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Tel818-576-5211

ATTESTATION STATEMENT

As a responsible member of Medtronic MiniMed, | hereby attest that 1believe the Appendix
to the IFU attached herein, to be a true and accurate copy.

Katherine Rojas
Regulatory Affairs Specialist

A notary 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

On tv/oV- before me, Publ|lc
(date) (insert name and title of the officer)

personally appeared ] who

proved to me on the basis of satisfactory evidence to be the per8on(*J/lybo8e nameCsijs/ape*
subscribed to the within instrument and acknowledged to me that h"/she/dey executed the
same in W%er”;thch- authorized capacity(ies)-, and that by hw/her/tba”*ignaturef-sTon the
instrument the person(>”r the entity upon behalfofwhich the person(efactcd, executed the

instrument. | certify under PENALTY OF PERJURY under the laws ofthe State of California
that the foregoing paragraph is true and correct.

H - - ,Ws—Q003000000000C00C0O000000000
WITNESS my hand and official seal. RAMESH MANWANI 8
A COMM. #2232912
NOTARY PUBUC-CAUFORNIA
: . VENTURACQUNTY 1
c Ny Comffireon Eqres fiARGH6,2022
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3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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MiniMed

18000 Devonshire Street
Northridge, CA 91325
USA

www.medtronic.com s

Jononuenne x HECTPYKNEE No npaMetennio / Appendix to IFU

I Haumenosanne
MCAHIUHHCKOTNO
Name of medical device

winenns /

[Tomna axcynunosan MiniMed 740G, ¢ npunagnexsocTIMK

TTomna nucymnopas MiniMed 740G, s cocrane:

[Nomna uncynunoras MiniMed 740G - | urr;

3xHM ANA KpenneHua nomnu —1 1T, (ApH HeoOXOAMMOCTR);
Jamwra npy Puzuveckoil akTHBHOCTY — | WIT. (Npit HeoGXOAMMOCTR);
3oxumbl 21 TpyGok yeTpolicTs ans HHDy3IuH — 2 Wit (TpH
HeobxoanMocTH);

Kpsimxa Gatapeiinoro orcexa — 1 . (npn HeoGX0aHMOCTH);
Barapefixy menoytee — 2 wr. {npn HeoSxoanmocTn);
IRCIUTYATALMOHKAA AOKYMCHTOUMA,

0N

NSH@

IpunaanexsocT:

1. Tipuroxenne MiniMed Mobile, BapuasThl BCHONHEHHS:

- [Mpunoxenne ans Android

- Hpwroxenue ang iOS

2. INpunoxensie Carelink Connect, BAPUAKTH HCNONHCHHS:

- Mprnoxenue ans Android

- Tlpunoxenue anx iOS

3. Npunoxenne Medtronic Diabetes Updater, sapianTs! HCMOAHEHHA:

The MiniMed 740G Pump with accessories:
The MiniMed 740G Pump Kit:

The MiniMed 740G Pump - { pc;

Belt Clip - 1 pe (if necessary);
Activity Guard — 1 pc (if necessary);
Clamps — 2 pes (if necessary);

Battery cap — 1 pe (if necessary);
Alkaline batteries — 2 pcs (if necessary);
. Operation documentation.

MOV A LN

Accessoties:
1. MiniMed Mobile application, variants of execution:
- The application for Android;
- The application for iOS;
2. Carelink Connect application, variants of execution:
- The application for Android;
- The application for iOS;
3. Medtronic Diabetes Updater app, variaats of execution:
- The application for Android

- Ipunoxesme ans Android - The application for iOS
- Ipuncoxesmse ans i0S 4, Blue Adapter
4. USB apantep
Glossary
Taoccapnii Key term Additienal terms that may be found in
Ocnionnoll Tepynun JONOAHNTEALAGIE TEPMEHLL,  KOTOpMIe the IFU
MOTYT BCTPEUATLCA B HECTPYKUNN N0 ml\diniMed 740G | Pump, device, system, product
e L
Nounz  wncymwoeax |[lomna, yerpoficTpo, CHCTENR, HaAEHE Continuous glucose | Continuous glucose moaitoring (CGM)
MiniMed 740G monitoring (HMI')
Cucrena Henpepwporo |Cucrema  Henpeptipioro  monmropunra | || Blue Adapter Bluetooth adapter, adapter
MOHMTOPHHIA IOKOIM |Iaoxosu (CGM) Medtronic Diabetes | FOTA
(HMD) Updater app
USB ananrep Bluetooth adapter, ananrep
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2. TlepeyeHb W onucaHue
mMaTepuanos
MeaUUMHCKOr<5
u3nenusi, BCTynawLmx
B HENocpeACTBEHHbIN
UM  onocpefoBaHHbI
KOHTaKT C OpraHu3Mom
nauveHTa (Tenom
yenoseka) / List and
description of medical
device materials with
direct or indirect
contact  with the
patient's body (human
body)
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Momna nHcynmHosaa MiniMed 740G

