ae(heKTOB B MaTepuanax M3roToBneHns M e)eKToB UCMOMHEHNS B TedeHue 1(04HOM0) rofa v 3apsgHoro ycTpoicTea
TeyeHne 1(of4HOro) roga c MOMeW ra noky nku.

B nepuog AeiicTeuns rapaHTun KomnaHus «MeaTpoHuk MuHuMeg» 0653yeTcs Mo CBOeMy YCMOTPEHUIO MPOU3BOANUTL 3aMEHY WM
PEMOHT BCEX 6PaKoBaHHbIX TPAHCMUTTEPOB WM 3apsiAHbIX YCTPOCTB B COOTBETCTBUM C YCMIOBUSIMU U UCHO3KOUEHSIMM.

B

npeacTtaB/IEHHbIMU B HAaCTOALLEM AOKYMEHTE. HacTtoswas rapaHTna pacrnpocTpaHAETCA TO/IbKO Ha HOBblE U3AENNA. B Cny4ya€e 3aMeHbl



TpaHCMUTTEpa UM 3apALHOK YCTPOICTBA CPOK AECTBUS rapaHTUM He NPOAEeBaeTCA OTHOCUTENbHO HEPBUYHONI MBI
[elicTBUA rapaHTuu.

HacTosiwas rapaHTvs AeiicTBUTENbHA TOMLKO B CIyYae, eci TPAHCMUTTEP WK 3apsiAHOE YCTPOCTBO «MeATPOHMK» UCMONb3YHTCS B
COOTBETCTBUM C MHCTPYKLMAMI NMPOM3BOAMTENS. HacTosALas rapaHTust He pacnpoCTPaHSETCs Ha HDKECNeAyoLLMe Clyyan 6es
OrpaHNYeHus;

* [MoBpeX/eHNe BbI3BaHO BHECEHUEM B KOHCTPYKLMIO TPAHCMWTTEPA UK 3apsiHOTO YCTPOCTBA UBMEHEHUIA UK MOAMGMKALMiA
MoJIb30BaTe.3eM WM TPETLUMM NNLAMI MOC/e AaTbl MOKYMKY;

i nOBpE)K,Cl'EHVIe BbI3BaHO nposefeHnemM TeEXHUYECKOro OﬁCI'Iy)KVIBaHVIFl nnn pemoHTa Ct)I/ISI/I'-IeCKVIM nnn ropunandecknm nnuom, He
ABNAKOLLMMCA NMPOn3BOANTENEM AaHHOI O U3AENNA,

. I'IOBpe>K,u,eH|/|e BbI3BAHO COObLITUEM t4[I)ef!BI::I‘-I(’:II‘/'IHOFO XapakTtepa nnun KakKuM-nn6o SIBNEHMEM, HEMOAKOHTPO/IbHbIM NMPOU3BOAUTENHD;

» MNoBpeXaeHNe BbI3BaHO HEBPEXHBLIM WM HEMPaBWbHBIM UCMOb30BAHWEM, BK/KOYasi, MOMMMO MPOYEro, HEMPaBUIbHOE XPaHeHNE,
MOrpy>XeHve B BOAy, HeJOMyCTMMOe (DM3NUECKoe BO3AeNCTBME (Hanpumep, NafeHue U3Lenns Ha TBepay H0 NOBEPXHOCTL);

. I'IOBpe>K,qu|/|e BbI3BaHO WMCIMO/Ib30BaHMEM WN3A€ENMNA HE B COOTBETCTBUN C MapKI/IpOBKOI\/‘I n3penns, pa3pa60TaHH017| npons3BoOAUTENEM,
I/IHCprKLI,VIEVI Mno NMPUMEHEHUNKO N HOPMAaTUBHbIMN Tp96OBaHI/IFIMI/I.

