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Medtronic

HiniMed

Diabetes Suslness Unit
18000 DevcnsWre Street
Northridge,CA91S25 USA
WWW.» ledtronic.cem
Td818-5"/8'4tt4

ato statign statement

As a responsible iiiember of Medtronic MiniMed, | liereby attest that | believe
the Instructions for use, attached herein, to be a tnie and accurate copy.

fiday Bhagavaliila 3
Regulatory Affairs Specialist - EMBA Signature

A notary public or oitici officer eompleling this certificate verifies only the identity of the
individunl who .signed the document to which thi.s certificate is attached, and not the
truthfulness, accuracy, or validity of that docsmient

State of California

County of fesfiS
before me.
(tlate) {insert name and title of the officer)
personaliy appeared -tibfiM UVIAT e ,who proved to me on the

basis of satisfactory evidence to be the personls) vwiose namejs) 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
balialfofwhich the perKon(s) acted, executed the instrument, tcertify under PENALTY OF PERJURY
underthe laws ofthe State of California that the foregoing paragraph istrue and correct.

v (111,
WITNESS mv hand and offidal seal.

Signature
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[MepeBog ¢ aHrNCKOro A3blka Ha pyCCKUid A3bIK]

81189 NparkgaHCKOro Kogekca

HoTapuyc unm WHOe [O/MKHOCTHOE NNLLO, 3amofIHALLee AaHHOE YAOCTOBEPEHWE, MOATBEPXKAAET TOMbKO
NINYHOCTb /U@, MOAMNWCABLLErO [JOKYMEHT, K KOTOPOMY MpuiaraeTcs HacTosillee YAOCTOBEpPEHWEe, M He
yA0CTOBEPSET BEPHOCTb, TOYHOCTb UM AECTBUTENBHOCTb ynomsanyToro AOKYMEHTA

LTar KanndgopHus
3 TOYHOE MecTo

Okpyr Jloc-AHpp>Kenec )

31 mas 2013r. Ko MHe. Kpuctoepy AnekcaHapy bapaanecy
fata UMSA 1 [OMKHOCTL AO/MKHOCTHOIO LA

JINYHO ABUIICA Ypai Cangunua barasatyna

YHNBEPCAJIbHOE HOTAPUAJ/IbHOE YAOCTOBEPEHVE WUTATA KAJTNM®OPHNA

M NOATBEPAMN MHE Ha OCHOBAHWMM [AOCTATOYHbIX AO0KA3aTeNbCTB, YTO OH SBMSIETCS NMLOM, Ybs MOAMUCH
MpOCTaB/eHa Na YKa3aHHOM [OKYMEeHTe, a Takke 4YTO OH MOAMUCan YKa3aHHbIA [JOKYMEHT B KauyecTBe
MPaBOMOYHOIO NKLUA, ¥ YTO ero MOAMNMCb Ha YKasaHHOM [OKYMEHTe 03HauyaeT, UTO YKasaHHbI/A [OKYMEHT
NOANMUCaH PU3NYECKUM UMK HOPUANYECKUM IMLOM, OT MMEHI KOTOPOro fe/iCTBOBaNO YKasaHHOE L.

A ypoctosepato, nog CTPAXOM HAKA3SAHUA 3A JDKECBUAETEJ/IBCTBO, B COOTBETCTBMM C
3aKoHOAaTe/IbcTBOM LTaTa KanudopHus, UTo N3N0XEHHOE BbilLie ABISETCA TOYHLIM M BEPHbLIM.

[MeyaTb HoOTapuyca] CKPEMJIEHO nopnuckto
oruManbHOM nevarbto.

Mognucek: /nognuce/

Moanuck HoTapuyca
MocTaBWUTL HOTapUaNbHYHO Meyath Bbllle

CBEAEHNA, YKA3BLIBAEMbBIE MO BbIBEOPY
HecmoTps Ha TO, YTO CBEfieHNs, YKa3blBaeMble B JAHHOM pasjerne, He ABNAITCA 0083aTeNbHbIMU, OHU
MOTYT NPejoTBPaTUTb U3MEHEHWe UK NOMbITKA NOBTOPHOIO NPUNOXKEHUS AaHHOro 61aHKa K ApyroMy
[LOKYMEHTY B MOLUEHHUYECKUNX LIENsX.

XapakTepucTmkKa npuiaraemoro JoKymMeHTa
HassaHvie nnv TMn JOKyMeHTa:
JaTa fokyMeHTa:
Kon-Bo cTpaHuL:
JononHuTtenbHbIe nognucasLUnecs nuua:
JomKHOCTHOe MnonoxXeHne, ykasaHHoe NognucasLwimmes nnuom
Vma nognuvcasLueroca nuua: Vms nognucasLierocs nuua
O JomKHOCTHOE MU0 Kopriopaumm - JomXkHOCTb: O Jo/MmKHOCTHOE NNLL0 Kopnopaunun - Jo/mKHOCTb:

O MapTHep- N C OrpaHNYeHHOI OTBETCTBEHHOCTLIO [ [MapTHep- [1C OrpaHUUYeHHO OTBETCTBEHHOCTbIO

(] NONHbINA O NONHbIN

O dusmnyeckoe 1muo O dusmyeckoe nnuo

O [loBepeHHOE NNLL0 O [loBepeHHOE L0

0O joBepuTe/bHbIA COBCTBEHHUK 0O JoBepuTenbHbIN COBCTBEHHNK

N 3aKOHHbI NpeacTaBuTENb [0 3aKOHHbIA NpeLcTaBuTeb

O Mpovyee: O Mpouyee:

MoanucasLueecs ML NpeACTaBseT UHTEPECh!: MoanucasLUeecs L0 NpeACTaBNAeT UHTEPeCh:

02016 HaumoHanbHas accoumauma Hotapuycos » www.NalionalNolarv.or» ¢ 1-800-US NOTARY (1-800-876- 6827)
Mo3unuma Ne 5907
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[Ha 6naHke komnaHun «MegTpoHUK MuHMen»]

«MeaTtpoHuk» (Medtronic)
«MuHnMep» (MiniMed)
BusHec-nogpasgenexHme «unaber»
18000 AesoHwunp CTput

Hoptpuax, KanudopHus 91325, CLUA
(18000 Devonshire Street

Northridge, CA 91325 USA)
www.medtronic.com

Ten.: 818-576-4754

YAOCTOBEPEHWNE MOATMHHOCTW

BbicTynas B KayecTBe OTBETCTBEHHOMO AO/MHKHOCTHOrO NnUa KoMnaHum «MeaTpoHnK MunnMepg»,
A HaCTOAWMM 3asBNAK0, YTO HMDKECNeaywmin AOKYMeHT «VHCTPYKUMA N0 MNPUMEHEHUHO»
ABNIAETCS BEPHOW Y TOYHOW KOMUeil.

Y naii BaraBatyna Inognuce/
CrneynanncT no HOPMAaTWBHO-MNPaBOBOMY PEryNNPOBAHWMIO - PErvoH
Espona, bavxHuii Boctok, Adpuka (EMEA) Mognuce

Mpy  O(hOPMNEHUM HACTOSLLErNO Y/AOCTOBEPEHMSt HOTApUMyC WM WHOE [AOMXHOCTHOE ULO
Y[0CTOBEPSIET TONMbKO NMYHOCTb (DU3NYECKOro /ML, MOAMNMCABLUEro AOKYMEHT, K KOTOPOMY
MpWnaraeTcs HacTosllee YAOCTOBEPEHNE, a He JOCTOBEPHOCTb, TOYHOCTb UNN AENCTBUTENBHOCTb
[OKYMEHTa.

LLTaT KanudopHua Okpyr JToc-AHg>Kenec
31 mad 2018 r. Ko MHe, KpucToepy AnekcaHapy bapganecy.

(pata) (MMS 1 [OMKHOCTbL 3aBEPSIOLLIErO)
nvyHo siBunca Ypan Cangunua baraBaTyna v MOATBEPAWMST MHE HAa OCHOBaHMM [0OCTaTOUHbIX
[l0Ka3aTeNbCTB, YTO OH ABNAETCA NNLLOM, UYba MOANUCL NPOCTaB/EHA HA NPUNOXEHHOM AOKYMEHTE,
a TaKXXe, YTO OH nognucan ykasaHHblii JOKyMeHT. A ygocTtoBepsto nog CTPAXOM HAKA3AHWA
3A JDKECBUAETE/NIBCTBO B COOTBETCTBUM C 3aKOHOAATENbCTBOM LWTata KanuopHus, 4to
BbILLEN3/I0XKEHHAA UH(OPMaLMA ABNAETCA BEPHOWN N TOUHOMN.

B CBMAETE/NBECTBO YUEEO nocTtaBneHa Mosi COOGCTBEHHOpPY4YHas MOANUCL U OgmuManbHas

rneyarb.
Mognuce /nognuck/ (Meyatsb) [MeyaTb HOTapuyca]

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MepeBoj faHHOrO TeKcTa cAenaH MHOM, NepeBofYNKOM [MainBOPOHCKNM ANleKCaHpoM
AnekcaHgpoBuyem.

MOAMUCH

Poccuiickas degepaums
Mopos Mocksa
[BajuaThb WecTOoro gekabpa [Ase ThbiCAYN BOCEMHALATOe

[ Axumos 'ne6 Boprcosuy, HoTapuyc ropoga Mocksbl, ceng Te(iwnw)p'rogn0un b NOA,
nepesoaunKka MainBoOpoOHCKOro AnekcaHapa AnekcaHaposmya.

Moanvck caenaHa B MOEM NMPUCY TCTBUN.

JlnuHoCTb MofnucasLLEro AOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: Ne Ne 77/09-H/77-2018-
B3bickaHO rocyaapcTBeHHO nowwnmHbl(no Tapudy): 100pyo.
YnnayeHo 3a oKasaHue yCiyr NpaBoBoro M TexHnyeckoro xapakTepa: 200 py6.

NoAMUCH

r.6. AKnumos

MepboBas nevyaTb
HOTapuyca r.MockBsbl
Aknmosa I".B

Bcero npolwHypoBaHo, NPoHYMepoBaHO
M CKpenneHo neyaTbld  ~  mcT(a)(oB)

HoTapuyc

MoAMUCH

Poccuiickas ®epepauns
[opog Mocksa
[Baguarh WecToro fekabpa [se TbiCAYM BOCEMHAALATOrO roja
A, AkumoB Mne6 Boprcosuy, HoTapuyc ropoga MockBsbl |
CBWAETENbCTBYIO BEPHOCTb KOMUW C NPeSCTaBNeHHOro MHe [IOKYMeHTa.
CTpaHuupl ¢ 1 1o 4 npeAcTaseHHOro fJOKyMeHTa SIB/IIOTCA KOMUAMM.

3aperucTpupoBaHo B peecTpe; Ks Ne 77/09-H/77-2018-
B3bICKaHO rocyAapCTBEHHON NoLnHbI (N0 Tapudy): PY®
YnnayeHo 3a WiwalNE5®15?«*"a[0BOro 1 TEXHNYECKOro Xapakrepa:

py6.

AKNMOB

BaHO, CKpPen/ieHo

HoTtapuy!
AKVMOB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Medtronic Mnir.UO

Medtronic e o

www.medtronic.com

ATTESTATION STATEMENT

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

Uday Bhagavatula
International RA Specialist - EMEA Signature

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 ofthat
document

State of California
County of Los Angeles

On W ¥y T-C*"before me, bi
(date) (Insert name and title of the officer)
Personally appeared t* M who provide to me on the basis of satisfactory evidence

to be the person(s) whose name(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 behalf of which the person(s) acted, executed the instrument. | certify
under PENALTY OF PEFUURY under the laws of the State of California that the foregoing paragraph is true and correct.

