The list of documents required for registration of medical devices (MD) at the Russian Federation /

Cnucok 10KyMeHTOB, Heo0XxoauMbIX s perucTpaunu MU B Pocceniickoii Penepannu

Ne

Document

JoxkymeHT

Comment/
KomMmenTapuu

The Power of attorney from
manufacturer for authorized
representative on the territory if
RF for registration process
(should be notarized and
apostilled)

First you need to send in
electronic form.

JloBepeHHOCTh OT MPOU3BOIUTEIS
Ha YIIOJIHOMOUYEHHOT0
npeacTaBuTeNsl Ha Tepputopun PO
JUISL peTUCTpalii (10/2KHbI ObITH
HOTApPUAJbHO 3aBepPeHbI U
anoCTUJIHPOBAHDI)

Chauana HY>KHO IPUCJIATh B
AJIEKTPOHHOM BHJIC.

The document of registration of
the company in its country (The
reference from the chamber of
Commerce Industry, Annual
registration FDA or Certificate of
Incorporation, Business License)
(should be notarized and
apostilled)

First you need to send in
electronic form.

JIOKyMEHTBI O peructpauuu
kommanuu B €€ crpane (CrpaBka u3
Toprosoii [1anatel, exxerogHas
peructpauust FDA nnu
CBUJIETEJILCTBO O FOCYJaPCTBEHHOM
peructpauuu, buznec aureH3us)
(10J12KHBI OBITH HOTAPUAJIBHO
3aBepeHbl U ANOCTUJINPOBAHbI)
CHauyajia Hy>KHO IIpHCJATh B
3JIEKTPOHHOM BUJIE.

s noBepeHHOCTH

Certificate confirming
correspondence of MD to the
national or international norms
and describing the conditions of
its production (ISO 13485) and
the production inspection report
(should be notarized and
apostilled)

First you need to send in
electronic form.

Ceprtudukar o coorsercTBuu MU
HAIIMOHAJILHBIM M MEXTyHAPOIHBIM
CTaH/IapTaM C OMKMCAHUEM YCIIOBHI
npowusBozctia (ISO 13485) u otuer
00 MHCMIEKTUPOBAHUH
MIPOU3BOJICTBA (IOJIZKHBI ObITh
HOTAPHAJILHO 3aBEePEHbI U
anocruanpoBanbl) CHavana
HYKHO MPUCTATH B DIEKTPOHHOM
BHJIE.

Certificate of conformity of MD
to Directive 93/42/EEC and safety
of product (EC Certificate,
Declaration of Conformity, FDA
Certificate) or document
confirming the registration of
medical device in the country of
manufacturer or in other countries
(should be notarized and
apostilled)

First you need to send in
electronic form.

Cepruduxar o coorBerctBun MU
Hupexrtuse 93/42/EEC u o
0€30MacCHOCTH U3/1ETHS
(Ceptuduxar EC, nexnapanus o
cootBercTBUH, FDA ceptudukar)
VI TOKYMEHT, IIOATBEPKAA0IINN
PErUCTpalMIO U3AENHUs B CTpaHe-
IIPOU3BOUTEIIE WIN B JPyTroi
CcTpaHe (H0JKHbI ObITH
HOTAPHAJILHO 3aBEPEHbI U
anoCTUJIMPOBAHBI)

CHauana Hy’KHO IPUCJIATh B
DIIEKTPOHHOM BUJIE.




Operator’s manual or User
manual

PYKOBO,HCTBO IIOJIB30BaTECIA UIIN
PYKOBOACTBO ITIO0 3KCILTyaTalluH

Service manual

CepBuc-Manyai

Technical file, Technical Dossie
or Technical documentation

Texaudeckuit (haiii, TEXHUIECKOe
JIOChE WJIM TEXHUYECKas
JIOKYMEHTaIUs

Risk management file (for
equipment including IEC 60601-
1-6:2010)

daitn MEHEIPKMEHTa pucka (st
000pyI0BaHUS C YUETOM
BKCHHyaTaHHOHHOﬁ MMPpUIroaAHOCTU
crangapt IEC 60601-1-6:2010
Medical electrical equipment. Part
1-6. General requirements for basic
safety and essential performance -
Collateral standard: Usability")

Applied standard list

Crucok MPUMCHACMBIX CTaHAAPTOB

Test report IEC 60601-1 (for
electrical MD) or IEC 61010-1
(for IVMD)

[Tpotokoun IEC 60601-1 (mms
anektpuaeckux M) wm IEC
61010-1 (st UBJ] MN)

Electromagnetic Compatibility
(EMC) Test Report

[TpoTOKOII Ha AIEKTPOMATHUTHYIO
coBmectTuMocTh (OMC)

Technical characteristics of
accessories, including its
measurements, weight, type (as
applicable)

TexHuuyeckue XxapakTepUCTUKU
HNPUHAAIEKHOCTEH, BKIIIOYAs UX
pa3Mepsbl, BEC, TUIIBI (110
PUMEHUMOCTH)

Validation of the sterilization
process (for sterile products)

Banupanusa npouecca
CTepUIU3alUU (1151 CTEPHIIbHBIX
1363 (SN151%9)]

Safety confirmation of software
(PEMS - programmable electrical
medical system)

- Name of firmware/software
(Outside if it is);

- Version of firmware/software
(Outside if it is);

- Date of version of
firmware/software (Outside if it
iS)

- Stages of firmware/software
(Qutside if it is), designing

- Stages of firmware/software
(Qutside if it is), development

- Methods of validation
firmware/software (Outside if it
is)

[ToaTBepxeHrne 6€30MacHOCTH
IPOTrpaMMHOTr0 oOecrieueHust
(II9MC - nporpammupyemas
AIIEKTpUYECKast MEAULIMHCKAsS
cucremMa)

