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REGULATION (EU) 2017/745 OF THE EUROPEAN —
PARLIAMENT AND OF THE COUNCIL BHANMMT )’

Medical Device > diagnosis, prevention, monitoring,
means any prediction, prognosis, treatment or
alleviation of disease,
e Instrument, » diagnosis, monitoring, treatment, alleviation
e apparatus, of, or compensation for, an injury or
» appliance, disability, investigation, replacement or
o software, modification of the anatomy or of a
e implant, physiological or pathological process or
e reagent, state,
 material or other article » providing information by means of in vitro
intended by the manufacturer examination of specimens derived from the
to be wused, alone or in human body, including organ, blood and
combination, for  human tissue donations, and which does not
beings for one or more of the achieve its principal intended action by
following specific medical pharmacological, immunological or
purposes: metabolic means, in or on the human body,
but which may be assisted in its function by
such means.

Official Journal of the European Union



REGULATION of MEDICAL DEVICESAND B@
the REGISTRATION -

Federal Law of the Russian Federation of November 21, 2011
No. 323-FL “Health Protection of the Citizens of the Russian
Federation”, Article 38 “Medical Devices”:

by the Regulatory Authorities
authorized by the Government
of the Russian Federation G
are allowed to be handled on the market.




Handling of Medical Devices inthe é@
national territory —

In accordance with item 3 article 38 323 Federal Law

Handling of medical devices consists of the following:
v technical tests,

v’ toxicological research, v selling,
v clinical triaIS, v assembling’
v" quality control safety and performance _

of medical devices, v" adjustment,

v" medical devices registration, v’ application

v" production,
v technical maintenance provided by

v’ import, the manufacturer’s operational and
v’ export, - gg;?rlcal documentation

v' conformity assessment,

v’ state/authority control, v’ recycling disposal destruction

v’ storage,
v' delivery,



LIABILITY FOR MEDICAL DEVICES st )Y

HANDLING

The civil and criminal liability for inappropriate activities in
the medical devices lifecycle is regulated by the following
regulatory legal acts:

 The Code of Administrative Offenses of

the Russian Federation KOJEKC

POCCHITCR O
OELEPAIHI
OE ATMNHECTPATHEBHBIX

of 30.12.2001 Ne195-FL
(6.28, 6.33, 14.43, 14.44, 14.46,
19.4,19.5,19.7.8, 19.33):

e The Criminal Code of g
the Russian Federation "

of 13.06.1996 Ne63-FL
(c1.235.1, 238.1, 327.2).




Eurasian Economic Union B@)

The Member-States of the Eurasian Economic Union are the Republic of
Armenia, the Republic of Belarus, the Republic of Kazakhstan, the

Kyrgyz Republic and the Russian Federation with a total population of
183.8 min people.

The EAEU provides for free movement of goods, services, capital and
labor, pursues coordinated, harmonized and single policy in the sectors
determined by the Treaty and international agreements within the Union.

Medical Devices registered in the Russian Federation receives
Registration Certificate and the mark (PVY).

Medical Devices with the mark PY are admitted all over the EAEU.

% Eurasian
Economic
EAEU Union


http://www.eaeunion.org/?lang=en

Russian Scientific and Research Institute of _' BT )
Medical Engineering

The Institute was founded by decree of
Ministry of Health, May 5, 1999.

In 2005 the institute became a part of
Federal Service on Surveillance in
Healthcare of Russian Federation
«ROSZDRAVNADZORN».

The main goal of the Institute is

to provide efficient health care system by supplying high quality and safe
medical devices:

- By improving the expertise and testing activity of the Institute

- By implementing a new scientific research methods in the process of lifecycle
medical device control
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Russian Scientific and Research Institute of Medical D
I i BHUUMT
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When ROSSTANDARD issues a standard based on an 1SO standard,
It adds the prefix “I'OCT” and adjusts the year accordingly.

In the Russian Federation our example standards are:

['OCT ISO 10993-6-2011 Ouenka 0MOJIOrHYECKOro 1eMCTBUA

menunuHckux m3aeaunii Yacte 6 - Medical devices. Biological
evaluation of medical devices. Part 6. Tests for local effects after
Implantation.

Our Testing Centre offers tests performed with accordance to more than
300 ISO standards that is the biggest numbers of tests of Medical
Devices provided in the Russian Federation.



The role of Russian Scientific and Research

Institute of Medical Engineering in Conformit
assessment

BHUWANMT

The systematic examination of evidence generated and procedures undertaken by
the manufacturer, under requirements established by Regulatory Authority that is
Roszdravnadzor, to determine that a medical device is safe and performs as
intended by the manufacturer and, therefore, conforms to the Essential Principles
of Safety and Performance for Medical Devices.