WITNESS my hand and official seal. o
NMMAAdMY
NAINK anms
Hctiry Public « CilHomia |
Los ~tles Dsunty
CommitsioR # 216500S
MyCemm BxdiresSp 1 8 . 1

Signature (Seal)

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



Appendix to the Instruction for use

This reservoir for the MiniMed insulin pump in the kit

1. Name of the This reservoir for the MiniMed insulin pump in the kit in variants:

medical device 1L  Reservoir for insulin pump MiniMed in a set of 10 tanks, model MMT-332A
2. Reservoir for insulin pump MiniMed in a set of 10 tanks, model MMT-326A
(The medical device in the text can also be called as follows: reservoir, medical device, MD, device, Reservoir

MiniMed)
2. Information about Developer:
manufacture of Medtronic MiniMed
medical device 18000 Devonshire Street, Northridge, CA 91325, USA.
(name, location Tel: +1-(866)-948-6633 Fax: +1-(818)-364-2246
address, mailing www.medtronicdiabetes.com
address, phone Manufacturer:

number. address of Medtronic MiniMed

place of production) 18000 Devonshire Street, Northridge, CA 91325, USA.
Tel: +1-(866)-948-6633
Fax: +1-(818)-364-2246
www.mcdtronicdiabetes.com
Russian Authorized Representative:
«Medtronic» LLC
123317, Moscow, Presnenskaya Naberezhnaya.. 10.
Tel: (495) 580-73-77 Fax: (495) 580-73-78
www.medtronic.ru
Manufacturing Facilities:
1 Medtronic MiniMed
18000 Devonshire Street, Northridge, CA 91325, USA
Tel: +1-(866)-948-6633 Fax: +1-(818)-364-2246
www.medtronicdiabetes.com
2. Medtronic Puerto Rico Operations Co.
Juncos, Road 31, Km 24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR 00777, USA.
Tel: +1-(787) 561-2200 Fax: +I-(787) 561-2397
www.medtronic.com

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



3. Prescription of a
medical device

4. Indications for Use

5. Contraindications

6. Potential
complications and
adverse effects

Appendix to the Instruction for use
Name of Medical Device

The Minimed Reservoir is intended for use in conjunction with a Medtronic MiniMed external infusion pump and
infusion set for subcutaneous infusion of medication, including insulin. When used in combination with Medtronic
MiniMed external infusion pump and infusion set, the MiniMed Reservoir is used for the treatment of Type 1 diabetes
mellitus and for the treatment of insulin requiring Type 2 diabetes mellitus.

The MiniMed Reservoir is used for the treatment of Type 1 diabetes mellitus and for the treatment of insulin requiring
Type 2 diabetes mellitus.

This reservoir is contraindicated for the infusion of blood or blood products.

Impossibility of delicate self-monitoring for glucose concentration in blood.

The dosage of insulin and the frequency of its administration are determined by the attending physician for each
patient individually.

Reservoir leaks

Reservoir Leaks during prime

Reservoir Leaks past both o-rings

Occlusion

Air bubble

Excessive “No Delivery” Alarms

Damage (Physical or Cosmetic)

7. Information about The medical deyice is intended for use by a patient or a doctor in a hospital, as well as at home.

potential consumers

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



Appendix to the Instruction for use
Name of Medical Device

8. Deployment et i ‘ *
method

1. Wash hands thoroughly before use.
2. Make sure plunger rod is fully extended.

3. Making sure you do not push down on the plunger. press the transfer guard onto the vial.
4. Push down on the plunger to pressurize the vial. o
5. While still holding the plunger rod, flip the vial over so the vial is up

AvaiUil-it twoit
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Appendix to the Instruction for use
Name of Medical Device

6. Slowly pull down on the plunger to fill the reservoir.
7. Gently lap the side of the reservoir to make any air bubbles rise to the top of the reservoir.

8. Slowly puli down on the plunger to fill the reservoir to the number of units desired.

9. With the vial down, hold the transfer guard. Turn the reservoir counter-clockwise, then pull straight up to remove the
vial from the transfer guard.

10. Place the tubing connector onto the reservoir. Turn the connector clockwise, pressing gently against the reservoir
until you feel it slide in. Push in and continue turning until the reservoir and the connector lock with a click.

11. Without pulling, turn the plunger counter-clockwise to remove it from the reservoir.

12. Use your reservoir immediately after you fill it. Do not store it filled.

9. Use Conditions and

exploitation Service conditions
Operating temperature from 5°C (0/ -2°C) to 40°C (+2/0°C)
Humidity rate from 20% (0/-5%) to 95% (+5/0%)

. from 70,33 (0/-3,5) kPa to 106,18 (+3,5/0)
Atmospheric pressure

kPa
10. Class depending Health Authority, Class Document
on the potential risk Country _
of a medical device, European lib Medical Device
in accordance with Commission, EU Directive
the nomenclature FDA, USA Code of Federal
classification Regulations
Ministry of Health, 2b Russian MOH
Russia Order Ne 4n dated

06.06.2012

11. Class of electrical Not applicable.
safety, laser safety,
and other types of

TH'Y.n
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Appendix to the Instruction for use
Name of Medical Device

hazards
12. Type and Mediated contact with the intercellular fluid through the drug (Tissue fluid is formed from the liquid part of the blood

duration of contact and plasma penetrating the intercellular space). Short-term contact with undamaged skin of hands.

with the human body

13. Principles of Not applicable.

operation of medical

device and their

features

14. Design and Photographic image of a reservoir for an insulin pump MiniMed (front of customer box shown)
appearance, photo

and/or image, the

General Scheme

(flowchart) =K

M
L

Kim

© LS
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Appendix to the Instruction for use
Name of Medical Device

Photographic image ofa reservoir fot*jAnsulir®um A™inih~”" box shown)

Avaiiabk uHHi ieHKS

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



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

General Scheme

1- Plunger rod

2 —Stopper

3-0-Ring

4 - Ink/ Thinner

5- Silicone QOil

6 - Septum

7 - Transfer Guard with needle
8- Snap Cap

Ton Tbr use
Name of Medical Device

Avaiialk yg.Au lv-uat

s n)an'



IMx to the instruction ft>r use
Name of Medical Device

General form plunger rod

T —

AvafUink upi-i!
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ruse

Name of Medical Device

General form stopper
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Appendix to the Instruction for use
Name of Medical Device
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Appendix to the Instruction for use
Name of Medical Device

General form o-ring

A

I

(0.468) 4 ¢ 350+ 004

0.059+.003



Name of Medical Device

General form scptum
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General form snap cap

Appendix to the Instruction for use
Name of Medical Device
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15. List of materials
of animal and (or)
human origin

16. The mam
technical parameters
and characteristics of
medical device (rate-
based speciflcations)

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

Not applicable

Appendix to the Instruction lor use
Name ot'Medical Uevice

Type of Device
Nominal Volume of
medical device
Usable volume of
insulin
The number of units
of insulin according
to the data of the
nominal volume
Weight

Reservoir Length
(Barrel)

Barrel Markings

Reservoir Diameter
(at the thickest part
of the barrel)

Principle of
Operation
Filling Method
Filling Needle
Gauge

Needle length

"V S

User-filled Reservoir

1.80+/-0.01 ml 3.00+/-0.01 mi

15 ml + 0,075 ml 2,7 ml £0,135 ml

270 units (100
units/ml)

5009+ 0,25 ¢
4.34 cm £0.21 cm
(1.707 inches £0.085
inches) inches)

0.2 ml increments 0.2 ml increments
I.LD. 1199 mm + 0,60 mm (0.472 inches *
0.02 inches)

O.D. 139 mm+ 0.7 mm (0.547 inches = 0.03
inches)

150 units (100 units/ml)

5,00 g+ 0,25 g
3.19 cm = 0.16 cm
(1.255 inches + 0.06

Movable stopper
Transfer Guard with needle
26 G

+0,15
3,00-0,25 cm



Appendix to the Instruction for use

Internal diameter of 0.25+0,10 mm
the needle
Outer diameter of +0.20
Needle tip Beveled
confisuration
Biocompatibility Non-toxic, non-pyrogenic; meets 1ISO 10993
. Medication labeled for subcutaneous
Specific Drug Use administration
Insulin Compatible Yes
Tip Type Proprietary connector with septum
Barrel Transparency Translucent
Reuse durability Not applicable: single use only

Maximum fluid
pressure when _
connected to 137,9kPa (20 psi)

infusion set and in

pump
Reservoir/infusion
set attachment 13.34N+0,67N (31bs+0,15 Ibs)

strength

The set consists often reservoirs in me mdiviauai pacKdgc.
The devices are manufactured in accordance with state of the art matena s “f
13485 requirements. Tissue contacting and fluid contacting materials comply with ISO 10993-1. Biological evaluation

of medical devices - Part |: Evaluation and testing.
All unspecified tolerances for size are assumed to be + 0.01 mm, + 0.01 nd"
17. The possibility The Reservoir (MMT-326A, 332A) is designed for use with the foilowin_gproducts:

and ways of . 1o
integrating with Medtronic MiniMed Insulin Pump MMT-511*,512*,712
other medical devices Medtronic Paradigm Insulin Pump MMT-515%,715,522*,722
Medtronic Veo Insulin Pump MMT-554. 754
MiniMed 530G Insulin Pump MMT-551. MMT-751

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



thff Instruction lor
r-Jatue o f rvieUit;£«l I>evioe

MiniMed 620G InsuHn Pump MMT-1510, 1710

MIniMed 640G Insulin Pump MMT-I51 1. 1512, 171 1, 1712

MiniMed Duo MMT-5001XX, MMT-5011XX

MiniMed Quick-set Infusion Set MMT-386, 387, 394, 396, 397,
398,399

MiniMed Silhouette Infusion Set MMT-368, 377, 378, 379, 380,
381,382, 383,384

MiniMed Sure-T Infusion Set MMT-840, 862, 864, 866. 874,
876, 884, 886

MiniMed Mio Infusion set MMT-921.923.925, 941, 943, 945,
961.963,965,975

MiniMed mio30 Infusion Set MMT-905, MMT-905T, MMT-
906. MMT-906T

MiniMed Pro-set Infusion Set MMT-280, MMT-281

* MMT-326A can be used with Medtronic MiniMed 5XX series or 7XX series Insulin Pumps. MMT-332A is for 7XX
series Insulin Pumps only; it will not fit the 5XX series.