- HAUMEHOBaHHE
BHyTpeHHero/BHemHero 110
(BHeIIHEE — IPU HATHYHUH)

- BepCHs BHYTPEHHETO/BHEIIIHETO
ITO (BHemIHEE — IPU HATTMYUH)
- JlaTa BBITyCKa
BHYyTpeHHero/BHerHero [10
(BHeIIHEe — IPU HAJTHYHUH)

- CTa/IUU MPOEKTUPOBKU
BHyTpeHHero/BHemHero [10
(BHelIHEE — IPU HAJTMYUN)




- test-report of firmware/software | - craguu pa3paboTKu
(Outside if it is) validation BHyTpeHHero/BHemHero [10
- Security (safety) class (A, B or | (BHEIIHEE — TP HATMYKH)
C) of firmware/software (Outside | - meToaB! Banuaauu

if itis) BHyTpeHHEro/BHelrHero [10
(BHENIHEE — TPU HAJIMYHUH)

- Test-report
BHyTpeHHero/BHemHero [10
(BHEIIHEE — TPH HATMYWH )

- kiacc 6e3omacHoctu (8, B wm C)
BHyTpeHHero/ BHemHero [10
(BHEIIHEEe — IPU HAJIUYUH)

Photos in general form of the MD | ®ororpaduu obmmero suga MU u

and its accessories (“live” real NPUHAIICKHOCTEH («KUBBIS», HE

photos, not commercial ones) pEKIIaMHbBIE)

Labels of MD and its accessories | Mapkuposka MU u ero

(real photos and/or pdf) NpUHAUICKHOCTEH (peanbHoe POoTo
n/vwm pdf)

Photos of package (box) of MD dotorpaduu ynmakoBku (KOPOOKH)

and accessories. How does the MU u npunagnexuocreit. Kak

MD packaging with accessories? | ymakoBano MU ¢
IPUHAJJIEKHOCTSIMU ?

Desinfection method, disinfection | Merox ae3undekuu, cpeacTea

agent (type/chemical name) Je3UH(EKIIH (TUI/XUMUIECKOE
HalMEHOBAHMUE)

Life time / shelf-life / service life, | Cpok rogHocTH, ecii OH OrpaHUYEH

if it is limited for user JUTSI TIOTPEOUTEIIS

Dimensions of packaging Pa3zmMeps! ynakoBku

Jusi crepuababix MU / For sterile medical devices

Sterilisation method, sterilization | Mertox crepunu3aruu, cpeacTa
agent CTEpUIN3aLuU

Date of sterilization (packaging), | Jlata crepuiu3anuu (ynakoBKH),
expiry date or «best before date» | cpok TOAHOCTH WK "TIPUMEHHUTD

I[O”
Raw materials which use for ChIpbeBbIe MaTepHabl, U3 KOTOPBIX
producing the packaging W3rOTOBJICHA YITAKOBKA
Name and country of the producer | HaumeHnoBaHue u cTpaHa
of raw materials MIPOU3BOJIUTEIIS CHIPHEBBIX
MaTEPHUAJIOB.
Dimensions of packaging Pa3zmMeps! ynakoBku

st BBo3a MU ¢ neasio nposenenus ucnopitannii / For importation of medical devices to conduct
tests

A complete list of registered [TonHbIH TepeUeHb
products (base part and PETUCTPUPYEMBIX U3IETHI
accessories) with their serial (6a30BBIii COCTAB U




numbers / items / catalog NPHUHAIICKHOCTH) ¢ YKa3aHHEM HX
references, production date, life CEPHIHBIX

time / shelf-life, quantity pcs in HOMEPOB/JIOTOB/KATaI0KHBIX

the packaging. HOMEPOB, JIaTa BBIITYyCKa, CPOK
CITyObl/ TOAHOCTH, KOJIMYECTBO
HITYK B K&KIOH yITaKOBKE.

Samples of MD with accessories | O6pa3ust MU ¢

for the technical, toxicological HPHUHAIICKHOCTAMU IS
tests TEXHUYECKUX U TOKCUKOJIOTHUECKUX
HUCTIbITAHU N
Jl1s mpoBeeHHsI TOKCHKOJOrHYecKuXx ucnbiTanuii / For conduction of toxicological tests
Raw materials which use for ChIpbeBbIe MaTepHaJIbl, U3 KOTOPBIX
producing the MD. u3rorosiaeHo M.

Marks/trademarks/type/code of Mapku/ToproBsie MapKu/THIT/KOJT
raw materials of products which | marepuaioB u3aenuii, IMEIOIINX
contact with the human body KOHTaKT C OPraHM3MOM YeJIOBEKa
(patient and operator/user, direct | (manueHTa u

and indirect). Usually document | omeparopa/moibs30Baresis, IpsIMoil 1
about material names «MSDS». ornocpeoBaHHbIit). OOBIYHO,
JOKYMEHT O MaTepHaiax
Ha3biBaeTcst «KMSDSy.

Name and country of the producer | HaumenoBanue u ctpaHa
of raw materials IIPOM3BOIUTENS CHIPHEBBIX
MaTepHaoB.

Jnsi mpoBedeHus KIMHUYecKuX ucnbiTanmii / For conduction of clinical tests

Clinical report, positive feedback | Knunnueckuit otuer,

(medical doctors opinion) from MOJIOYKUTEIBHBIC OT3BIBBI (MHCHHE
clinics, articles from magazines Bpaua) U3 KJIMHHK, CTaTbU U3
(peer-reviewed publications), KYPHAJIOB (peleH3UPyEeMbIe
internet sources. 1y OJIMKaIuu ), UHTEPHET UICTOYHUKHU