MpaBa Mo HacTosLLEel rapaHTMK NPUHAANEXaT TO/IbKO NepBoHavYaibHOMY Mokynatento. Mepenpogaxa, apeHaa Win vHas nepegava
U3AeNNS, SBNSIOLLErocs 06BbEKTOM HACTOALLEW rapaHTUW, NOMb30BATE/NO UM MOMb30BATENEM, HE SIBMSIOLMMCS MepBOHaYarbHbIM
MOKy NnaTenem, BeAeT K HeMe[IleHHOMY MPeKpalleHUIo eiicTBUA rapaHTuK. !lacTosllas rapaHTUst He pacrnpoCTPaHseTCs Ha AaTUMKU
IMOKO3bl 11 BCTIOMOraTe/lbHoe 060pY/j0BaHue.

Cpe,qCTBa BO3MELLEHWNA, YKa3aHHbIE B HaCTOFlU.I,eVI rapaHT1un, nNpeacTasnar0T coboi1 Bce YCTaHOB/1IEHHbIE CPeACTBa BO3MELLEHNA MO
HaCTOﬂU.Leﬁ rapaHTnn. Hn komnaHua «Me,quOHVIK MwuHnMeg», H1 ee MOCTaBLUMKK U ,CI'I/ICTpI/I6bIOTOpr HE HECYT OTBETCTBEHHOCTU 3a
noboe HernpeaHaMepeHHble, Nocneay e nnn q)aKTI/ILIeCKVIe y6bITKVI, npsAMo U KOCBEHHO BbI3BaHHbIE ,IJ'ECDEKTOM n3penua.

KomnaHusa He MPUHNMaET Ha cebs apyrmx yCI'IOBI/II\/’I n FapaHTVIVI, BbIPaXXKE€HHbIX NN NoApasymMeBaeMblX, BKIKOYaa rapaHTUmM rogHoCcTm

[/ MPOAAKN AAHHBIX U3AENUIA U UX NPUrOAHOCTY NS ONpeaeseHHo Lenmn, NOMUMO 06s3aTe/bHbIX rapaHTWii, NpeayCMOTPEHHBIX
3aKOHOM.

HacToswas rapaHT1s npefocTaBiser NoOKynarteso pag 3akoHHbIX Npas, U NOKynaTe/lb TakKe MOXET UMETb Apy3 Me Mpasa, KoTopble
MOryT OT/INYaTLCA B 3aBMCUMOCTU OT MECTHOrO 3aKOHOZaTeIbCTBa. HacTosALas rapaHTMs He 3aTparmsaeT 3aKOHHbIE MpaBa
nok\ natens.

MepeueHb TpaHCcMUTTEP
HauHOHa"1bHbIX H
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MEXAYHapOoaHblX
HOPMATUBHbI X
NOKYyMeHTOB/cTampapT
0B, KOTOPbIM
COOTBETCTBYET
MeAMLMHCKOE n3aenne
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Homep cTaHpapTa | Ha3BaHue

YK 6060M '