18. Labeling The MiniMed Reservoir is provided as sterile and is individually packaged in Oliver 70# reinforced paper (heat-
sealable, breathable lid material), and Oliver/WINPAK linear, low-density polyethylene film. Ten units are packaged in
a corrugated box.
Devices supplied in packaging are marked with the following information:
» Medtronic Logo
» Device Name and Reference Number
* LOT number/batch code

Manufacturer Address

* Single-Use

Sterile

label complies with European Council 93/42 EEC

 Expiration Date

Characteristics of the product

» Warning and informing symbols

Sample of the sticker

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



\ppendijc to the Instruction for use
islame of'rviedical I=e>'ice

Model Reservoir for insulin pump MiniMed in a set of 10 tanks,
model MMT-332A

PesepByap ans nomnsl MHcynMHoBo MiniMed B Ha6ope 13 10 pesepByapoB, MOAesb

MMT-*2A
MpounssoguTens; Mentpowunc M nwMen 00643169786554
CTpaHa npoucxoxgenns: CLUA MMT-332A

Mpencrawnens npowsonntens 8 P®: OO0 «MeaTpoLLX»
Poccua. 123112. I-Mocksa, y.1. [NpecHeHcKas HabepexHas, gom 10
Ten.; f7 (495)580-73-77

Ppnu-tpanuTwoe YnoorosepeHue oT

[ata nsrot.-CepunaToneHno; CM Ynakosky

CM. NHcTpyKLmio
CM. CMMBOJIbI HA

ynaKoBKe
model MMT-326A
PesepByap Ansg nommnbl UHCY.IMHOBOH MiniMed B HaOope 13 10 pe3epByapos, MOfe./ib
(Z > MMT-326A
MpLwnBoswe.ib: MegTpOHNUK MwwMen 00643169771437
CTpaHa npoucxoxaenus: CLUA MMT-326A
Mpegctasutens nponssonutens B P®: OO0 «MeATPOHUK»
Poceusa. 123112.). Mockaa, V.i. [pecHeHcKas HabepexHas, gom 10

Ten : +7 (495) 580-73-77
PerHcrpalwtoHaoe Y foclsepeHue X» or

Oara 113ror.."CepusaToaeHzo; CM. YnaKoBKy

CM. NHCTpyKLWwmno
Cm. MVBOblHa
ynakoBke
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Sample of labeling

First package @ ..........

MiniMed Reservoir

..... - : e "NOn/yXXKo

*Refifvorfo =Setftatoio ®*Resenvoar® jSTERILE IEOI
SaiiiS. Sprejte=Resenratdrto.2esobn(k Tartefex2bfomik

«essetvuar.yapEVi**PesepBy™* C € 0459

Explanation of Symbols

................... Py...... - e HwMT
Use by Date (year/month/day)

r 3 Batch code

Catalogue or Model Number

1REF|
LI.(] Replace every 3 days
0
Consult instructions for use/
0 5
Caution
XX

Sterilized with Ethylene Oxide

sterile] eo]

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



19. Safety
requirements and
precautions
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>g~rne o f Ntedioal I™Mevice

Do not re-use
Q Non Pyrogenic
Does not contain latex

Buropean conformity; This symbol means the

C€ device fully complies with MDD93/42/EEC (NB
0459)
,0459.
Ik 5 Rx only
Manufacturer
Open here
\EC [rep] Authorized representative in the European
Communitv

Warnings . . .
Reservolirandtransterguardaresterile,nonpyrogenic, and for single use only. S

Do not clean or restcrilize. Reuse of the reservoir may lead to any one of the following: insulin degradation, mtection,
inaccurate medication delivery, or leaks which may cause damage to the pump.

Do not use if package has been opened or damaged.

Dispose of transfer guard safely in sharps container.

Failure to remove trapped air from reservoir may result in inaccurate delivery ot medication.

If insulin or any liquid, gets inside the tubing connector, it can temporarily block the vents that allow the pump to
properly fill the infusion set. This may result in the delivery of too little or too much insulin, which can cause
hyperglycemia or hypoglycemia. If this occurs, start over with a new reservoir and infusion set.
Precautions

Insulin should be at room temperature before filling reservoir.




Nfamtf ol' Ndo<Jicol I><?Vv'ice

Once reservoir is filled, use promptly. Do not store.

Check for leaks after changing the reservoir and infusion set.

Conduct your first setup in the presence of your healthcare professional.
20. Methods and Not applicable

apparatus for

disinfection and

sterilization cleaning

21. Methods and Reservoir for the MiniMed insulin pump is sterilized using medical equipment, using the standard ethylene oxide
conditions of sterilization cyele (EtO), which results in a guaranteed level of sterility (SAL) of I0** ANSI / AAMI / ISO 11135-1:
sterilization time 2007. Reservoir for the MiniMed insulin pump is sterilized sterilized according to the parameters listed in the table

maintaining sterility  below:
Sterility Validation Method. ANSI/AAMI/ISO 11 135-1 2007,
Sterilization of health care products -
Ethylene oxide ~ Requirements for
development, validation and routine
control of a sterilization process for
medical devices. Overkill approach.

EO Residuals ISO  10993-7 2008  Biological
evaluation of medical devices - Part
7. Ethylene oxide sterilization

residuals.
Sterilization Method 100% ethylene oxide gas
Sterility Assurance 106
Pyrogen Tests The device is non pyrogenic. Pyrogen

testing is conducted on a lot-to-lot basis
using the “Guideline for Validation of
LAL Test as an End-Product Endotoxin
Test for Medical Devices. (FDA

bk
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22. The list of
national and
international
regulatory
documents/standards,
which matches

medical device
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1978).”

HARMONIZED STANDARDS (MDD)

EN 980
EN 1041

EN 62366

EN I1SO 11737-1

BN 1SO 13485

EN ISO 14971

ISO 11135

ISO 10993-1

ISO 10993-2

ISO 10993-4

ISO 10993-5

Symbols for use in the labeling of medical devices
Information supplied by the manufacturer of
medical devices

Medical device - Application of Usability
Engineering to

Medical Devices

Sterilization of Medical Devices - Microbiological
Methods -

Part 1:Determination of  Population of
Microorganisms on Products

Medical Devices - Quality Management Systems -
Requirements For Regulatory Purposes

Medical Devices - Application Of Risk
Management To Medical
Devices

Sterilization of health care products - Ethylene
oxide - Part 1 Requirements for development,
validation and routine control of

a sterilization process for medical devices

Medical devices. Biological evaluation of medical
devices. Part 1 Evaluation and testing.

Medical devices. Biological evaluation of medical
devices. Part 2. Animal welfare requirements.
Medical devices. Biological evaluation of medical
devices. Part 4. Selection of tests for interactions
with blood.

Medical devices. Biological evaluation of medical
devices. Part 5. Tests for in vitro* cytotoxicity
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ISO 10993-7

ISO 10993-9

ISO 10993-10

ISO 10993-11

ISO 10993-12

ISO 10993-18

EN 556-1

ISO 11607-!

ISO 11607-2

Medical devices. Biological evaluation of medical
devices. Part 7. Ethylene oxide sterilization

residuals.

Medical devices. Biological evaluation of medical
devices. Part 9. Framework for identification and
guantification of potential degradation products.
Medical devices. Biological evaluation of medical
devices. Part 10. Tests for irritation and delayed-
type hypersensitivity.

Medical devices. Biological evaluation of medical
devices. Part 11 Tests for systemic toxicity.

Medical devices. Biological evaluation of medical
devices. Part 12. Sample preparation and reference
materials.

Medical devices. Biological evaluation of medical
devices. Part 18. Chemical characterization of
materials.

Sterilization of medical devices - Requirements for
medical devices to be designated 'STERILE' - Part
1. Requirements for terminally sterilized medical
devices

Packaging for terminally sterilized medical devices
- Part 1 Requirements for materials, sterile barrier
systems and packaging systems

Packaging for terminally sterilized medical devices
Part 2: Validation requirements for forming,
sealing and assembly processes

NON-HARMONZIED STANDARDS PER MDD

iISTA 2A

21 CFR812
MEDDEYV 2.7.1

Partial Simulation Test Packaged Products
Weighing 150 LB. (68 KG or Less)
Inyestigator Deyice Exemptions
Guideline of Medical Devices - Clinical



7/ I u..a,.J

r-meo.;;ErvIedi
Evaluation: A Guide for Manufacturers and

NotiOed Body
MEDDEV 2.12-  Guideline on Medical Devices Vigilance System

1
United States Antimicrobial Effectiveness Testing
Pharmacopeia
Quality of Biotechnological Products: Stability
ICH Guideline Testing of Biotechnological/Biological Products
(November 1995)
ICH Guideline Evaluation for Stability Data (February 2003)
Directive Title
Council Directive 93/42/EEC of 14 June 1993
93/42/EEC mConcerning Medical Devices. (Medical Device
Directive - MDD)
Directive 2001/83/EC of the European Parliament
and ofthe Council of 6 November 2001 on the

2001/83/EC Community code relating to medicinal products for
human use.
67/548/EEC Directive 67/548/EEC ~ Classification, packaging,

and labelling of dangerous substances

Council Directive 80/181/EEC of 20 December
80/181/EEC 1979 on the approximation of the laws of the
Member States relating to units of measurement

23. Conditions of Transportation and storage conditions
transportation and - A temperature range of-20 (+0/-2) °C to 50 (+2/-0) °C
storage - A relative humidity range of 5% (-5/0%) to 95% (+5/0%)condensing

- An atmospheric pressure range of496.4 (+0/-35) hPa to 1061.8 (+35/-0) hPa

Breaking force
The Reservoir Break Force shall be a maximum of 0,635 kg. (1.4 1bf.)

Leakage test
The Reservoir external seals shall be leak free from an internal fluid pressure of 206,843 kPa (30 psi) under the

applicable use conditions.
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Medtronic MiniMed warrants its infusion sets and reservoirs against defects in materials and workmanship (the

“Warranty Period”).
e During the Warranty Period, Medtronic MiniMed will replace any defective reservoir or infusion set, subject to the

conditions and exclusions stated herein.
» This warranty is valid only if the Medtronic MiniMed infusion sets and reservoirs are used in accordance with the
manufacturer’s instructions. This warranty will not apply:
« Ifthe infusion set or reservoir has been used for more than a single-time use by a single en-user;
« |If damage results during the improper opening of the sterile package not in conformance with the procedures outlined
in the Instruction for Use;
« If the sterile package is compromised while in the control of the user by any means other than purposeful opening by
the user at the time of intended product use;
« If damage results from changes or modifications made to the infusion set or reservoir by the user or third persons after
the date of manufacturer;
* if damage results from the use of non-Medtronic MiniMed infusion sets or reservoirs with a Medtronic MiniMed
insulin pump;
« If damage results from service or repairs performed to any part of the infusion set or reservoir by any person or entity
other than the manufacturer;
* If damage is caused by use of the reservoir or infusion set with non-Medtronic MiniMed insulin pump;
« If damage results from a Force Majeure or other event beyond the control ofthe manufacturer; or
« If damage results from negligence or improper use, including but not limited to improper storage or physical abuse
such as dropping or otherwise.
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 insulin pumps, batteries, and other accessories.

25. Shelf life The Reservoir has been qualified for up to and including 3 years of shelf life from the time of sterilization and is
intended to be stored nominally at room temperature. The expiration date is displayed on the individual device tray.