Medtronic Diabetes FOTA
Unctei"egf.
iXehuib
MnactvHa Monukap6oHat/ABC
YnnotHuTeNbHoe KombLo — CUIMKOHOBBIN Kayuyk
Kopnyc Monvkap6oHaT/ABC

Kopnyc B coopke

l./

Monvkap6oHaT ¢ TBepabIM NOKPbITUEM

®duikcaTop Monvkap6oHaT

MNokpbITe, HXHASA YacTb. Kopnyc Monvkap6oHaT/ABC

Kpbliwka, G6arapes Monvkap6oHat/ABC Bayer

Kneii, onopa agurarensi

CbemHas 060/104Ka MonmnacTep ¢ akpu/ioBbIM Kieem

Monukap6oHaT
Kpacka
AKPWIOBbIN Kneli

Kpbiwka

JTKETKA C CEepWiiHbIM HOMEPOM  U3OENMst

AKPWIOBbINA KNei
HOBOTO MOKOJIEHWS

AKPWMIOBbINA KNei
Monnadwp

HaknagHoli rpachmuecknin anemeHT

Monndphopm nonnypetaH Y @

3aXuUM A1 KpenIeHuUsi NoMnbl

3aKnm 419 KpensieHns oMbl AueTasibHasa cvona

YO'OTBEPXKAAEMDIN aKPUIOBBIN KNei

[FHN icoHTaicTa [Mpogotmrre AL L | -

[NoBepxHOCTb,
KOXa

[NoBepxHOCT,
KoXa

[oBepxHOCT,
KoXa

[oBepxHOCT,
KOXa

[NoBepxHOCTb,
KoXa
[NoBepxHOCTb,
KOXa
[oBepxHOCTb,
KOXa

[NoBepXHOCTb.
KOoXa

[oBepxHOCTb,

[MoBepxHOCTb,
KOXa
[MoBepxHOCTb,
KOXa
[NoBepxHOCTb,
Koxa

[oBepXHOCTB,
KoXa

[oBepxHOCTb.
KoXa

NnocTosiHHbIN (6oriee 30 CyTOK) KOHTan
C HEMOBPEXAEHHON KOXeEN

NMOCTOSIHHbIN (601ee 30 CYTOK) KOHTaKT
C HEMOBPEXAEHHON KOXel
MOCTOSIHHbIN (601ee 30 CYTOK) KOHTaKT
C HEMNOBPEXAEHHON KOXel
NocTosiHHLIV (Boriee 30 CyTOK) KOHTaKT
C HEMOBPEXAEHHOW KOXEN
NOCTOSHHBI (6onee 30 CyTOK) KOHTaKT
C HEMNOBPEXAEHHOW KOXEN
MOCTOSIHHbIN (60/1ee 30 CYTOK) KOHTaKT
C HEMOBPEXAEHHON KOXeEN

nocTOAHHbIN (6oree 30 CYTOK) KOHTaKT
C HEMOBPEXIEHHOI KOXeEl

Incidental Contact (less than 24 hours)

NOCTOSIHHbIN (6051ee 30 CyTOK) KOHTaKT
C HEMOBPEXAEHHOW KOXel
NOCTOSHHbIN (6051ee 30 CYTOK) KOHTaKT
C HEMoBPEXAEHHON Koxel
NOCTOSAHHbIA  (6onee 30 cyTOK)
KOHTaKT C HENOBPEXAEHHON KOXEW

NOCTOSIHHbIN  (6onee 30 CyTOK)
KOHTaKT C HENOBPEXAEHHON KOXeli

3axuMbl gnsa TPY6OK YCTPONCTB AN MHAy3mmn. 3awmTa npy Gru3nyeckon akTUBHOCTU

3awmta  npM (OM3NYECKO  aKTVUBHOCTY

o ' Monvkap6oHat
3aknMbl 19 TPYOOK YCTPONCTB A5 MHADY3UK

Page 2 of 10
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[oBepxHOCT,
KoXa

NOCTOSIHHbIA  (6onee 30 CyTOK)
KOHTaKT C HEMOBPEXAEHHOIN KoXel
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KpbllWwka 6aTapeiiHoro otceka