EN 60601-1-2

EN 60601-1-6

EN 60601-1-11

EN 62304
HN 62366

EN 980
EN 1041
EN ISO 10993-1

ENISO 13485
HN 1SO 14971

M3enve MeaMUMHCKOE anekTpuyeckoe. Yactb 1, O6Lwme TpeboBaHMS K 6e30NacHOCTM U 3KCMyaTaluoHHbIM
XapakTepucTnkam L
M3genve MeauuMHCKOe 3nekTpuyeckoe. Yacte 1, 20 O6wme TpebosBaHMs K 6e3omacHoCTW W
3KCMNyaTaLMOHHbIM XapaKTepucTukam  BcnomoraTesbHbIi cTaHAapT: SneKTpoMarHUTHas COBMECTUMOCTb
TpeboBaHNs 1 UCMbITaHNSA _
M3genve mefuuMHCKoe 3nekTpuuyeckoe. O6Wme TpeboBaHUA K 6e30MacHOCTU U 3KCMIyaTauMoHHbIM
XapakTepucTnkam. BcnomoratenbHblli CTaHAapT. JKCnyaTaunoHHas NpUrogHocTb _
V3genne MeauMUMHCKOe 3nekTpuyeckoe. Yacts 1 2. O6wme TpeboBaHMss K 6e3onacHOCTM U
3KCNNyaTaumoHHbIM  XapaKTepucTUKam BcrnomoratenbHblii  cTaHgapT: TpeboBaHMS K MegULUHCKAM
ANEKTPUYECKUM  U3LENIMAM U MEAULUHCKUM  3/IEKTPUYECKUM CUCTEMaM, WCMONb3yemMbiM ANA  MeAUKO-
(caHWTapHoO NOMOLUY Ha AOMY.
MporpammHoe obecneyeHne MeLULMHCKOTO M3fenus  YKM3HEHHBbIV LMK MPOrpaMMHOro NpoaykTa
MeauuuHCKYe  U3genns MprmeHeHVe npouecca pa3paboTKM  3KCMAyaTauWOHHOW MPUrogHOCT B
OTHOLLEHUN MEAULMHCKNX N3AENni _
CuMMBOSIbI ANS MapKUPOBKU MeAMLMHCKOro 060pyLoB a H 1 1
ViH(hopmMauus, npegocTaBnsemMas MPOU3BOANTENSAMIN MESULMHCKNX U3AENNIA
OugeHKa B1oMor NYECKOro BO3AEACTBNA MeSULMHCKMX m3genunii. YacTb 1 OueHka 1 ucnbnanus. (1ISO 10993-
1:2009) CORK: 31 wmtons 2010 i.; CORR: 30 Hosbps 2010 .
MeguumHckme n3genua  CUCTeMbl yNpaBneHUA KavecTBOM — Tpe6oBaHWA A4S Perynvmpyrowmux Lenein
MegununHekve nsgenus  MNprMeHeHne ynpaBieHnst pUCKamm B OTHOLLEHUW MEAVLMHCKUX M3LeNnii

YCTpOIACTBO A1 YCTaHOBKM CEHCopa

Homep cTaHgapTa

HN 1041
EN ISO 10993-1

EN ISO 10993-5

IEN 1SO 10993-10

X KO 10993-12

EN ISO 10993-17

EN I1SO 10993-18

~NpefenoB BblLLENAYNBAEMbIX BELLECTB

HasBaHue

ViHdhopmaums, npefocTaBnsemas NPoOVM3BOAUTENEM MEAULUHCKUX U3AENWIA.

OueHKa 61M0M0rMyecKoro Bo34encTBns MegULMHCKMX n3gennin. Yactsb |: OugHKa 1 TeCTMPOBaHKE B paMKax i
npoLiecca ynpasneHns puckamu: TexHudyeckas nompaska ot 31 mons 20101, . |
OueHKa 61M0M0rMYecKoro Bo3aencTBUS MegULMHCKNX n3gennin. YacTts 5: VcnbiTaHnst Ha LMTOTOKCUYHOCTD B|
NnabopaTopHbIX YCNOBUAX j
OueHka  6MONOrMYECKOro  BO3AECTBMS  MEAMUMHCKMX  m3genuidc.  Yactb  10:  McnbiTaHne Ha |
pa3gpaKMTenbHOCTb U ceHenbunmsauunio koxu (1ISO 10993-10:2010)

OueHka 61ONOrMYeckoro BO3AencTema MegULMHCKUX u3genuit. Yactb )2: MNogrotoBka Npob v cnpaBoyHbIX!
M aTepwuwanos

|OueHka 6MONOrMYECKOro BO3AEMCTBUA MELUUMHCKMX u3genuii. YacTb 17: YcTaHOBNEHMe [OMYCTUMbIX

|Ouenka 610M0! MYECKOrO BO3LEWCTBMS MEAULMHCKMX wu3genuii. Yactb 18; OnpegeneHue XumMmYecKux!
|xapakTepucTuK MaTepuanos [




EN ISO 13485 MeaunumnHckme usgenus  CUCTeMbl YNpaBneHus KayecTBOM  TpeboBaHMA 41 perynupyrowmx ueiie.,.