26. Durability in the Not applicable.

human body

27. Assembly and Not applicable

installation

requirements

24. W arranty

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



28. Information Tsiot applicable.
about maintenance

. The device dispose of in accordance with applicable law and the instructions of the medical institution.
29. Requirements for

the protection of the
environment in the

application of

rgf(;jclgghre deVICE)SI', activities and is carried out when developing a scheme for handling medical waste.
utilization/liquidation

ofMD L _

30. References to Not applicable

previous versions of
the medical device or
similar modiPications
of medical devices

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



31. Customer service Contact for all questions, including complaints, repair and service of medical devices the Authorized
Representative in Russia:

Medtronic, LLC,

123317, Moscow, Presnenskaya Naberezhnaya., 10
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru
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1. HammeHoBaHuMe
MeANLMHCKOro n3genma

2. CBefeHus 0
npounssoguTene
MeSULUHCKOro  U3aenus
(HaMmeHoBaHwe, agpec
MeCTOHaxX0XAeHWs,
NOYTOBbI ajpec,
TeneoH, agpec MecTa
NPOou3BOLCTBA)

3. HasHa4eHune
MeAVLIMHCKOro n3aenus
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PesepByap ond noMmnbl MHCYynuHoBOW IMiniMed B Habope

PesepByap Ans NOMMbl MHCYNMHOBO MiniMed B Habope, BapnaHTbl UCMOMHEHNS:
1 PesepByap Ana nomnsl MHcynnmHosoit MiniMed B Habope 3 10 pe3epByapoB, Mogens MMT-332A
2. Pesepsyap gna nomnbl MHCYNUHoBOM MiniMed B Habope 13 10 pesepByapoB, Mogens MMT-326A
(MeguumHcKoe wu3genve Mo TEKCTY TaK >Xe MOXET WMMEeHOoBaTbCA CreAylowmm o6pa3om: pesepsyap,
meauuuHckoe nsgenve, MW, nsgenue, Pesepsyap MiniMed)
Pa3paboTunk:
«MepgTpoHnkK MunHnMep»
18000 AesoHwup ctpuT, HopTpnax, KanngopHusa 91325, CLUA.
TenethoH; +1-(866)-948-6633 dakc; +1-(818)-364-2246
www.medtronicdiabetes.com
MNpownssognTesb;
«MeaTpoHUK MunHuMep»
18000 AeoHwup ctput, Hoptpumk. KanudopHua 91325, CLUA.
TenedoH: +1-(866)-948-6633 Pakc: +1-{818)-364-2246
www.medtronicdiabetes.com
YNO/THOMOYEHHbI NpeacTaBUTeSb;
000 «MepaTpoHuKs», 123317, Poccus, . MockBa, lNMpecHeHckas Hab., . 10.
TenethoH: (495) 580-73-77 dakc: (495) 580-73-78
www.medtronic.ru
Afpeca NPOM3BOACTBEHHbIX MOLLHOCTEA MeANLIMHCKOIO U3AeNns;
1 «MeATpOHMK MuHnMepn»
18000 AesoHwup ctput, Hoptpumk, KanudopHus 91325, CLLA.
TenedoH: +1-(866)-948-6633 dakc: +1-(818)-364-2246
www.medtronicdiabetes.com
2. «MeaTpoHuK MyapTo Puko OnepeliwH3 Ko.»
XyHkoc Poyg 31, Km 24, Xm 4, Celiba Hopte MHgacTpuan Mapk, XyHkKoc, MyapTo-Puko, 00777, CLUA.
TenedoH: +1-(787) 561-2200 Pakc: +1-(787) 561-2397
www.medtronic.com _
Pesepsyap MiniMed npegHasHayeH 1S UCNO/Mb30BaHWUSA C BHELHENW WUH(Y3MOHHOW NOMMNON U MH(Y3UOHHbIM
Habopom Medtronic MiniMed [gna nNOAKOXHOIO BBeAeHWs npenaparta, BkA4vasa nficyaHH.  TMpu

ilfKr m>cTao/!sclcu ih' i[H.uk>e-.Tuk>



4, NMokKalaHuA K

NPUMeEHEHNIO
5. MNpoTmBonokasaHmA

6. Bo3MOXXHble NMO60YHbIE
AeicTBuUA npu
MCNOMb30BaHUN
MeAVLMHCKOro M3fenus

7. Hhopmauusn 0
NoTeHUMasIbHbIX
noTpebuTenax
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«wea» Beckoro vt'il/ialie

MCMO/MIb30BAHMM B COYETAHWM C BHELIHEW WHAY3MOHHOW NOMMOA WM MHPY3MOHHBLIM Habopom pesepByap
Medtronic MiniMed MOXeT MPUMEHATLCA L1 JIEYEHUS caxapHOro auaberta 1 Tuna, a TakXke ANs JIe4eHus
WNHCY/IMHO3aBUCUMOrO caxapHoro guaberta 2 tuna.

IleveHne caxapHoro gnabeta 1Tuna, a Takxke 419 NeYeHUS UHCYNIMHO3aBUCUMOro caxapHoro anabeTa 2 Tuna.

- [laHHbIli pe3epByap He NpefHa3Ha4yeH AN MHQY3MM KPOBU MM KOMMOHEHTOB KPOBMW.

- HeBO3MOXHOCTb CaMOCTOSATE/IbHOTO TOYHOIO0 MOHMUTOPUHIA KOHLEHTPALMKW T/IHOKO3bl KPOBW.

- [03MpOBKa MHCY/IMHA U KPATHOCTb ero BBeAeHWS OMpeenaloTcs fevallinm Bpayom A1 KaxLoro naumneHTa
NHLMBUAYABHO.

- YTeukun pesepByapa

- YTeuku pesepsByapa BO BPeMs 3aro/IHEHUS

- YTeuku pesepByapa yepes 06a YNNOTHUTENIbHbIX KOMbLia

- OKKNo3MA

- Ty3bIipbKKn BO3A4yXxa

- MpekpalieHre nofavn MHCYNMHa

- MNospexaeHne (hM3NYECKUIA NN KOCMETUYECKNIA AedeKT)

MeanunMHCKOe u3fenve npefHa3HayeHo AN WUCNOMb30BaHUA NauMEHTOM WM NevaliMMm BpayoMm, Kak B
YCNOBUAX CTauuoHapa, Tak 1 B JOMaHNX YCOBUAX.

upCA!Y TMB IHOI!CM !m' ip*.YuM:.|h



1 Mepen 1cnonb3oBaHKEM TLLATENLHO BbIMOIATE PYKU.

2 Y6eauTech UTO LUTOK MOPLLHS MO/HOCTLIO BbITSHYT
3' Y6eauTech, UYTO Bbl He MPOTO/KHY/N M/YHXEP BHU3, HafleHbTe MEPEeXOAHUK Ha ammyny e MOMOLLBHO

HaXKaTWsl.
4. TPOTONKHUTE MNYH)XKEP, YTOBbI repPMETM3MPOBATL ammy/Ty -
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9. Ycnosma nNpuMeHeHUA
N aKcnayaTaumm

10. Knacc B 3aBMCUMOCTU
oT NoTEHUMa/IbHOr0
pucka NPUMEHEHUS
MeANLMHCKOro nu3genus, B
COOTBETCTBUMN c
HOMEHKNATYpPHOA

Knaccugpmkaumen
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5. Mpopaonxas AepXaTb WTOK NOPLWHSA, NepeBePHUTE aMNyy BBEPX AHOM

6. MefneHHO NPOTONKHUTE NAYHXep ANS HanoNHeHWs pe3epByapa.

7. Cnerka nocTyuute no GOKOBOI MOBEPXHOCTM pe3epByapa, YTOObI BCE My3blpbKWM BO3fAyXa MOAHSMNCH B
BEPXHIOH0 YaCTb pe3epByapa.

8. Mef/ieHHO NOTSHWTE 3a N/YHXeP, UTOBbl HANOMHUTbL Pe3epByap HEOOXOAVMbIM KOMMUECTBOM €AUHWL

9" Mp1 NONOXKEHUM amMMy/ioli BHK3 BO3bMITE MEPEXOAHMK. MOBEpHUTE pe3epByap MPOTUB YacoBOW CTPESKY,
3aTeM MOTSHMTE MO MPSAIMOIA, NMOKa aMyna He GyaeT U3B/eUeHa 13 NepexoHKa.

10. MomecTUTe KOHHEKTOpP TPYyOKM Ha pesepByape. MOBEpPHUTE KOHHEKTOP MO 4acoBO CTPENike, Crerka
NPWKUMas K pe3epByapy, MOKa He MO4YyBCTBYeTe, UTO OH BCTaB/eH. [IPOTONKHUTE W MpOAO/KaliTe
MOBOpPaYMBAaTh, NMOKa Pe3epByap W KOHHEKTOP 3aKPOKOTCS CO LLIETUKOM.

11 YTo6bl U3BNEYb MTYHXEP U3 pe3epByapa, MOBEPHUTE ero NPOTUB YacoBOl CTPENKM, HE BbITArMBaS.

12. Vicnonb3yiiTe pe3epByap cpa3y Moc/ie HaroMHEeHWs. He XpaHWUTE ero 3ano/IHEHHbIM.

YCnoBwst aKcnyaTaLum

Tewmneparypa OTs°C (0/ -2°C) 0 40°C (+2/0°C)
npUMeHeHuA
OtHocuTenbHas OT 20% (0/-5%) 10 95% (+5/0%)
BMa>KHOCTb
ATmochepHoe Ot 70,33 (0/-3,5) kIMa go 106,18 (+3,5/0)
[laBneHne KlMa
Esponeiickasa komucens, EC lib [OunpekTusa
MeANLUHCKNM
n3fennsm
YnpaBneHne M0 KOHTPO/O KauyecTBa Ceog tt)e,quJaanblx
NPOAYKTOB MUTAHUS W NEKAPCTBEHHbIX NMoCTaHOBNEHUN
cpeacts CLUA
MWUHUCTEPCTBO 34paBooOXpaHeHuns. 26 Mpnkas MuHucTepcTea
Poccus 3[paBooxpaHeHuns

Poccum  Ne 4H ot
06 ntoHs 2012 .

jlpctncTtune;.140!C-



11. Knacc He npumeHmmo.

3/1eKTP06e30MacHoCTH,

nasepHor 6e30MacHOCTU U

APYrvX BUAOB OMacHoOCTel

12. Bug n gamTenbHocTb  OMOCPEfOBaHHbIA  KOHTAKT C MEXK/ETOUHOW sxmakoctseo UYEPe3 JIEKAPCTBEHHbIA npenapat (TkaHesas
KOHTaKTa C OpraHu3mMom JKWAKOCTb 00pasyeTcs 13 XWUAKOW 4aCTW KPOBM M N/a3Mbl, NPOHUKAIOLLEN B MEXKIETOUHOE MPOCTPaHCTBO).

yesioBeKa KpaTKOBpeMEHHbI KOHTaKT C HEMOBPEXAEHHBIM KOXHbIM MOKPOBOM PYK.
13. OnucaHmne He npumeHnmo.

MPUHLUMMNOB, Ha KOTOPbIX

OCHOBaHa paboTa

MeANLMHCKOro MU3aenns, u
X 0COGEHHOCTU

PLJUY\IIYIHH;IS0TCY wn--
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doTorpadueckoe M306paKeHMe pesepByapa A4 MoMMbl MHCYMHOBOM MiniMed (nokasaHa nepefHss

14. KOHCTpYKUMA 7
BHELLHWI Bug, CTOPOHA KOPOOKM MO/b30BaTENS)
toTorpadus nnm
n3o06paxkeHue, ob6Las

cxema (6/10K-cxema)

i

doTorpagmyeckoe M300pakeHe pesepByapa A1 MOMMbl MHCYMHOBOM MiniMed (nokasaHa 3afHss
CTOpOHa KOpPOOKM Nonb30BaTesns)

!'1pc n-'
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AVNINNHOKO01'0 M*3/1«5/1»

O6Lan cxema

1- LLTOK nopLuHs

2 - YNnoTHuTeNb

3 - YNnoTHUTeNbHOe KOMbLO

4 - YepHuna/pacTBopuTtesib

5- CuinkoHoBOe Macno

6 - lNpoknagka

7 - TepexofHVK C Uroin BHYTPU
8- KpbliLLKa C 3aLLeNKOM

MNpc.(nc'l:n--.:(K1'10"

>n-

j- V-1 .N1nH>

-(8:

(7
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Has3BaHvue MegUMUUMCKOTo nsgennsa

Dimensions,inch
R.325 £005
131 +01
0 .448+.005
93 +5°/-6°
.205+.005
93 +5°/-10°
.507+.005/-.017
1.302+.005
.798+.007