[NoBepxHOCTb
K Monukap6oHaT/ aKpUIoHUTPWI-6 NeH-CTUPOn '
gg'l:lmg;HorO onnasok P P PUn-OyTaH P KoXa NocTosHHbIA  (Gonee 30 CyTOK)
on::fa YNioTHUTE NbHOE KOMbLO — CUIMKOHOBBIN Kayuyk MoBEPXHOCTb,  KOHTAKT C HEMOBPEXAEHHO KoXel
KoHTakT MepaHo-6epunveBslii crnas KoXa
USB agantep
Brewunsn CTOPORA A prnoHMTPA-6 VeH-CTMpON
USB o afanreoa p pun-oyTap P MoBEpPXHOCTb,  KPATKOBPEMEHHbIA KOHTaKT (MeHee 24
P KOHTaKT Metan LCP Gladd Fiber Filled UL94V. YepHbiii /laTyHb KOXa 4) C HEMoBPEXAEHHON KOXEl.
XonopHokaTaHas CTarb
Component ~art Number ateiial'type jConfiict Type Duration
The MiniMed 740G Pump
Belt Clip Plate Polycarbonate/ABS Surface, Skin
0-Ring Silicone Rubber Surface, Skin (indirect) Prolonged (ex s 24 hours, but
does not exceed 30 days)
Case Case Su emmbly Polycarbonate/ABS _
Surface, Skin
Polycarbonate with Hardcoat
. . Prolonged (exceeds 24 hours, bui
Retainer Polycarbonate Surface, Skin does ot exceed 30 days)
. Prolonged (exceeds 24 hours, bui
Case bottom cover Polycarbonate/ABS Surface. Skin does not exceed 30 days)
. Prolonged (exceeds 24 hours, but
Cover, battery Polycarbonate/ABS Surface, Skin does not exceed 30 davs)
. . . S Prolonged (exceeds 24 hours, but
Adhesive. Motor support UV acrylic adhesive Surface, Skin (indirect) does not exceed 30 davs)
Peel Coat Polyester with Acrylic Adhesive Surface, Skin (indirect) L:‘)‘if;”‘a' Contact (less than 24
Polycarbonate
Cover Inky Surface, Skin (indirect) Prolonged (exceeds 24 hours, but
(only for 3.0 mL version) . . ' does not exceed 30 days)
Acrylic Adhesive
Label Polyester Incidental Contact (less than 24

Acrvlic Adhesive

Acrylic Adhesive
Graphic Overlay

Polyester
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Surface, Skin (indirect) hours)

Incidental Contact (less than 24
hours)
Incidental Contact (less than 24
hours)

Surface, Skin (indirect)

Surface, Skin (indirect)



Belt Clip
pcte o Bt 0 [t o 30 o
Activity guard, clamp
Activity guard, clamp Clear polycarbonate (PC) |Surflce, Skin mg"w""g’:"gm buy
__ Battery cap
carbonate/ABS .
Cap Assy Cap r"" |S"'ﬁ'°°’ s Ihulonged (exceeds 24 hours, buf
P 0-Ring [Silicone Rubber | Skin (indi )Idoes not exceed 30 days)
Conta E Mium C ALL , Skin (indirect
Blue Adapter
Adapter i Plastic
iquid Filled Glass Polymer
[Blue Adapter Brass " [Surface, Skin [Short (less 24 hours)
[Contact ish
teel

HugopMauss 219 CYHKeP HA PYCCKOM SIMKe

Ynakoska roToBOrO H3ACAHA AN POCCHECKORO PLIHKA CONPOBOAKARETCA
nononuKTenhHol HaxneHxoil.

Ha taxoit paknefixe noaxna GuITh Hanevarana cheayoulas ungopmauus
(Mopanok caos K WIPRPT TEKCTA MOTYT OTAHYATLCA):

HAHMCHOBAHHE MCIHUKHCKONO HIAC/IHS HA PYCCKOM ABHIKE;
HAHMEHOBAHHE NPOHIBOAHTEIIA;

CTpaua NPOHCXOKICHAA,

wxon UPN (yamanssbii xoa mapeans);

x0A CFN (xmuenrcxuil nosep);

AT H HOMEP PEIUCTPALKOHHOND YAOCTOBEPEHHS,
OTMETKA O COOTBETCTRNN POCCHHCKNM CTAHOAPTAM;

NIPEIYNPEAKAAIOUIHE, HHOOPMAUNOHHEIE CHMBOABI H NPEANHCARNA
{ccnu npHMeHnMO).

O0pasen CTHKepa:

HanmeronaHne MEONUBHCEINO HITEAHA
TIpomasoawTens: Kon UPN
Crpana NpOHCXOXASHNA: Koa CFN

Information in Russian sticker

The final packaging for the Russisn market is accompanied with
The following information should be printed on the Russian-language
sticker (word order and text font may vary):

Name of medical device in Russian language;

Name of the manufacturer;

Country of origin;

Code UPN (unique product number);

Code CFN {customer facing number);

Date and number of Registration Certificate;

Sign of conformity in Russia;

Waming and informing symbols and inscriptions (if
applicable).