Russian Scientific and Research Institute for Medical Engineering
engaged in determining whether the relevant requirements in
technical regulations or standards are fulfilled.
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Russian Scientific and Research Institute of Medical
Engineering BHANMMT

¢ 1

-

MEHECTEpETIO Anpa AT EEUNE

E Peecwhesol Peaspagmm ZzIGTI0
K SENEPANLRHAS CAYEEA IO HAJIOPY = o
SoakIEs 3 E COEPE ATPABOCXPANEHIS | e lePATLHDE TOCYIAPCTRENHOE
F‘ {FOC3IPABHAIZOR) HINEHETHOS Y HPeRICHHE
OEEPANLHAN CAYKEA 110 HATIOPY ‘| FYEOBOIHTEA: aBeepoccaiicunil naymHe-
B CWEFE HLPABOOXPANEHRA E e . e . Sl P HCCNeMOBSTETECKAN W HCTBITa e ThHEIH
' TL'nt-w -,‘L'!"]HEA: W (45°5) 6OR |5 14 HHCTHATYT MEZHIHCEOH TEXHHENR
TRDEEZHS Wl 20 i o
u '1 L Ha re W chiepe LIpaBOOXDANEHIA
1 e ==
I s @C-H301-008640 vie 13 0 mann 2018 E. | Kammpexoe mocce, 1. 24, cTp. 16,
i; W Mockea, 115478
'_:1 THid oy b € W i, E._ ! (4] 0 Mgt
'-__.- [r (YRR R 0 AR e e AT L WW“IHM&HE

FECMH TAHHE MESRITNEG KHE fRIanh

Magnunmisnel aenrenenesTiy

{85 AN Y KBIEHOR ABATANLHOCTIA, O WACTRSAWIN WO HILCHAWE CEMBIaDLRA
1 ARTIRA BRI RENRA. BB I B BT SAETRLY AR P 1A
Tﬂmmmmw

=,

PenepateHal cmywia m0 HAMsOpY B ciepe anpanooxpaHeHHs Co0HMaeT, TT0 B
COOTRETCTRAN ¢ MyHKTAMH 26-27 [IpaEHN TOCYIAPCTBEHHON PErACTPALINE METHIHHCKEK
HALeNHH, Yidepaiicninm noctascarcaked [Ipasnrenecrea Poconsicroft Peacpaunn ot
2T.02.2002 Me 1416, opukazonm Mmmagpas Pocom or 16.05.2013 M 300m 06
yracpwesdn TpefoRaHH K MaIHOHHCKHM OPTaHHIaMHaM, NPOROIANHY KINHIMECKHE
HCIIETAHHA MCAHMIWHCERX HBJIE.H'H“, H ﬂﬂp&.‘lﬂa }Tﬁl{ﬂmllm COOTHETCTRHA
METHUHACKEX OPTaHdzalmed THM TpefoRaRnaM» M NpHES0M PocidpaRHamiops oT

JERETHE ne  £144  Denepansioe rocynapersensoe GlommeTHoe yapeRIenne
wBcepoccHAckHA  HAVMHO-MOCHSHOBATEARCKNE o HCONETATCIBHBA  HHCTHIYT
METIHHCKOH TexnHEry Penepansuof cayalbl Mo HATIOPY B cepe J0paBCONPAHEHHE
pEmpeno B [lepesent  MeAMUMNCKHX  OPrOHAIAUET, MPOBOSRAIINN  ETHIIMCCKHME
MCAEITAHHA MeIHLHHCKED ALeTa,

CliHoBpeMeHHn  copflaes, 970 cheneHun o OenepamHoM [OCYIFPCTEEHHOM
Gwgweraom  yupesgennn  oBcepoconficemit | HayuHo-HocqenomaTenscEMA 0w
HCHBITATEMhHEN HHCTHINVT METHLHHCKOR TexHMkHy DeispuibHol ciivatel 10 HATOPY &
cifepe  JUPABOCXDANESIHE DAIMEMEHE. HE odunEaTeRoM calfite Pocanpaseamsopa s
FCA O M AT OG- eI KO MMy HHKBIHOHHOA coTh aklarepreTs.