IEI,OI'IyCTI/IMbIe OTK/MOHEHWS! COCTaBNAOT 5 %,ecnmn OTCYTCTBYHOT NHblE

Pa3smepbl, MM
Pagnyc: 8,255+0,127
33,27+0,25
Ovamvetp: 11,379+0,127
B +5°/-6=
5,207+0,127
93 +57-10°
38,279 + 0, 127/-0,432
33,071+0,127
20,269+0,179
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R350

028

Dimensions,inch
0 ,452+.005
30"H1°
0.010
0.415+.00b6
,025+.005

ilpu'l<uy )

y

"o

»."* 45T ;nlun>

Pasmepbl, MM
[viaveTp: 11.481+0.127
30°%Tr
0.254
10.541+0.127
0.635+0.127
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"Ih MasBanuc® me/1UHUMCKOIo nsgenmnsa
6°+1°
R.005
.099+.005
0.437 003
0.374+.004/-.033
0.200+.006
R.350+.005
.075£.005
,174+.005
,042+.005
,028+.005
,059+.005
.009X45°+1=
JonycTrmMble OTKNOHEHUA COCTaBNAT 5 %,eC/N OTCYTCTBYHOT UHbIE

6"l
Pagnyc: 0,127
2,515+0,127
Oviavetp:! 1,010 £0,079
[viavetp:9,499 +0,1077-0,079
[JvameTp:7,366+0,127
Pagnyc: 8,890+0,127
1,90540,127
4,420+0,127
1,06740,127
0,711+0,127
1,499+0,127
0,237 x45°+1°
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O6uniA BUA YNIOTHUTENBHOTO KO/bLia

A
l
(2.468) — e 350+ Q04
|
A

Dimensions, inch
0.468+.005
0.350+.004
0.059+.003

O6LWWin BAA NPOKIaaKM

Mo WTes. I3HGH T

Pa3mepbl, Mm
[OviamveTtp: 11,887+0,127
[Ovametp: 8,890+0,107
Onavetp: 1,49940,076

0.05C
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HasBaHne MeANLNHCKOIo n3gennsa

N 4t WA
\
\'r n
bOKS co3..
G176~ 08
60
0S5 i \
Y.

Dimensions, inch
R.061+.005
120°I®
0.014+.003
,055+.005

1]-K-"MYYN(-.:1901CY U>" Ir-VUui.s.UiMK'

I a>
C>

010

.010

Pasmepbl, MM
Pagunyc: 1,545
120°%r
OvameTtp:0.357+0,079
1,400+0,127
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Ila-aBaMnC MEeANLMNHCKOTO nsagenm»

0.176:+.003
0.150+.005
R.010
005
010
.110+.003

JonycTuMble OTKOHEHUS COCTaBASOT 5 %,ecn OTCYTCTBYHOT UHble

OO6wWwuniA BUA NepexofHuKa C Uroi BHYTPU

Dimensions, inch

nor,;!-

[vametp:4.470+0,079
[Ovametp: 3,810:LL1127
Pagnyc: 0,254
0,127
0,254
2,794+0,079

Pasmepbl, MM



w «»CKO1~0 V3T

0.020 [Onavetp:0,508
0.429+.005 [Ovametp: 10,897+0,127
,126+.005 3,200i0,127
.080+.005 2,032+0,127

J10MyCTVMbIe OTKMOHEHS COCTABNAKOT 5 %,6C/IM OTCYTCTBYHOT VHbE

O6LLMIA BIA, KPbILLKW C 3aLLENKON

Dimensions, inch Pasmepbl, MM

pe-Foch ke dH >
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15. TepeyeHb
MaTepuanoB >KMBOTHOIO
n/nnu Yesl0BeYeCcKoro
NPOUCXOXKAEHNS

16. TexHu4ecKoe
onucaHwue. OCHOBHbIe
TEXHUYECKME MapaMeTpbl
n XapaKTepuCTUKM
MeAUMNHCKOIO  N3feNns
(HopMUpoBaHHbIe
TEXHNYecKue
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Ha3BaHVe MEINUUHCKOTO mnnennsa

0.220+006
R.010MAX
0.361+.005
0.103+: 006
30°+r
0.329+.005
,143+.002
R.005
,043+.002
38+
010
2"
0.329+.005
R.0I0
-125+,003/-,002
R.069+.005
0.391+.005
-010x45°+|°
0.420+006
.212+.005
.057+.002
.0002

/CTUMbIE OTK/OHEHMS COCTABNAKOT 5 %.6C/N OTCYTCTBYHOT MHbEE

He npumeHunmo.

Homep wuenun

'Twn nsgenuns

i 1fK - n

[JviamveTp: 5,58810,127
Pamnyc: 0,254 Makcymym
[Jviamvetp: 9,169+0,127
[Ovawmetp: 2,616+0,127
30°£I
[Ovametp: 8,357+0,127
3,632+0,051
Pagnyc: 0,127
1,092 10,051

X E\°

0,254
20

[vavetp:8,357+0,127
Paanyc: 0,254
3,175+,0,076/-0,051
Pagnyc: 1,753 127
[viavetp:9,9310,127
0,254 x45' I
Ovawvetp: 10,670+0,127
5,385+0,127
1.4454Q051
0,005

Pe’icniiviip

Pesepsyap, 3anofIHAEMbI Mob3oBaTeNnem



Ha3BaHve MeLUWLWHCKOTO U3fenns

XapaKTepUCTUKN) HommMHanbHbIl
00bem
MEIVLIHCKOTO 1,80 +/- 0,01 mn 3,00 +/- 0,01 mn
v3genvs
o'g'ggﬁ”m%ma 15M1£0075 1 27 W1+0,135 w1
KonnuecTso egnHuL,
VIHCYNiHa COrnacko 150eanHML (100 270 epnHn, (100
AaHHbIM en/Mn) en/mn)
HOMVHaJTbHOr0
obbema
Macca 500r«025r 500r+025r
3,19cm 0,16 cm 4,34 cm = 0,21 cm
Anva pesepayapa {1,255 prorimos * 0,06 (1,707 grolimoB +
(Wanapa) Atoiima) 0,085 froiimoB)
MapkupoBKa [Jenerus ¢ warom 0,2 JeneHnd ¢ warom
unnmMHapa M 0,2 w1

BHyTpeHHMin gnameTp 11,99 mm + 0,60 Mm
(0,472 proinmvoB + 0,02 atoiiva)
Hapy>xHbiid gnametp 13,9 mm £ 0,7 mm (0,547
aroiimos + 0,03 atoima)

LnameTp pe3epsyapa
(B CamOi LLIMPOKOIA
4acTu LUWINHAPa)

MpyHUMN gercTBrs MofBYXHOE YMIOTHUTEIbHOE KOJIbLO
MeToz 3anoHeHWs MepexoaHuK ¢ Uriow
Kannép vl 26 G
Haro/IHeHWS
+0,15
LnvHa vl 3.00-0.25 cM
BHYTpeHHUI 0.25+0,10 MM
AVameTpP UMbl
BHeLLHWIA auameTp +0,20
UMbl 0,45-010 mm
KoHmrypaups CKOLLEHHbI
rinc ny " muyio(; m:mne
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HasBaHue MeAWULUHCKOIo nsagenua

KOHYUMKa urna
HeTOKCUYHbLIN, anUpPOreHHbIN; COOTBETCTBYET

B1OCOBMECTUMOCTb Tpe6oBaHMAM cTaHgapTa 1SO 10993
MpumeHeHne
onpeaeneHHoro Mpenapatbl AN NOAKOXHOr0 BBEAEHUA
npenapata
CoBMeCTUMOCTb C a
NMHCYNTVHOM
Tun KOHUMKA 3anaTeHTOBaHHbIN KOHHEKTOP C MPOKNaAKoiA
lMpo3payHoOCTb Mpo3payHbiii
LMnMHapa
MpoAomKUTENbHOCTL He npuMeHUMO; ANst OAHOKPAaTHOTO
MOBTOPHOTO NPUMEeHeHMS
NpUMeHeHus
MakcurmanbHoe
[aBNeHNe XNAKOCTH _
MNPV COeANHEHUN C 137,9 kMa (20 psi)

NH{(Y3MOHHbIM
Habopom ¥ B nomne
Cwuna KpenneHus
pesepeyapa v 13,34 H £ 0,67 H (3 dyHTOB * 0,15 (hyHTOB)
NH(PY3NOHHOTO
Habopa

Ha6op cocTouT 13 AecaTu pesepByapoB B MHAMBUAYaANbNNN
N3penus M3roToBfieHbl C WCMOMb30BAHWEM COBPEMEHHbLIX MaTepuasioB U MPOLLECCOB, COOTBETCTBYHLLUX

TpeboBaHusM 1SO 13485. MaTepuanbl, KOHTaKTMPYHOLIME C TKAHAMU W XXULKOCTAMU, COOTBETCTBYIOT
TpeboBaHusaM ctaHgapTa 1SO 10993-1: OueHka 6M010rMYecKoro AencTBMA MeAULUHCKMX n3genmun. Yactb

gLJ,EHKa N nccnefoBaHuA. 0.0 /
ce upxmggﬂnbm [,0MyCKK rzlag)asmg‘pam NPUHUMAOTCA PABHLIMUY * mm, U UL wn
17. BO3MOXHOCTb " €36pey”N (MMT-3268A, i3 npefHasHayeH AAsHENeAL30BaHUA CO cﬁ'@,ﬂ%ﬂ?ﬁ Fiyﬂenmmm
cnocobbl . N
NHTErpupoBaHus WHcynuHosaa nmomna  Medtronic  MMT-511%*, 512,712
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Ha3BaHne MegMLMHCKOTO U3genuns

ApyrumMn - MeguLUNCKNMMN MiniMed

n3aennamm NucynuHosas nomna Medtronic  MMT-515%, 715, 522%, 722
Paradigm
WHcynuHoBas nomna Medtronic  MMT-554. 754
Veo
WHcynmHoBas nomna  MiniMed MMT-551, MMT-751
530G
WHcynuHoBas nomna  MiniMed MMT-1510, 1710
620G
NucynuHosas nomna  MiniMed MMT-1511, 1512, 1711, 1712
640G
MiniMed Duo MMT-5001XX, MMT-5011XX
NHMy3noHHbI  Habop MiniMed MMT-386, 387, 394, 396, 397,
Quick-set 398, 399
NHpY3nOHHbI  Habop MiniMed MMT-368, 377, 378, 379, 380,
Silhouette 381,382,383,384
WH(Y3noHHbIA  Habop MiniMed MMT-840, 862, 864, 866, 874,
Sure-T 876,884, 886
NHy3noHHbI  Habop MiniMed MMT-921,923,925, 941, 943, 945,
Mio 961,963,965,975
NHDY3MOHHbI  HaBop MiniMed MMT-905, MMT-905T, MMT-
mio30 906, MMT-906T
WH(Y3NOoHHbIA  HaBop MiniMed MMT-280. MMT-281
Pro-set

* MMT-326A MOXHO MCMOMb30BaTb C MHCYNMHOBbLIMIU noMnamu Medtronic MiniMed cepuii 5XX nnn 7XX.
MMT-332A npegHasHayeH TOIbKO ANSt UHCYNMHOBBLIX NOMM cepuit 7XX; OH He nogonaeTt K cepuam 5XX.

18. CBefieHNs Pesepyap MiniMed nocTtaBnsetcsi CTepu/ibHbIM B MHAMBUAYaNbHOW YNakOBKe M3 apMUPOBaHHOW Gymaru
MapkupoBke, ynakoske, Oliver 70# (TepmocknenBaemblii AblLUallinii NOKPbLIBHOW MaTepuan) v NieHKN 13 IMHEAHOro NonnaTuneHa
CTUKepe Hu3kol nnoTHocTy Oliver/WINPAK. [lecaTb eqnMHUL, yNakoBaHO B KOPOOKY M3 ro)prpoBaHHOr0 KapToHa.