Sample of the sticker:
Name of medical device
| Manufancturer: Code UPN

Country of origin: Code CFN
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YNOMHOMOYEHHbIN NpeacTaBuTe b NPOVU3BOAMTENS: Manufacturer’s authorized representative:

PernctpauunoHHoe yaoctosepeHue Ne oT Registration Certificate Ne oT

[Jata npounssoactea/ cepus/ Cwm. MHCTpYyKL IO no Date of SeelFU

ucnosb3osartb 0. CM. Ha MPUMEHEHNIO; manuf../Lot/UBD: See See packaging symbols
ynakoske CM. CMMBO/Ibl HA YNakoBKe on pack

CBSXMTECb C pervoHasibHbIM MNpeAcTaBUTENLCTBOM KomnaHnum Medtronic Contact your local Medtronic support representative for information
ONs NoNyyYeHua UHGopMaLMM O Had/exauleit ytunusaumm mHcynuHosoi on the proper disposal of the MiniMed 740G insulin pump. Always
nomnsl MiniMed 740G. Bcerga cobntogaiite mecTHoe 3akoHogaTensctso 1 follow local laws and regulations for the disposal o f medical devices.
NOSIOXEHUS B OTHOLLUEHUN YTUN3ALUN MeANLUHCKNX N3aeNnid. Medical waste class: I

Knacc meguuymHckmnx otxogos: I

3. Mopsaok it ycnosus
yTuaMsauum
YHUUYTOXEHUSA
MeANLUNHCKOTo
n3genusa / Procedure
and conditions for the
disposal or destruction
of a medical device

4. Knacc B 3aBUCMMOCTU
OT NOTEHLUMaNbHOro
pucka npumMeHeHns

OpraH 34paBooxpaHeHus, cTpaHa / Knacc pucka / Class Ccbinkal/Citation OokymeHT/Document

Health Authority, Country

MeaMNLMNHCKOTO
M3Apénljm B EBponelickas komuccus, EC / Class Ilb 93/42/EEC ¢ BHECEHHbIMMN Ovpektnsa EC no meanumHckve nsgenus /
COOTBET(,:TBVIVI c European Commission, EU nonpaskamu / 93/42/EEC Medical Device Directive
HOMEHKNaTypHoi MuHucTepcTBO 34paBooxXpaHeHus, 26 Mprkaz M3 P® K» 4H oT Mpuka3z M3 P® Ne 4H o1 06.06.2012 /

P® /Ministry of Health, Russia 06.06.2012 / Russian MOH Russian MOH Order Ne 4n dated

knaccudmkaumei /
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Class risk depending Order Ne 4n dated 06.06.2012

on the potential risk of 06.06.2012

a medical product, in

accordance with the

nomenclature

5. [lepeyeHb VaeHTudukatop HassaHue Standard ID Title

HaLMOHa/IbHbIX "

Maei;;,g;omb,x cTanaapr _ BSIBSENISO 13485.  Medical Devices - Quality
BSENISO 13485: M3penvnsa meguunHckme. CUCTeMbl MEHEIKMEHTA 2016 management systems requirements

HOPMATMBHBIX 2016 KayecTBa. TpebosaHus ons uenei for regulatory purposes

AOKYMEHTOB / perynupoBaHnus (ISO 13485:2016). . ) . )

CTaHAApTOB, KOTOPbLIM BSI BSENISO 14155: Clinical investigation o f medical

COOTBETCTBYET 2011 devices for human subjects - Good

MeAuLMHCKoe usgenunel IileSEiOlElN ISO  Knmhudeckwe  mccnepoBanus ""He-“-””-”HCK"'X clinical practice (ISO 14155:2011)

; i : wigenvii  ana mogei - agnexauas ) ) L
H::r'r:itioofn”aﬁ“ona' and (MAECKan NpaKTAKa (ISO 14155:2011) BSI BS EN ISO 14971:  Medical Devices - Application of
2012 risk management to medical devices

regulatory BSENISO 14971; M3pennsa MenUMHCKMe. MpymeHeHne

documents / 2012 MeHeXMeHTa pucka K MegULNHCKUM U3aennam

standards, which



matches
device
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medical

BSENISO 10993-
1:2009/C:2010

ISO 10993-1:2018

BSEN ISO 10993-
5:2009

BSEN ISO 10993-
10:2013

BSENISO 10993-
12:2012

BS EN ISO 10993-
17: 2009

BSEN ISO 10993-
18: 2009

BS EN 60601-
1:2006/ +Al:
2013

BSEN 60601-1-2:
2015

OueHka 61onornyeckoro nelicteus
MeauunHCKnX wunsgenuii. Yacte 1 OueHka u
nccnefoBaHUs B paMkax cuCTeMbl MeEHeMKMeHTa
puckoB: WNCIP: 31 wnwonga 2010 r., CMP. 30
HosA6pa 2010 r. (ISO 10993-1:2009).

OueHka 610/10rM4YecKoro fevictBus
MeLULUMHCKMX un3genuin. Yacte 1. OueHka u
nccnefoBaHUs B pamkax npouecca MeHexXMeHTa
PUCKOB.

OueHka 610/10rM4Yeckoro aelicteus
MeanUMHCKMX nsgenunin. Yactb 5. ViccnepoBaHus
Ha  LUMTOTOKCMYHOCTb:  MeToAbl in  vitro
(ISO 10993-5:2009).