EN ISO 14971 MeguumHckme m3genns  MprMeHeHWe ynpaBneHns puckaMm B OTHOLLEHNW MEANLMHCKUX VU3AENNT

EN ISO 15223-1 MeauumHckue  usgenus CuMBO/MbI AN MapKMPOBKM  MEAMUMHCKMX — W3AENWA, MapKupoBka W
npegoctasnsemas nHpopmaums. Yactb 1, Obwme Tpe6osaHus CORR: 31 uonsa 2012 r.

EN 62366 MeanumHeckme  mnsgenus MpvMeHeHMe npouecca pa3paboTKyM 3KCMayaTauMOHHOM MPUrogHOCTN B

OTHOLLEHUN MEAVLMHCKMX U3AENNIA.

TecTep

Homep ctaHfgapTa Has3BaHue

EN 60601-1 M3nenve meauumMHCKoe anekTpuueckoe, Yactb 1 Obuime TpeboBaHMs K 6€30MacHOCTM 1 3KCMyaTalMOHHbIM
XapakTepucTmkam

EN 60601-]-]! V3genne MeLuUMHCKOe anekTpuyeckoe. Yacte 1 2: O6wue TpeboBaHMs K 6GesonacHOCTM U
3KCNJyaTauMOHHbIM  XapaKTepuUCcTUKam BcrnomoratenbHblii  cTaHgapT: TpeboBaHWS K MegULUHCKAM
3NEKTPUYECKUM  U3JE/IMAM N MEAWLMHCKUM 3/1eEKTPUYECKMM CUCTEMAM, WUCMOMb3yeMbIM 4S9 MeLUKO-
CaHMTapHOI MOMOLLM Ha foMY.

EN 60601-1-6 V3genne MeOWLMHCKOE 3MeKTpuUYeckoe, Yactb 1 6: OO6wue TpeboBaHMs K 6e30MacHOCTA
BcrnomoratenbHbliA CTaHAaPT:

EN 980 CuUMBONbI 415 MapPKUPOBKN MeLULIMHCKOro 060py0BaHuS

EN 1041 VH(opmaums, npegoctasnsieMas MPOVM3BOAUTENSMU MEANLUHCKNX U3AENNTA

ENISO 13485 MegnumHckune ngenns  CucTeMbl ynpaBieHWs KayecTBoM  Tpe6oBaHWs Ana perynmpyowmx Lenei

ENISO 14971 MeanunHckue usgenua  MNpuMeHeHWe yNpaBneHns puckamy B OTHOLLIEHUN MEAULIMHCKUX U3Lenunii

EN 62366 BSI BS EN 62366; 2008,04,30

3apagHoe yCTpoicTeo

Standard Description
EN 980 CuMBONbI 419 MapKUPOBKN MeLULIMHCKOTO 060pyf0BaHNS
EN 1041 ViH(hopmayms, npegoctasnisiemMasl NPOVU3BOAUTENSAMI MEAULMHCKNX U3AENNiA
ENISO 13485 MeguumHckme nsgennss  CucTeMbl ynpaBneHUs kayecTBOM  TpeboBaHWS ANS Perynnpyrowmx Lenein
ENISO 14971 MeguumHckme nsgenust  MprYMeHeHWe yNpaBieHNs pUCKaMi B OTHOLLEHUW MEAULMHCKNX W3Aennii
EN 60601-1 M3nenve mefuUMHCKOe anekTpuyeckoe. YacTb i: O6Lwme TpeboBaHUA K 6e30MacHOCTU U 3KCMNyaTalMOHHbIM
XapaKTepucTmkam