WN3penus, noctaBnsemMble B YNakoBKe, CHabXeHbl CrieAytoLleli MapKMpoBOYHON MH(opMaLneid;
- Nlorotun «MeaTPOHUK»
- HasBaHwne n3aenusa v CCbiNOYHbI HOMep
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Ha3BaHune MeLWLWHCKOTO U3genns

Homep naptuu/kod napTum

Afpec npoussoanTens

[N 04HOKPaTHOro NPUMEHEHMNSA

CTtepuibHO

3TMKeTKa COOTBETCTBYET TpeboaHusM AupekTnebl Coeta EC 93/42 EEC
[laTa oKOH4YaHuA cpoKa rofHoOCTU

XapakTepucTuka usgenuns

Mpegynpexgatowme U MHPOPMaLNOHHbIE CUMBOSIbI

MpumMep cTHKepa
Mogenb PesepByap 419 Nomnbl UHCYNMHOBOW MiniMed
n3 10 pesepByapos, mogens MMT-332A
Pesepsyap ans nomnbl nHcynlwosoi MiniMed B Ha6ope n3 10 pesepByapoB, MOfenb
m MMT-.b2/1
MpoussoauTens: MeaTpoHnk MunnMog, 00643169786554

Cr1>aHa npovcxoxaeHus: CLLUA MMT-332A

Mpencrasutens nponssoauTens B P@: OO0 «MeATPOHUK»

Eﬂ [ Poccus, 123 112, r. MockBa, yn. MpecHeHcKas HabepexxHas, fom 10
Ten,: f7 (195)580-73-77
Pe«urtpatnuwHoe Y goctosepeHueNe oT

Jarta wiot. Crpua, TogeH fo; CM. Ynakosky

CM WHcTpyKuumio
CM. cuMBObI Ha
ynaKoBKke

iiK'tCM 1I'-
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Ha3BaHne MefULWNHCKOTO n3gennsa

Mogenb PesepByap AN NOMMbl MHCYAMHOBOM MiniMed B Habope
n3 10 pesepsyapos, mogens MMT-326A

PesepBysp A35 nomnbl HHeY.MwoBoi MiniMed B Ha6ope n3 10 pesepByapoB, MOAe/Nb
y MMT-326A

MpoTHONTeNb: MefhoHHK MilwHMeg 00643169771437
CrtpaHa w)oucxoxgewn; CLUA MMT-326A
MpcacTas:rrens nponssoantensd B P®; OO0 «MeATPOHUK»

LU Poccua. 123 1M 2.r. MockBa, yn. MNMpecHeHcKas HabepexHasa, nom 10
Ten.; 47 (495) 580-73-77
PeructpaltoTiioe Y goctosepeHune X® oT

[ata nsror./CepnaT'ogeHAo; CM Ynakosky

CM WHcTpyKwno
m. 1MBO/blHa

ynakoBke
Mpumep aTUKETKN
NepBMYHaA ynakoBKa
AO W yA kM
.H e w v uar * . Pesepsyap. W W LW. An gl atd)

C C 0439 "

O6BbACHEHWE CMMBOJI0B

eSS M
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Ha3BaHue MENUUNHCKOTO N3fennsa

c c
0459

NO nly

d

Cpok rogHoctu (rog/ mMecs,/ aeHb)
Kog napTtun
Homep Mo Katasnory wiv Homep MoZenm

3aMeHATb KaxkabEe 3 aHA

CM. MHCTPYKUMIO MO 3KcnyaTauum
11penynpexaeHve
CTepunnn3oBaHo 3TUIEHOKCUAOM

He ncnonb3oBaTth NOBTOPHO

HenuporeHHbiii
He cofiep>kuT narekca

Mapkvpoeka CE; 3TOT CMMBO/I 03HAYaeT, uTo
U3[eNne TMOMHOCTBIO COOTBETCTBYET AWPEKTUBE
no megmumHckum m3penmnam  93/42/EEC  (NB
0459)

Tonbko MO NpeAnucaHnto Bpaya

NponssoauTens

MK IY"IHL/MAYYNY n-



19. Tpe6oBaHus

6e3onacHOCTM U Mepbl

NPeaoCTOPOXKHOCTY

20. MeTofbl M cpefcTBa

Ae3nHgeKunm
npeacTepuIn3aLnoHHOM
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MpunoxeHue K MHCTPYKLUM MO NPUMEHEHUIO
Ha3saHvie mMeuLMHCKOro u3genus

OTKpbIBaTL 34€eCh

EC |rep| YNOMHOMOYEHHbIIA npescTaBuUTeNb B
EBponeiickom coobLiecTse

MpepocTepexxeHns
PesepByap 1 orpaHuumTeNls X04a MOPLUHA ABNAKOTCA CTEPUbHLIMW, anupPOreHHbIMA U NpeaHa3HayeHb!
TO/IbKO 19 OLHOPAa30BOro WCMo/b30BaHMA.
He ouullanTe 1 He cTepunn3ynTe MOBTOPHO. [MOBTOPHOE MCMOMb30BaHMe pe3epByapa MOXET NMPUBECTU K
MOGOMY M3 CleflytoLyX COObITUIA: pPaspyLUEHUIO WHCY/IMHE, WH(ULMPOBAHUIO, HETOYHOMY BBEAEHWIO
npenapara Wi NpoTeykam, KOTOpble MOryT NOBPEAMTL MOMITY.
He 1cnonb3oBarth, v ynakoBka OTKPbITa Wi
rnoBpexzeHa.
OCTOPOXXHO BbIGPOCHTE OrpaHNYUTENb XOAA MOPLUHA B EMKOCTb, MpefHasHauYeHHY0 418 YTUIn3aumm ocTpbIX
npeaveToB.

e OcTaBnsAnTe BO3AYyX B pe3epByape. HecobntofeHue [aHHOro npasuia MOXKET MPUBE3TU K HETOYHOMY
BBEAEHMIO Mpenapara.
Ecnm vHcynMH wnmn nrobast apyras XXMAKOCTb MOMNafeT BHYTPb KOHHEKTOpa TPYOKM, OHa MOXKET BpPeMEHHO
3a6/10KMpOBaTb OTBEPCTUSA, KOTOPbIE MO3BO/ISHOT NOMIE NPaBW/IbHO 3aMONHATL UH(Y3MOHHBIV Habop.
3TO MOXeT MNPUBOAMTbL K HeAOCTaTOYHOMY WM Upe3MepHOMY BBELEHUIO WHCY/IMHA, UYTO MOXET
Bbl3BaTb FMHEP- U TUMNOTNINKEMUIO.
Ecnm 310 Npov3oLLIo, HaYHUTe MPOLEaYpPY 3aHOBO C MCMO/b30BaHNEM HOBOIO pe3epByapa Y MHMY3MOHHOIo
Habopa.
Mepbl NPesocTOPOXKHOCTYU
[Mepen 3anonHeHeM pe3epByapa UHCY/IMH AO/MKEH UMETb KOMHATHYIO TEMIMEPATYPY.
Vcnonb3yiiTe pesepByap cpasy nocse 3arosHeHus.
He XpaHuTb!
Mocne 3ameHbl pesepByapa 1 MHDY3MOHHOTO Habopa NpPoBepbTE UX FEPMETUYHOCTD.
MepBble yCTAaHOBKM BbIMOHANTE NOL KOHTPO/IEM fleyallero Bpava.

He npumeHnmo.

1r)o-|<uy-5aun.'|sorcm fl-' rpcnoa-anisn



OUNCTKWN
21. MeTogbl

cTepuAnzaumm, (mns
CTEPWIbHO BbIMyCKaeMbIX

MeANLMHCKMX U3aeNniA)

22. epeyeHb
HauMOHa/TbHbIX U
MeXAYHapPOAHbIX
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Ha3BaHve meanuMHCKOro nsaenus

PesepByap 414 WHCYNUHOBOM nomnbl  MiniMed cTepunnM3oBaH C  WMCNONb30BaHWEM  MEAULMHCKOrO
o06opyaoBaHMs, WUCNONb3ys CTaHAAPTHbIA UMK cTepunmsaumm sTuneHokcuga (EHO), uto obecneumBaeT
rapaHTMpOBaHHbIA ypoBeHb cTepunbHocTh (SAL) 107 ANSI / AAMI / ISO 11135-1: 2007. Pe3sepByap ans
MHCYNMHOBOM nomnbl  MiniMed cTepunnsyeTca CTepuan30BaHHbIMWM B COOTBETCTBMM C MapaMeTpamu,

MeTop amaaumn  ANSI/AAMI/ISO 1Mn35-1 2007,

CTEPUNBLHOCTK CTepunusauns MefULUUHCKUX WU3AeNnid.
AT1nneHokemg. Yacte 1 TpeboBaHua K
pa3paboTke, BanMAauMn W TEKYLLEMY
KOHTPO/MO  npouecca CTepuansaumm
MeLULMHCKNX U3Lennia.

EO ocrartoyEibie I1ISO 10993-7 2008 N3penns
MeAULMNHCKUE. OueHka
61ONOrN4YecKoro nencTems
MeOULMHCKMX — u3genuii.  Yacte 7.
OcTtato4yHoe cofepxxaHuve
3TUNIEHOKCKUAA NOC/E CTEPUIM3ALNN.

MeToq cTepunu3aLmn 100% 3TUNEHOKCUAHBINA ras.

CTtepunbHOCTL 10-°

VcnbiTaHus Ha YCTPOWCTBO He ABNAETCS MUPOreHHbIM.

MUPOreHHOCTb VcnbiTaHme nuporeHa npoBOAAT MO

MPUHUMNY  «MHOFO K NOTYy» C
NCnonb3oBaHNeM «PyKoBOACTBA MO
Ba/imjaumm Tecta LAL B KauyecTBe
KOHeYHOro npoaykTa Aand sHAO0TOKCUMHaA
4N MeAUUUHCKMUX ycTpoicTe» (FDA
1978)».