OueHka 6nonornyeckoro fevicTBus
MeANLNHCKUX n3genuii. YacTtb 10.
VMccneposanusa pasgpaxatoLiero n

ceHcmbunmaunpyrwero pelictema (ISO  10993-
10:2010).

OueHka 61os10rnyeckoro fevictBus
MeANLUHCKUX n3genwii. Yactb 12.
MpurotoBsieHne Npob M KOHTPOJ/IbHbIE 06pasLbl
(ISO 10993-12:2012).

OueHka 610/10rM4ecKoro feiictBus
MeaULUMUHCKNX n3genuii. YacTtb 17.
YcTaHOBNEeHWe  MNOPOroBbIX  3HAYEHUn  AnA
BbIMblBaeMbIx BellecTs (ISO 10993-17:2002).

OueHka 6uonornyeckoro JeiictBus
MeANLNHCKUX n3aenvia. YacTb 18.
Vccnepnosanue XNMUYECKNX CBOWCTB

marepuasios (ISO 10993-18:2005).

M3penvs meguunHckmne anektpuyeckue. Yacts 1
O6wpme TpeboBaHUSI K 6e30MacHOCTU C y4yeToM
OCHOBHbIX (DYHKLUWOHAJ/IbHbIX XapakTepuUCTUK.
(IEC 60601-1:2012).

M3penva mepuvumHCKMe anekTpuyeckme. Yactb
2. O6wwne TpeboBaHua 6Ge3onacHOCTM C
y4yeTom OCHOBHbIX YHKUUOHANbHbIX

Page 6 of 10
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BSIBSENISO 10993-1:
2009/0:2010

ISO 10993-1:2018

BSIBSENISO 10993-5:
2009

BSI BSEN ISO 10993-
10:2013

BSI BS EN ISO 10993-
12:2012

BSIBSEN ISO 10993-
17: 2009

BSI BS EN ISO 10993-
18: 2009

BSI BSEN 60601-1
2006/+A 1:2013

BSI BSEN 60601-1-2:
2015

Biological evaluation of medical
devices Part |: Evaluation and
testing within a risk management
process - CORK: July 31,2010;
CORK: November 30, 2010

Biological evaluation of medical
devices Part 1: Evaluation and
testing within arisk management
process

Biological evaluation o f medical
devices - Part 5: Tests for in vitro
cytotoxicity

Biological evaluation of medical
devices - Part 10: Tests for irritation
and skin sensitization

Biological evaluation o f medical
devices- Part 12: Sample
preparation and reference materials

Biological evaluation o f medical
devices- Part 17: Establishment of
allowable limits for teachable
substances

Biological evaluation o f medical
devices- Part 18: Chemical
characterization o f materials

Medical electrical equipment - Part
1: General requirements for basic
safety and essential performance
(IEC 60601 -1:2005/A1:2012)

Medical electrical equipment - Part
1-2: General requirements for safety
- Collateral standard:
Electromagnetic compatibility -
Requirements and tests (IEC 60601 -
1-2:2007)



xapaxkrepucTnk, [lapaqnencHbii cTanzapr.
SnexrpomaruuTHan COBMECTHMOCTb.
Tpebosanns u  wenwranua  (IEC 60601-1-
2:2018).

BS EN 60601-1-6:
2010

Hanenna MeanunHckHe nexmpwuecxue. Yacm
1-6. Ob6une TpeOosanns 6e30NACHOCTH ¢
yUETOM OCHOBHBIX DYHKUHOHANBHBIX
xapaxTepucTHK. JononkuTensuuil
SxcinyaTannoHsas nprroatocts (IEC 60601- I-
6:2010).

BS! BS EN 60601-1-6:
2010

Medical Electrical Equipment - Part
1 -6: General Requirements for
basic safety and essential
performance - Collateral standard:
Usability

BS EN 60601-1-8:
2007/ C:2010

Hanenna MensuMHCKNE IREKTpHueckne. Yacts
1-8. OSwme TpeSosannn GezonackocTn. Obwme
TpebosaHun, MCMHITANHA M PYKOBOASINME
YKA3aHRA no APHMEHERHIO CHCTEM
CHTHANH3ALMK MEAHLUHHCKNX  FNEKTPHUECKHX
H3ZCAHN H MEAULIMHCKHX INEKTPHUECKHX CHCTEM
(IEC 60601-1-8:2007).

BSI BS EN 60601-1-8:
2007/C:2010

Medical Electrical Equipment - Part
1 -8: General Requirements for
basic safety and essential
performance - Collateral standard:
General requirements, test and
guidance for alarm systems in
medical electrical equipment and
medical electrical systems

BS EN 60601-1-
10: 2008

Hanenna meanunnckue anextprseckwe. Yacts |-
10. Obwme rpefosanns GeIONACHOCTH C YYCTOM
OCHOBHEIX QYNKUNONAILHBIX XAPAKTEPHCTHK.
Dononuntensnniit craunspr. TpeGosamma «x
paspaboTxe KOHTPOANEPOR ¢ PusHONOrHUecKOH
obpatnoti ceazbio (IEC 60601-1-10:2008).