EN 60601-1-2:2007 W3penve MeAMUMHCKOe anekTpuyeckoe. Yactb 1, 20 O6wyme TpeboBaHus K 6Ge3onacHOCTM U
3KCM/yaTaLUMOHHbIM XapaKTepucTukaMm  BcnomoraTesibHbI CTaHAapT: 3MeKTpoMarHUTHas COBMECTUMOCTb
- TpeboBaHUa 1 UCMbITaHUA

EN 60601-1-63 M3genve MeauUMHCKOE 3neKTpuyeckoe, 4YacTb 1 6: O6wue TpeboBaHMs K 6e3onacHOCTM W
3KCMyaTaLMOHHbIM XapakTepucTMkam BcnomoraTesibHbIA CTaHAapT: SKChyaTauMoHHas NpUrogHOCTb
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IVIiedtronic

EN 60601-1-11 M3genve MefguUMHCKOe 3anekTpuuyeckoe, Yactb 1 2. O6bwme TpeboBaHWs K 6esonacHocTU~"
3KCMyaTaUMOHHbIM  XapaKTepUCTUKaM BcnomoratenbHblil  cTaHgapT: TpeboBaHWMS K  MeAULUHCKUM
3NEKTPUYECKUM  U3LENNAM U MEAULUHCKUM  3MIEKTPUYECKMM  CUCTEMAM, WCMOMb3yeMbIM A1 MeAMKO-

CaHMTapHOI NMOMOLLY Ha LoMY.
EN 62366 MeanunHckne un3genus MpvMeHeHVe npougecca pa3paboTKM  3KCMyaTauMoOHHOW MPUrogHOCTN B
OTHOLLEHUN MEAULIMHCKNX W3eNui
Cnyx6a noaaep>Km Mo Bcem BoMpocam, BK/tOUas NMPeTeH3nun, pEMOHT U TEXHUYECKOoe 06CNyXnBaHe MeAULMHCKNUX U3aenuid, obpawaitech K

K/IMEHTOB OCbI/IU'I/IaI'IbHOMy npeacTtasuTento B Poccun:

000 «MepgTpoHuK», 123317. MockBa, MpecHeHckas HabepexxHas, 10
Ten.: (495) 580-73-77; thakc: (495) 580-73-78

wwww.medircmic.ru
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[MepeBog ¢ aHrMMICKOro A3blKa Ha PyCCKMii A3bIK]

[Ha 6naHke KoMnaHum «MefTPOHNK»]

«MegTpoHuk MuHuMep»

(Medtronic MiniMed)
BusHec-noapasaeneHve «naber»
18000 AesoHwmp Crput

Hoptpumk, KanuopHusa 91325 CLUA
(Diabetes Business Unit

18000 Devonshire Street

Northridge, CA 91325 USA)
www.medtronic.com

Ten.: 818-576-5211

YOOCTOBEPEHUE MOA/TMHHOCTI

BbicTynass B KayecTBe OTBETCTBEHHOIN0 [AO/MKHOCTHOrO /A  KoMnaHun  «MeaTpoHNK
MwuHUMeg», 1 HaCTOALMM 3asBASA0, YTO NpUnaraeMblil JOKYMeHT «IpunoXxeHne K pyKOBOACTBY
noNb30BaTeNs» SBNSETCH BEPHOM M TOYHON KOMUEA.

KaTpnH Pogkac Inognuce!
Mnagwmin -~ cneHnanMcT Mo HOPMAaTMBHO-MPABOBOMY Moanuce
perynuposaHuio — EMEA

Mpn OhOPMNEHNI HACTOSLLEr0 YAOCTOBEPEHUS] HOTApUYC WM MHOE [O/KHOCTHOE /L0
Y/I0CTOBEPSET TOMbKO MNYHOCTb (DM3UYECKOTO NNLIA, MOAMMCABLLErO JOKYMEHT, K KOTOPOMY
NpUNaraeTcs  HacTosiliee  YAOCTOBEPEHME, a He [0CTOBEPHOCTb, TOYHOCTb WM
[EACTBUTENBHOCTb [IOKYMEHTA.