CraHpapT LUl 3BsiHMe {3KBNBANIEHTHbI

TAPMOHUN3NPOBAHHbBIE CTAHOAPTbI (ANPEKTKWBA 0O



Ha3BaHve MmeguuUnHCKOro usaenus

HOPMAaTUBHbIX MEAVNUNHCKNM N3OENNAM)
[OKYMEHTOB/CTaHAAPTOB, EN 980 CumBO/bI /19 UCMO/b30BaHNA B MapKUPOBKe
KOTOPbIM COOTBETCTBYET MeAULMHCKMX YCTPOMCTB

MeAVLIMHCKOe n3aenne EN 1041 VHopmauma npefocTasnserca

NPOV3BOAUTENEM MEAVLIMHCKUX YCTPOWCTB
W3penna meauumHekue. MNpoekTnpoBaHme
EN 62366 MELMLMHCKUX U3LENNIA C YYEeTOM
3KcnyaTaLMoHHOM NPUroAHOCTM
Crepynmnsaums MeauLMHCKMX YCTPOMCTB -
EN 1SO 11737-1 MWKpPO6MONOrMyeckMx MeToaos - Yactb 1
OnpefeneHvie HaceneHss MMKPOOPraHM3MoB Ha
NpoayKTax
W3penna meauumHekne. CUCTeMbl MEHEDKMEHTa
EN ISO 13485 KauecTBa. CMCTEMHbIE TPeboBaHMA ANs Lieneld
perynmpoBaHuns
EN 1SO 14971 W3penna meguumnHckme. MprumeHeHne
MEHePKMEHTa pUCKa K MEAVLIMHCKAM U3Aennam
Crepunnzaumns MegULMHCKMX NU3LeNnIA.
1SO 11135-1 StuneHokeng, Yacte 1 TpebosaHus K
pa3paboTKe, BA/IMAALMN N TEKYLLEMY KOHTPOJIO
rpouecca CTepuan3aunm MeAULIMHCKUX U3Lennii

FOCT 1S0 |/|3£I,efll/lﬂ MeAVLIMHCKMeE. Ou,eHKau6monor|/|quKoro
10993-1 [ENCTBUA MeAULMHCKMX n3genuin. Yactb 1
OueHKa 1 nccnefoBaHns
FOCT P UICO W3penns meamumHckme. OLeHKa 61onornyeckoro
10993-2 [ENCTBUA MeAVNLMHCKUX 13aenni. YacTb

2.TpeboBaHVs K 00paLLEHNIO C XXMBOTHbLIMU
W3penns megmumHekme. OLeHKa 61Monornyeckoro

FOCT ISO [EeNCTBMA MeAULMHCKUX 13aenuid. YacTb 4.
10993-4 WccneposaHust n3aenuia, B3aMmMoaencTBYOLINX C
KPOBbHO
MOCT ISO W3penns meguumHckme. OueHKa 61o1ornyeckoro
i 1]=C.md ;1. i1
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MpunoxeHue K MHCTPYKLMUM NO NPUMEHEHU IO

HasBaHvie MeauLMHCKOro u3genms

10993-5

OCT ISO
10993-7

OCT ISO
10993-9

OCT ISO
10993-10

MOCT ISO
10993-11

FOCT 1SO
10993-12

OCT I1SO
10993-18

EN 556-1

ISO 11607-1

I hx’

[ENCTBUS MeAVLIMHCKMX 13aenuin. YacTb 5.
VccnenoBaHns Ha LMTOTOKCUYHOCTL: MeTOAb! in
Vitro

W3penma meauumHekme. OueHKa 61Monorniyeckoro
[ENCTBUA MeAVLMHCKUX U3fennin. YacTb 7.
OcTaTouHOe cofiepXkaHve sTuIeHoKeuaa rnocrne
cTeounm3aumm

W3penna meguupHekme. OueHKa 61o1ormieckoro
[eNCTBMA MeAVLMHCKNX 13aennid. YacTb 9.
OCHOBHble MPUHLMMbI UAEHTUPUKALMN 1
KOMIMYEeCTBEHHOI O OMNpefenieHns NoTeHUMaIbHbIX
MPOAYKTOB AeCTPyKLMUN

W3penna meauupmHekme. OueHKa 61o1ormMyeckoro
[eNCTBUS MeAVLMHCKUX n3aenunid. YacTb 10.
ViccneposaHvs pasgparkatoLLero u
CEHCUBUN3MPYIOLLIErO AeliCcTBIMA

W3penna meamupHekme. OLeHka 61osormyeckoro
AENCTBUA MeAULUMHCKMX n3aenmia. Yacts 11
WccnepoBaHms 06LLETOKCMYECKOTO AeCTBUS
W3penna megmumHckme. OueHKa 61Monornyeckoro
[eNCTBUS MeAULIMHCKUX n3gennin. YacTb 12
MpuroToBneHre NPo6 1 KOHTPO/IbHbIE 06pasLbl
W3penna meauumHekme. OueHKa 61010rnyeckoro
[eNCTBUA MeAVLMHCKUX 13aenuid. YacTb 18.
VccnenoBaHme XMMMYECKUX CBOWCTB MaTepuasioB
Crepununzaumns MegULMHCKMX U3Lenuii,
TpeboBaHNA K MEAVLIMHCKAM U3LeNVsaM
KaTeropumn «CctepusbHble». Yactb 1 TpebosaHus
K MEAVLIMHCKMM U3[eNnaM, nognexaryiv
OMHULLHON CTepuan3aLmmn

YnakoBka g8 MeAULUHCKNX U30eNNiA,
noanexxatmx (bUHULWHOA cTepunmnzaummn. Yactb

1 pi-XKiOii Hnu'
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11lpunoxeHne K MHCTPYKUUN HO MPUMEHEHUIO

Ha3BaHve meguunHckoro nsgenus

ISO 11607-2

1: Tpe6oBaHMA K Matepuanam, 6apbepHbIM
cucTemam CTepuamnsalmm 1 cuctemam ynakoBKu
YnakoBKa 415 MeANLUHCKUX U3LEeNnH,
noasexalnx OUHWULLIHON cTepunmnsaummn. Yactb
2: 'pe6oBaHMNa K BanuaaLMu npoLieccos
6onmMupoBaHusa. repmeTnsaLnm 1 coopkm 9

HE FTAPMOHVI3VIPOBAHHBIE CTAHAAPTbI (AVPEKTVIBA
MO MEAVILVHCKM V3LENUNAM)

ISTA 2A

21 CFR812

MEDDEV 2.7.1

MEDDEYV 2.12-1

dapmakones
CLUA / United
States
Pharmacopeia
PykoBoacTBo
MeX/1yHapOoaHOA
KOH(pepeHL MM No
rapmoHu3saumn/
ICH Guideline
PyKoBOACTBO
MEeXAyHapOoLHOWA
KOH(pepeHUMn Mo
rapMmoHusaumm/
ICH Guideline

Mpcl<k Ln.-n;;01uy

YacTMyHOe MMUTALNOHHOE UCMbITaHWE Ans
nsgennii Becom 150 yHTOB (68 Kr Mnm mMeHee) B
ynakoBKe

OcBobOXaeHME AN UCCNeLyemMoro
MeANLMHCKOr0 n3aenuns

PYKOBOACTBO N0 MEAULMHCKUM U3LENNAM —
KnuHnyeckas ougHKa: pyKoBOACTBO A/1s
Npou3BOAUTENEN N YNONHOMOYEHHbIX OpraHoB
PyKoBOACTBO MO CUCTeMe Haf3opa Haf
MeLULUNHCKUMU U3LeNNaMU

VcnblTaHWe Ha aHTUMUKPOGHYIO 3hhero MBHOCTb

KauecTBO 6MOTEXHONOTMYECKON MPOAYKLNN:
ncnblTaHMe CTabuNbHOCTM
O61OTEXHONOrNYECKOI/6MONOTNYeCKOA
npoayKummn (Hosi6pb 1995 r.)

OueHKa flaHHbIX 0 cTabunbHocTK (thespans 2003

r.



MpunoxeHne K NHCTPpYKUUKN NO NPUMEHEHNIO
Ha3BaHve meauUUHCKOro usgenus

OvpeKTunBa HassaHue
OupekTtuea coeta EC 93/42/EEC oT 14 uioHs
93/42/EEC 1993 r. No MeANUMHCKUM usgenuam (Jupektusa

no MeguuUUHCKUM unsgenuam - MDD)
[Ounpektrea 2001/83/EC EBponeickoro
napnameHTa 1 Coseta 0T 06 HOs6psa 2001 1. 0

2001/83/EC Kogekce Coo6LLecTBa 0 JIEKapCTBEHHbIX
npenapaTtax 4ns MegULUHCKOro NpuMeHeHus
[unpektnea 67/548/EEC - Knaccudmkaums,
67/548/EEC ynakoBKa 1 MapKmpoBKa ONacHbIX
[unpekTtuea coseTa 80/181/EEC oT 20 gekabps
1979 r. o CONMXKEHNM 3aKOHOAATE/bCTBA
80/181/EEC MocypapcTs - uneHoB EC, oTHocAwWwerocs K
eAVHMLAM U3MepeHns
23. YcnoBus YCnoBus TPaHCMOPTUPOBKM U XpaHeHWS
TPaHCNOPTUPOBKM - OnanasoH Temnepatyp ot -20 (+ 0/ -2) °C go +50 (+ 2/ -0) °C
XpaHeHWs - lnana3oH oTHOCUTENIbHOM BNaXHOCTM oT 5% (-5/0%) fo 95% (+5/0%) KOHAeHcauma

- [inanasoH atMmoctepHoro gasneHuns 496,4 (+ 0/-35) rlMa go 1061.8 (+ 35/-0) rMa

PaspyLuatowas cuna

Cwvna paspbliBa nnacta fo/mxHa 6biTb He 6onee 0,635 Kr.(1,4 hyHTOB.)

TecT yTeuku

HapyXHble YMNNOTHEHWA pe3epByapa [LO/MKHbl OblTb TEPMETUYHbI OT BHYTPEHHEro [aBfieHUsA >XUAKOCTU
206,843 «kMa. (30 (hyHTOB Ha KBagpaTHbIA AlOAM) B COOTBETCTBMM C MPUMEHUMbIMU  YCNOBUSMU

CMO/b30BaHMS.
24. TapaHTUMHbIe Komnauua «MeaTpoHnK MwunuMef» rapaHTUpyeT OTCYTCTBME B CBOMX WH(Y3MOHHbLIX Habopax u
0653aTeNbCTBA pesepByapax [edeKToB MaTepPMANoB U U3roToB/EHNA (fanee - «[apaHTUAHLIN Nepnoa»).

- B TeyeHue apaHTMiiHOro nepuoga kKomnaHma «MeaTpoHUK MuHuMeg» 3aMeHUT N60oi EtomcnpasHbIin
pe3epByap WM MH(Y3WOHHbIA Habop MNpW YCNOBMSAX W Ha OCHOBAHWMM WCK/IKOYEHWIA, OMUCAHHbLIX B 3TOM
pasgerne.

- [aHHas rapaHTuMs [eicTBMTENbHA TONbKO NPWU YCMOBMM UCMOMb30BaHWUA WH(Y3MOHHbLIX HabopoB w
pe3epByapoB KoMnaHun «MeaTpoHUK MwuHuMen» B COOTBETCTBUM C YKa3aHUAMMW MNPOU3BOSUTENS.
HacTosLias rapaHTus He NPUMEHSETCS:

Urndtv/laony i
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25. CpoK rogHocTtun

26. CpoK cnyxbbl B Tene
YesioBeKa
27. TpeboBaHus K
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MpunoxeHne K MHCTPYKLMN NO NPUMEHEHW IO
HasBaHne MeAULUHCKOro n3genus

- Ecnn nHMY3MOHHBLIA Habop win pesepByap WUCMonb3oBancsd 60see OAHOrO pasa OAHWM  KOHEYHbIM
NoNb30BaTENEM;

- Ecnn nospexpaeHwe BO3HMKIO MO MNPUYUHE HENpaBWIbHOTO BCKPbITUA CTEPUbHON YMakoBKKM, C
HapyLleHVeM MopsaaKa, ONMCaHHOro B VIHCTPYKLUMK MO NPUMEHEHWIO;

- B cnyvae HapyleHMs LeNoCTHOCTM CTEPUIbHON YNakKoBKWM MpUW HaxXOXAEHUU ee MOof KOHTPONeM
nofib3oBaTteNiad 3a WCKNHOYEHWEM HAMEPEHHOrO €ee BCKPbITUA MNOMb30BaTesleM BO BPEMSI MCMO/b30BaHUSA
n34enus no HasHa4yeHuio;

- B cnyyae BO3HWKHOBEHWUS MOBPEXAEHUS B pe3y/nbTaTe BHECEHWS MO/b30BaTefieM WM TPETbUM JIMLOM
N3MEHEHWNIA 1AM MOANMUKaALWIA B MH(Y3NOHHBIA Habop MK pe3epByap Mocne AaTbl U3rOTOBMEHUS;