BSI BS EN 60601-1-10:

2008

Medical electrical equipment - Part
1-10: General requirements for basic
safety and essential performance -
Collateral Standard: Requirements
for the development of physiologic
closed-loop controllers

BS EN 60601-1-
11: 2010

Hanenua menwumnckwe snextpuaeckue. Yacms
1-11. OGuume Ttpeboranma GeronacHocTn ¢
y4cTOM OCHOBHbLIX DYHKUHOHARMHBIX
xapaxrepucTHK. JlononwnTenbHMit  cranaapr.
TpeGoBanns K MCIHUHHCKOMY OBOPYAOBAHWIO W
CHCTENAM, WHCROMLYEMLIM AN%  yXoaa 38
GonbHeiMK B gomawset cpeae (IEC 60601-1-
11:2010).

BSI BS EN 60601-1-11:

2010

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 home healthcare environment

BSI BS EN 60601-2-24;

1998

Medical Electrical Equipment- Part
2-24; Particular Requirements for
the Safety of Infusion Pumps and
Controllers

BS EN 60601-2-
24: 2015

Hanenusa seaduuHckHe snexTpiueckne. Yacts
2-24. Yactume TtpeGosanua Gezonachoctdt ©
yyerom OCHOBHMX SYyHXUBORANBHEIX
XapaKTEPHCTHK X HAcOCAM H
undysnounuim (IEC 60601-2-24:2012).

BSI BS EN
60601-2-24: 2015

Medical Electrical Equipment- Part
2-24: Particular Requirements for
the Safety of Infusion Pumps and
Controllers (IEC60601-2-24:2012)

BSI BS EN 62304:
2006/C:2015

Medical device software — Software
life-cycle processes
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BSI BS EN 62366: 2008

Medical devices — Application of
usability enginecsing to medical
devices

BS EN 62366-1: 2015

Medical devices — Part 1:
Application of usability enginecring
to medical devices

BSI BS EN 1041:
2008/A1: 2013

Infonnation supplied by the
manufacturer of medical devices

ASTM D4169: 2016

Standard Practice for Performance
Testing of Shipping Containers and
Systems

IEC 60529:2013

Degrees of Protection provided by
enclosures (IP Code)

BSI BS EN 62479: 2010

Assessment of the compliance of
low power electronic and electrical
equipment with the basic restrictions
related to human exposure to
electromagnetic fields (10 MHz to
300 GHz)

ETSI EN 300 328:2019
v222

Wideband transmissien systems;
Data transmission equipment
operating in the 2,4 GHz band;
Harmonised Standard for access to
radio spectrum

BSI BS EN 62304:| TlporpamMmuoe ofecnieyenne  MEMMUNHCKHX

2006/C:2015 wnenndi.  Tlpoueccts  XHM3HEHHOINO  UWKNA
nporpaMMioro ofecnescnua {IEC 62304:2015),

BSIBS EN 62366:| Meanumnckie wiaenus -  [Ipumenenue

2008 I0320HANTH-HIDKCHEPHH K MEAHUHHCKHM
H3DCHAM

BS EN 62366-1:| Meavumnckue Hagenna - Yacts 1: [pumenenne

2015 10320 HINTH-HHXCHEPHY K MCOHLHHCKHM
H3OCNHAM

BS1 BS EN 1041:| Hndopmauss, ApeaocTasnaeMan

2008/A1: 2013 NMPOM3BOAHTENEM MEAHUWHCKHX H3ACAHH

IEC 60529:2013 Creness 38HTH, 00eCNIETHBACMbIE KOPMYCBMH
{xon IP)

BSIBS EN62479:1 OucHxa COOTBETCTBHA  INCKTPOHHOTO M

2010 INEKTPNYECKOTD ofopyaosanun manof
MOLIHOCTH OCHOBHBIM OTPAHHYCHRAM,
CEMAHHLIM ¢ BOABCHCTRHEM HTHBIX
nonefi Ha wenosexa (ot 10 MI'y zo 300 ITu)

ETSI EN 300 328| Cucremu IHPOKOTONOCHOH nepeaadn.

v2.2.2: 2019 OGopynosanne JUIA  Mepenat¥  DARMBIX,
paforaiomee 8 auanasose ISM 24 ITw;
FapMOHHIMPOBEHHEIA CTAHAAPT AMA AOCTYNA K
PAIHOIACTOTHOMY CTIEKTPY.

ETS! EN 300 328| 1lInpoxonoNOCHHE CHCTEMM NEPEAAYH BAHHEIX;

v2.1.1: 2016 ofopyRoBaHKE NN NCPCOAYA  AAHHEIX,
paboraiomee & auanmasone ISM 24 ITu u
HCMOALIYIOLEE  METOAM  WHPOKONONOCHOIR
MOIYNALHH

ETSIEN 301 489-| J3nekrpoMarduTHas COBMECTHMOCTS H

1 Bep. 2.1.1:2017

PAOMOYECTOTHEI CNEKTP. JNCKTPOMArHHTHAR
COBMECTHMOCTD TEXHHUECKHX cpeacTs
pannoceasn. UHacts 1. O6mme Texmudeckme

TpeSoBanna.