LLtat KanmgopHus
Okpyr Jloc-AHa>Kenec

17 dpeBpana 2020 r. Ko MHe, JTopeH VpeH KHanuk (HoTapuycy),
(pata) (M8 1 JOMKHOCTL 3aBEPAIOLLLEr0)

NMMYHO ABunacb KaTpuH Pogkac M noatsepaMna MHE Ha OCHOBaHWW  [OCTaTOYHbIX
[0Ka3aTe/IbCTB, YTO OHa AB/ISETCA SIMLOM, Ybs NOAMMUCH NPOCTaB/IEHa HA YKa3aHHOM [JOKYMEHTE,
a TaKxKe, YTO OHa Mnofnucana yKasaHHbIA [JOKYMEHT B Ka4ecTBe NPaBOMOYHOIO /LA, U YTO ero
MOAMNWCH Ha YKa3aHHOM [JOKYMeHTEe 03HAYaeT, YTO YKa3aHHbIA JOKYMEHT nognucaH (hru3nyecknm
VN KOPUANYECKUM NIULLOM, OT MMEHW KOTOPOro AeMCTBOBa/IO yKazaHHOe nLo. A yA0CTOBEPSO
nog CTPAXOM HAKA3AHVA 3A JDKECBUAETE/IbCTBO B CcOOTBETCTBUM C
3aKOHOAATeNbCTBOM LTaTa KanmgopHus, YTo BbILLEN3NIOXKEHHAA MHPOPMaHNSA ABMISIETCA BEPHON
1 TOYHOIA.

B CBUOETE/IBCTBO YETO nocTtaBneHa Mosi COGCTBEHHOPYYHasi NOAMUCH U OduLManbHas
neyarb.

Moanwuce [nognucs/ (Mevatb) [LLiramn:
NopeH VpeH KHannk
Hotapnyc — KanndgopHus
Okpyr Jloc-AHDkenec
NnueHsna Ne 2251143
Mosi nuLEeH3ns aencTeuTenbHa A0 26 uons 2022 r.]
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Nepesena Ko3nosa Japba BnagnmmposHa

Poccuiickas Pefepaums
"opog Mocksa
OBaguatb ceAbMOro ¢peBpans ABe TbiCAYM ABAALATOr0 roja

A  Koponb BukTopua AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBY
NOANMHHOCTbL NOANUCK NepeBoavnKa Kosnosoi dapby BnagvMmpoBHbl.

Moanuch caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnucaBLLEro AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peectpe; Ne 08/82-H/77-2020- S-- V ~ ]

B3bICKaHO rocyapcTBEHHOIN MOLwMHBI (1o Tapudyy). 100 py6. 00 kon
YnlueHo 3a OKa3aHWe yCnyr nNpaBoBOro M TEXHUYECKOro xapakrtepa. 300 py6. 00 Ko L|_|I

MEPBEOBAA MNEYATb no‘”'r”/le wA Teo

HOTAPUYCA

T(-a,-0B)
MpoLLHYPOBaHO, MPOHYMEPOBAHO M CKPEN/IEHO NeYaTbo

noﬂln |/|C|D B.A. Koponb

FEPBEOBAA MNEYATb
HOTAPWYCA
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Poccuiickas degepauns
['opog Mocksa
[Baguats ceamnra  cpeBpens  fBe ThiCsiuv JBAALATONO ria
OPO»bB-K»P™ N"»«
cé’!ﬂle@nbcmym BepHOCTb kKonuwu ¢ np-u”
JOKYMEHTA. 08/82-H/77- 2020- i 1 n

3apeructpuposaHo Bpeectpe:N
B3biCKaHO rocyAapCTBEHHOM MOWMHBI(T 0 4 a

boe?
YnnaueHo 3a okasaHue ycnyr B.A. Koponb
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'
J
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