Pnaa paior (yenyr, wiamaisme i :ntlnmuwu:ﬂ B QOCTIUNE LNIRSICIEPyeMBTY
AR AENTEIMIOETIE 1O TR TETHIR & vaeThin 2 orarea 12 daaiepa sk
LEERTIEAEN R AT T TR & SR L T T T m.. Tn

b b W T Iy
mwtmwmmmwm i

Cornmcro npanomeHiie () K AduEs e
“DLIUII.I.I.I.IJKI.I.L:II!III.L'fmﬂﬂim [T o T Y T SR T R ey
] Ll Ll ]

A T
BRI B R AR T R, NTRETTE
EELMHIE, o e bR T

PegepancHoe rodyAbps TEemeie GhaniThob uimiidhie “HE b Pt CHRDHR
YD E 0 O TRALCKIEH W HOHITATRR i WHETHTYT MALRUA RO
TexHHEH" PagepanHoA cny#Gbl No HAQI0PY B cope IAPANOGXPANE HMA
DTBY "BHAMHMT" Pocagpannagacpa

s
_ea-
";_
) I8
.
L
Fl
g
¢
2
)
e
b
2t -
;
f
i

Damnmicdl rocysspeTreriell BEscp RPILCCETe TR | AL i) o
npaarpaiimstceens WO 1 1027738242478

LR T T T TR R W ETE AT TR TR T T E

Bar AR ARG FES LR ALy A s Ao FE L AR, 34 7

THE0E0

2w

- 0 TTE AN *1.1*!' e M.A. M}'PH'UI'BCD




Russian Scientific and Research Institute of Medical Engineering

WL imig. i

CEPTHDUXAT Ne
CERTIFICATE M. 9159.FGEI

S0 CHCTEMA MEHEJMMEHTA KAMECTEA, NEACTEVOWAA B
WE HEREEY CERTIFY THAT THE QUALITY LUNAGEMENT SYETEM CPERATED BV

DenepantHoR MOCYRAPCTEEHHOES SHAKETHOE YupexgeHte «BrapoccuicKna
HAYMHO-HECNEQ0BATENECKAN M MCNLITATENHIIR MHCTHTYT MEAHUHHEKOR

TexHuEns DonepansHon cEbnl N HARIOPRY B caps JAPAEOOKPANEHNA
Fedaral State Budget Institution sRussian Scientific and Research institute for
Madical Engineerings of Federal Service for Supervision
in the sphere of public health

POCCHACKAR SEAEPALRRA, 115478, I MOCKEA, Y7L HALMPCROE WOCCE. L 24. CTP, 18
24, HAZHIRSKOE SHOSSE STR, I, 16, WOSTOW, 115478, THE RUSSIAN FEDERATION

(AL S DPEFRATIVE LINITS

FOCCHACKAR GEAEPALRTA. 115478 I, MOCHEA, V1L HALWMPCHOE WOCCE, 1 24, CTP. 16
24, KA SHESHOE SHOSSE ST, B, 16, MOSCOW, T15478, THE RUESIAN FEIERATION

COOTEETCTEYET TPEGDBAMMRRM CTAHIAFTA | 15 M COMPLIANGE WTH THE ETANDARD

1S0 9001:2015
A CNELFHALER O EMACTI ENTENGHOCTH i FOR THE FOLLOWAE ACTIRTIES

ZMONEPTHID MEQHUHHCIME RESENNWA, TEXHHYBCKAR HCNBTIHHA 1
TORSARDAANAYBCEAS HECNEDRSEHE MEAMLNHCIAK H3germi
Examinaticn a° menical gpsvioas, Ischmcal [Bsfing and
taxicoingica studias of madical davices
Jara v e S RCHEHRR ! IS0 DO 35

uw'rﬁm a yhmu e ermm cﬁ:-m-.ud
Furfier 5 SO0 raqueorents may be oblaned Dy arsuling [ia spasialion

HONAPLIDBAHKE M CPOK SERCT BA3 CEFTHOHEATA QOTHHE WIDOIETEOFATL TPEELEAHHAW
TIFALRET MO GEP THEHEALME CACTEM VEHETHMEHTA
THET LISE ANG THE PALNTY OF THE CEATARTATE SRALL RATISTY ThE
OF TR TLLES FOR CERTEICA MO OF MAMAGEWRNT SYRTRRL

BATA NEPHASHAR CEFTHOGMALMA  AATA BLIMVCKA CROEAEACTEHA
OATE: FOTST CEMTAYGA PN CLRENT S LY
2017-08-03 2018-08-05 H20-08-03

D 5t WS GURNTILIAH, 43 - 33ni MILARG TALY
Syatern Detiion - Fiiwkd SHTa00
Oy ths Ergiabs tuat i st

\IMQ

\4F: 36, 34

BHANMT

Net .