ETSILEN 300 328:2016
v2.1.1

Wideband transmission systems;
Data transmission equipment
operating in the 2.4 GHz 1SM band
and using wide band modulation
techniques

ETSI EN 301 489-
17 eep. 3.1.1: 2017

CosMecTHMOCTS TEXHHUYECKHX cpeacTs
MEKTpOMArHnTHaR. TexHuueckue cpeacrsa
paanoceasi. Yacte 17. Yactume TpeGosauns k

ETSI1 EN 301 489-1:2017
v2.1.1

Electromagnetic compatibility and
Radio spectrum Matters (ERM);
Electro Magnetic Compatibility
(EMC) standard for radio equipment
and services; Part 1: Common
technical requirements —

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3akoH 0 paguo
AnoHun (JRL)
YBepgomneHne 88:
2017

RSS-247:2015

Pa3zgen 47 Csopga
hepepasibHbIX
HOPMaTMBHbIX
aKToB CWA,
yactb 15,2011 r.

RTCA
00-1600:2010

AAMI
2017

T1R69:

PykoBogcTBo
MexayHapogHoi
KOH(pbepeHLun Mo
rapMoHu3aLmm
Q5C

PykosoacTBo
MexayHapoaHoli
KOHpepeHUMn Mo
rapMoHusaLmum
QlE

dapmakones
CWA <625>

060pyA0BaHMI0  LUMPOKOMOJIOCHLIX  CUCTEM
nepeaauu.

MocTaHoBneHne ) noATBEPXAEHUN
COOTBETCTBMSI  TEXHWYECKUM  persiameHTam
yKa3aHHOro paMoo6opya0BaHus.
ManioMOLLHble  HEeNMUEH3Npyemble  U3aenus
paauocssam (ce  AuanasoHbl yacTor):

obopygoBaHue kateropum |.
PAOVNOYACTOTHbLIE NPUNBOPLI

YcnoBusi okpyxatoleii cpegbl M npouegypa

npoBeAeHNst  WUCMbITaHWA AN 6oOpPTOBOrO
obopypoBaHus.

YnpaBeneHuve puckamu B obnactu
COBMECTMMOCTH pagmoYacToTHbIX
6ecnpoBOAHbIX ~ MEAWUMHCKUX — u3genuii  u
cucTem.

KauecTBo 6MOTEXHOMOTMYECKUX MpenapaTos:
M3yyeHre cTabuibHOCTN BUOTEXHOTOrnYecKnx /
610N0rNYECKNX fIeKapCTBEHHbIX NpenapaToB
(HOA6pb 1995 r.).

OueHKa flaHHbIX 0 cTabunbHOCTK (MIOHL 2004 1.).

O6uwasa crtatbsa ®apmakonen CLUA <625>,
Mpo3payHoCTb U CTeMneHb  onaslecueHuun
xXungkocten, Tom 26 (6), HosiI6pb-Aekabpb 2000
r., cTp. 1616.
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ETS1 EN 301 489-
17:2017v3.11

Japanese Radio Law
(JRL) Notice 88:2017

RSS-247:2015

47 CFRPart 15: 2011

RTCA IX)-160G: 2010

AAMI TIR69: 2017

ICH Guideline Q5C

ICH Guideline QIE

USP Pharmacopeial
Forum General Chapter
<625>

USP Pharmacopeial
Forum General Chapter
<627>

Electro Magnetic Compatibility
(EMC) standard for radio
equipment; Part 17: Specific
conditions for Broadband Data
Transmission Systems

Ordinance Concerning Technical
Regulations Conformity
Certification of Specified Radio
Equipment

Low-power License-exempt Radio
communication Devices (All
Frequency Bands): Category |
Equipment

RADIO FREQUENCY DEVICES

Environmental Conditions and Test
Procedures for Airborne Equipment

Risk Management o f Radio-
Frequency Wireless Coexistence for
Medical Devices and Systems

Quality of Biotechnological
Products: Stability Testing of
Biotechnological/Biological
Products (November 1995)

Evaluation for Stability Data” (June
2004)

Clarity and Degree o f Opalescence
of Liquids, Vol. 26 (6), Nov-Dec
2000, page 1616

USP Pharmacopeial Forum General
Chapter <627>Degrce of Color of

Liquid, Vol 26 (6), Nov-Dec 2000,
page 1617



2

dapmaxones
CUIA <627>

O6was cramea Gapmaxonen CHIA <627>,
Crenens oxpackn xuaxocTefl, Tom 26 (6),
Hox6pur—pexabps 2000 1, c1p. 1617,