- B cnyyae BO3HWKHOBEHMS| MNOBPEXAEHWS B pe3ynbTaTe WCMOMb30BaHWMSA C WHCYNMHOBOW MNOMMOW OT
KomnaHun «MeaTpoHUK MuHnMea» UH(Y3MOHHbIX HabopoB UK pe3epByapoB APYrX NPOM3BOAUTENENA;

- B cnyyae BO3HMKHOBEHUS MOBPEXAEHUA B pe3ynbTaTe BbIMNOMHEHUA 00CNY)XMBaHWUA WM PEMOHTA NHO6ON
4acTW WH(Y3MOHHOro Habopa WM pesepByapa He MNPOU3BOAMTENEM, a /IHOObIM MHBIM (PU3NYECKUM WK
OPULANYECKUM NINLIOM;

- Ecnv noBpexfjeHne BO3HUKIO MO MPUYMHE 3KCMAyaTauum pesepByapa WAM UH(Y3MOHHOro Habopa C
WHCYNMHOBOWM MOMMOM, NPOM3BOACTBA He KOMNaHUKU «MeaTpoHNK MuHuMepny;

- B cnyyae BO3HMKHOBEHWS TMOBPEXAEHMS B pe3ynbTaTe AEWCTBUA  (OPC-MaXKOPHbIX WM UHbIX
06CcTOATENLCTB, He Bfie KOHTpONA npoussoguTens; NnMoo

- Ecnn noBpexkeHne BO3HWKAET MO MPUYMHE HEOPEXHOCTU WM HEMpaBUAbHOTO UCMONb30BaHUSA, BKOYas,
MOMUMO MPOYEro, HapyLleHWe NpaBW XpaHeHWUs WM HeponycTUMoe (hM3NYecKoe BO3JEeNCTBUe, TaKoe Kak
nageHne UM NHoe.

HacTosian rapaHTusl sBNsSIeTCS €AMHONWYHON ANns MepBOHAayanbHOro nokynartens. Jlto6as npogaxa, apeHaa
NN MHaa nepefdadva NGO MCMoNb30BaHWE U3LENUS, Ha KOTOpPOe pacrnpoCcTpaHaeTcs JaHHas rapaHTus, o6biM
WHBIM O0Nb30BaTENIEM, & HEe MepBOHayasibHbIM MOKynaTesieM Hemea/IeHHO MPUBOAWUT K €€ aHHY/IMPOBaHUIO.
HactodAwas rapaHTMs He pacnpocTpaHseTcsd Ha WHCYNUMHOBbIe MOMMbl, 6OaTapen MWUTaHUA U UHblE
NPUHaAIeXXHOCTMN.

PesepByap UMeeT YTBEPXAEHHbIA CPOK FOAHOCTM A0 3 NeT OT MOMEHTa CTepuaM3aunmn v npegHasHavyeH Ans
XPaHeHUsi HOMMWHA/IbHO NPU KOMHATHOM TemnepaType. J[lata WCTeYeHMs CpoKa [JeicTBUS yKasaHa Ha
NHAVBUAYANLHOM NOTKE U3LeNus.

He npumeHumo.

Hc npumeHnmo.

IpuM<k"lal5.T.k'k"> a



MpunoxeHue K MHCTPYKLUN MO NPUMEHEHUIO
Ha3BaHue MefuULUHCKOTO u3genus

MOHTSXXY M YCTaHOBKeE
28. CBefieHNs 0 He nprvmeHumo.
TEXHUYECKOM

06cnyXXnBaHUK .
29. Tpe6oBaHNs K oxpaHe YTUNnM3nMpoBaTb U3feNine B COOTBETCTBMU C AENCTBYHOLMM 3aKOHOAATENbCTBOM W HOpPMamMu MeAWLMHCKOro

OKpY>KatoLLein cpefbl npu  YYPexnaeHns.

NpUMEHEHNM Heuncnonb3oBaHHbIe U34eNNA C UCTEKLIMM CPOKOM FOAHOCTU OTHOCATCA K MEAMLMHCKUM 0TX0f4am Knacca A
MEAULMHCKOrO  U3MeNns. Mocne KOHTaKTa C OpraHM3MoM nauueHTa cnefyet cuutaTb MeAULMHCKMM OTX0A4OM Knacca B u
YTunusaums Winm  YTWAU3MPOBaTbL COOTBETCTBYHOLLMM 06Pa3oM.

YHUUTOXKEHME OTxopbl knacca b nognexar o6s3atenbHOMY 06e33apaxuBaHUI0 (fe3nHgpekumm)/ 06e3BpexxnBaHnio. Bribop

mMeTofa o06e33apamBaHNa/06e3BpeXBaHNS ONpeaenseTcsd BO3MOXHOCTAMMW OpraHm3aLlmmn, OCyLLeCTBAIOLLEN
MEeAULMHCKY0 U/nnn apmaLeBTUYECKY0 LeATeNbHOCTb, Y BbIMOMHAETCA MNPy pa3paboTKe CxXembl 06paLleHuns
C MeAULMHCKUMK OTXOAaMM.

30. Ccbinku Ha He npumeHnmo.
npegbiayLine

MoAnUKaLnm

MeAVLMHCKOro  n3aenus

nnu noao6HbIe

MoanmnKaumm

31. Cnyx6a  paboTbl  C KoHTaKT no BceM Bonpocam, BK/IHOUas Xanobbl, PpeMOHT 1 06CY>KMBaHME MeSULNHCKUX U3LeNnin
KAVEeHTaMu YNOoMHOMOYEHHbIV NpeAcTaBuTeNb B Poccuu:
OO0 «MeaTPOHUK,
123317, MockBa, NpecHeHcKas HabepexHas., 10
Ten .: (495) 580-73-77, dakc: (495) 580-73-78,
vvww.medtronic.ru

1 rTvHVS. VK
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[MepeBopa ¢ aHrnMiAicKoro si3blka Ha pyccKnin A3blk\
[Ha 6naHke kKomnaHun «MefTpoHNK MuuuMepg»]

«MepaTpoHuK MuHuMeg» (Medtronic MiniMed)
18000 AesoHwup Ctput

HopTtpuax, Kanugophna 91325, CLUA

(18000 Devonshire Street

Northridge, CA 91325 USA)

Ten.:+1 (866)9486633

www.medtronic.com

YOOCTOBEPEHNE NOAJ/TMHHOCTHA

BbicTynagd B KayecTBe OTBETCTBEHHOrO [O/DKHOCTHOrO /uua KomnaHunm «MefTpoHUK
MuHuMef», 1 HacTOALMM 3aaBAt0, YTO Npunaraemoe MpunoxeHue K VIMT aBnseTca BepHOR 1
TOYHOW Konuen.

Y paii baraBaTyna /moanuce/
Cneynanuct  No  MEXAyHapogHOMY  HOPMaTMBHO-NPaBOBOMY Mognuce
perynvMpoBaHunto - EBpOMENCcKoe areHTCTBO MO  /IEKApCTBEHHbIM

cpeacteam (EMEA)

Mpu odopmMNeHNM HACTOSLLEr0 YAOCTOBEPEHUS HOTapuyc WM WHOe [AO0/MKHOCTHOE fnL0
Y[L,OCTOBEPSET TOMbKO JIMYHOCTb (DM3MYECKOTO NnLa, MOAMMUCABLUEr0 AOKYMEHT, K KOTOPOMY
npunaraeTcs HacTosLee YA0CTOBepPeHMe, a He JOCTOBEPHOCTb, TOYHOCTb UMW eACTBUTENbHOCTb
AOKYMeHTa.

LLTaT KanugopHus
Okpyr Jloc-AHoxenec
04 nekabps 2018 r. Ko MHe, HasuHy K. T'gypy (HoTapuycy).

(nata) {\Ms 1 [OMKHOCTL 3aBePAIOLLEr0)

JVHHO sBuncs Ypain barasaTyna W NOATBEPAWST MHE Ha OCHOBaHUM [OCTATOYHbIX
[OKas3aTeNbCTB, UYTO OH ABASETCA /NMULOM, 4YbS MOANWCb MPOCTaBAeHa Ha MPUIOXKEHHOM
AOKYMEHTE, a TaKkXe, YTO OH MOAMMCaN YKasaHHbIl JOKYMEHT B Ka4ecTBe MPaBOMOYHOIO /Mua, 1
4TO €ro NOAMWCb Ha YyKa3aHHOM [OKYMEHTEe O3HayaeT, YTO YKa3aHHbI [OKYMEHT MognucaH
(hM3NYECKUM UM HOPUANYECKUM NNLLOM, OT MMEHM KOTOPOro AeliCTBOBaNO yKasaHHOe nnuo. A
ypoctoBepsto nog CTPAXOM HAKA3AHUA 3A JDKECBUAETE/IbCTBO B cooTBeTCTBUMU C
3aKoHOAaTeNbCTBOM LWiTaTa KannopHus, UTO BbiLLEN3N0XeHHas UHDOpMaL s ABNSETCA BEPHON
1 TOYHOIA.

B CBUAETE/NIBCTBO YEIO nocTaBfeHa MO COBCTBEHHOPYYHas Mognucb U oduumansHas
neyartb.
Mognuce Inodnucbl (MeyvaTs) [WTamn:
HasuH K. layp
Hotapuyc wrata KanuhopHusa
Okpyr Jloc-AHpxenec
NnueHsnga Ne 2165005
Mos NULEH3NA JencTeuTeNbHa no
18 ceHTA6psa 2020 r.]

[Oanee cnegyeT TeKCT AOKyMeHTa «[puno>keHue K MIHCTPYKLUMM MO NpuMeHeHno. PesepByap

AN NoMMbl MHCYNUMHOBOW MiniMed B Habope», NpeAcTaBNeHHOrO Ha aHrMUACKOM U PYyCCKOM
A3blKax.]
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Mepesen 3ariuesAmLuLAL BiTsnesmy

Poccuiickaa ®efepauns
"opog MockBa
OpnHaguaToro fekabps fBe TbiCA4M BOCEMHAALLATOro roja

A, AomaxuHa Anna BanepbeBHa, BPEMEHHO WCMOMHAKOLWAA 0683aHHOCTM HOTapuyca
ropoga Mockebl Koponb Bukrtopum AnekceeBHbl, CBUAETENbCTBYH MOAMMHHOCTL MOAMNMCK
nepesogunka 3ainuesa Amutpus Butanbesunya.

Moanuck caenaHa B MOeM MPUCYTCTBUN.
JINYHOCTb NOANNCABLUEr0 JOKYMEHT YCTAHOB/IEHA.
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Poccuiickan degepaumst
"opog MockBa
OgfvHHafuaToro fekabps ABe TbICAUM BOCEMHAALUATOrO roga

A, [AomaxvHa Anna BanepbeBHa, BPEMEHHO WCMOMHALWMIA 0653aHHOCTM HOTapuyca ropoga
Mocksbl Kopoib BukTopun AneKceeBHbl, CBUAETE/bCTBYH BEPHOCTb KOMUU C MPeACTaB/EHHOr0 MHe

LOKYMEHTA.
3aperucTtpupoBaHo B peectpe: Ne 08/82-H/77-2018-14-2352.

B3bickaHO rocyfapcTBeHHol now IMATRE*Mudgy)- 620 py6. 00 kon.
YnnayeHo 3a okasaHue ycnn”aBo”o”o u Mexs”eckoro xapakrepa: 3100 py6. 00 kon.

A.B. [lomaxuHa

Bcero npoLLHypoBaHo,
NPOHYMepPOBaHO 1 CKPen/eHo
neyaTbio

BPWNO HoTapuyca

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