THE INTERMATIONAL CERTIFICATION NETWDHK

CERTIFICATE

CISQAMYQ has issued an JQNet recognized certificate that the organisation:

Federal State Budget Institution «Russian Scientific and
Research Institute for Medical Engineering» of

W I Rdel
*
*

Federal Service for Supervision in the sphere of public health

24, KASHIRSKOE SHOSSE 5TR. B. 16
MOSCOW, 115478, THE RUSSIAN FEDERATION

has implemented and maintamns o
Creality Management System

far the follouding soope!
Examination of medical devices, technical testing and

toxicological studies of medical dewices
Fusther ol il rgarding thr aap iy oo B SO0 13015 requairawsnin may b chinined! by soaiilring e sganiation

which fulfills the requirements of the following standerd:
IS0 9001:2015

Issued on: 2018 - 09 - 06
Exptres o 2020 - 08 - 03

Thiz aftestation is directly nked ta the K3Net Portner's oniginal eertificate
anc sholl nof be weed as @ stand-alone dociment

Registration Number;  IT - 112096

cisoZrerZal

Al Bivichitair Iy, Clawdia Provets
President af IQNET President af CISC

[t Pariness®;
AN AFHOR, Cerification Frovoe APCER Porgp! DOC Cipras CI50 ol
OO Chia D00 Chins D08 Canck Ripubdie Cro Cert Cronda DS Holding Gembl Geronaary FUAY Brant
PETEIHORA A p-mm ICOMTEC Cokwbiz Inepecta Serifisinti O Finkonf INTECO Cemta Rica
wmwm w1 K} K MIBTEC Oreese MBET Hiasgary Membo A3 Normy: HEAL fnslond!
.Wu-n FUHD Pakiad Quality Apsiria A KR Suoda SIE Bl SICH o
SIRIM (A5 i it SIS Battrerhund SILAL Revanio TERT 51 Petersburg Mumh TSE Torkey YUQS Serbia

rgasiwm 6 Carifcprions Fedmalo 019] ﬂﬂlhm“"ﬂ-’w' -

e L rat e ke g B sl

s by I’.nuvmuﬂ-fmmnd-mqn—l
e - AT T A P

Kt ks rqucmmqul,lh bry: AFNOR Copmification, CI50), DS Flolting CmibH imd NEAL e

* Thee st of B)at partrers s vadid al the tinse of sue of this certificae, Updatal infenmtion is svallshle oder wwew irpehcerifcalion com




OUR TESTING CENTRE

BHUWANMT

Medical materials and tools testing lab

General engineering testing lab

Mobile Medical complexes testing lab

‘<

Testing lab for MD used in functional diagnostic and
physiotherapy

Software as a MD testing lab

Metrology lab

Laboratory for testing MD used in radiation therapy

Electromagnetic compatibility testing lab




OUR TESTING CENTRE

BHUWANMT

Testing lab for MD used in Medical laboratory research

Toxicology lab (biocompatibility tests)

Microbiology lab



Mobile laboratory used for on- \“\'W
site inspections and testing of & &=

Medical Devices

Electrical medical
devices

- Life-supporting MD (except
implants);

- MD for in vitro diagnostic
(including pre-analytical
preparation );

- MD used in radiation therapy;
- MD used to monitor patient
condition;

- MD used in physiotherapy;

- MD used in surgery;

- MD used in dentistry ;

- MD used for illuminating;

- MD with a patient positioning
support

Non — electrical
medical devices

- non-electrical
hospital
equipment

Software as medical

devices

Software for
Programmable
medical devices;
Medical software
systems;
Software for
processing medical
images;

Software for
processing the
results of clinical
diagnostic
examinations

In vitro medical
devices

- In vitro
reagents;

- Consumable
materials.



APPLICANTS OPPORTUNITIES s )

Russian Scientific and Research Institute of Medical Engineering

v" Providing advice on national system registration of Medical Devices

v" Technical tests of Medical Devices for the purpose of national
registration

v’ Standard technical tests performed per Sponsors requests

v Metrology services

v" Toxicology Studies for the purpose of National registration
v’ Standard toxicology studies performed per Sponsors requests
v Completion of technical and operational documentation

v" Coordination of technical specification

v" Coordination of technical specification changes and related notices

v" Scientific Research and Development



Russian Scientific and Research Institute of B_”““”MT)
Medical Engineering

Thank you !

sfatkulina@vniiimt.org WWW.Vniiimt.org
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