6. Cnymﬁa paﬁo'm c
kanentauy / Customer
Service

Tlo mcem Bempocam, BKTIONAR WAROGL! %A MPOAYKUMND, DEMOHT o
Texobcayxnunaune, ofpamarscs x Yuonsomoueunomy [pencrasureno
» Poccuitckoil @eacpanun:

000 «Mexrpeuni»
123112, r. Mocxsa, [Tpecuenckas na6., a.10, 9 »r., nom. [11, xom. 41
Ten.; +7-495-580-73-77, daxc: +7-495-580-73-78,

wwwomedtronic.ru

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Coutact for all questions, including complaints, repair and service
of medical devices the Authorized Represeatative in Russia:

Medtrenie, LLC

123112, Moscow, Presnenskaya Naberezhnaya., h. 10, fl. 9, pom. IlI,
ap.dl

Tel.: +7-495-580-73-77, Fax: +7-495-580-73-78,

yoww,medtronic.ru
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Medtronic

18000 deponmmp Crput

Hoprpuk, Kanudophus, 91325 CILIA
www.medtronic.com

Ten.: 818-576-5211

YAOCTOBEPSIOLAA HAOITUCH

Kax oTsercTBeHBuit unen «Mearponux MuanMea», HACTORINMM f NOATBEPAXAAI0, YTO
[Tpanoxenne k UMM, npunaraemoe x HactoAieMy JOKYMEHTY, SBJISETCH AOCTOBEPHOR H TOTHOMH

KonuedH.
Katpnn Poxac <nodnucano>
Crapmu#t cneumanucT oTAena HOPMATHBHO- TNoanuch

(] TIPABOBOTO PETYIMPOBAHHS

Horapryc rau coTpyAHHK, 3aN0MHAIONMIT AanHbl cepTH(HAKAT, YIOCTOREPIET TOIBKO
JIHTHOCTH NOMHUCAHTA JOKYMCHTA, K KOTOPOMY MPHUNIAraerca CepTHOHKAT, HO HE BEPHOCTD,
TOYHOCTE H ACHCTBHTENBHOCTD CAMOT0 IOKYMEHTA.

Ilitar Kamndopams
Ot 15 nonbpn 2021 2. KO MHe, Pamew Maneanu, nomapuycy
(nara) . (scraputs PHO M KOMKHOCTD

JOIDKHOCTHOTO JINI[A)

maao obpatunack Kompun Poxac, NHYHOCTP KOTOpOH Oblla YCTaHOBNCHA Ha OCHOBAHHH

yOeAUTERLHOTO OXA3ATENLCTRA KAK JIMNA, Yh¢ HMA MOCTABNCHO NOJ HACTOAIIMM AOKYMCHTOM, H
‘ NOATBEPHAA MHE, YTO OHA NOATHCANA €F0 B CHIIy HMEIOMMXCA Y HEC MONHOMOYRI H 9TO TaKHM
06pa3oM No ee NOMTHCH Ha JOKYMEHTE PHIHYECKOE HITH I0PHAHYECKOE JIHII0, OT HMCHHA KOTOPOro
OHA BLICTYNAeT, MOANHcano mpunaracMbifi moxyment. S ymocroeepsio [IOJ] CTPAXOM
HAKA3AHHA 3A JDKECBUAETENLCTBO, cornacho 3akonamM mrara KamudopHus, uto
BHIIEyKa3aHHsf afiall ABNSCTCE TOYHBLIM M BEPHBIM.

YAOCTOBEPAIO ceoeit noaAnuCHo H opHUHANBHOR NEHaTHIO.
MNoamuce: <npdnucano> (Ileuars)
- PAMEII MAHBAHH
' JIMLIEH3MA Ne 2232912
HOTAPUYC - KAJINQOPHHUA
OKPYT BEHTYPA
Cpok aelicTua Monx nonHoMmousnit uerekaer 26 MAPTA 2022 rona

[lepenox ¢ aHrnmMiickoro A3bIKa HA PYCCKHi 136K BHIIONHCH NEPEBOATHKOM MCKYCHRIX
JaHTpHEM AnexcaHApoBUYEM
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Poccuiickana ®epepayuns
Mopog MockBa
[BafuaTb 4YeTBEPTOro HoAbGPA ABe ThbiCAYM ABajuaTb NepBOro roga

A, Cwnpgopos Kwupunn EBreHoeBuy, HoTapuyc ropoga MoOCKBbI, CBUAETENbCTBYHO
NOASIMHHOCTL MOAMUCK NepeBogymKa VIcKycHbIX OMnTpua AnekcaHgposuya.

Mognwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnucaBLLEero JOKYMEHT YCTaHOB/EHA.

77/519-H/K-2021-168-418.

leHune H(\TapranbHoro geicteus; 400 py6. 00 kon.

K.E.Cngopos

MpowHypoBaHo, 5|KOHyMepoBaby3 1 CKpensieHo Y*yaTbio 12 (4BeHaAuaTb) NCTOB.

K.E.Cngopos
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