Medical Device and IVD Product Registration in Russia.
Current Procedure.
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| Legislative Framework IZiZIEZSH

Main regulatory documentation:

F BRI

Federal Law #323- FZ 21/11/2011 (Bases of national
healthcare safety). BtFEE #323- FZ  ([E ST %245 3E 0D

Federal Law #210-FZ 27/07/2010 (Providing of public
services).
BRI # 210-FZ (FRABEA LRSS

Order of RF Government #1416 from 27/12/2012 (Registration Government control for all stages of
rules for Medical devices) with changes + order 4n with medical device life-circle
changes+2n+11n. BRI ERIT # i A ap ) BA R %5 AN B B
B ERERFBEUMT # 14165 (RIT AT MAND , L H+4nS T

<, BFH+2n + 11n5S

Order of RF Government #19 17/01/2002 (About “tax-free” for
medical devices).RFEUF #1955 (T BI7 25l mi”)

Federal law #532 from 31/12/2014 + Order of Russian
Government #6 from 05/01/2015 (circulation of medical
products — both of them)

IBIEA #5632 MR Z W6 5 BUN & (BT 7 bt JE-2&E0IVD




Product Life-Circle into Russian Market

N T

R AT e EEUBUFinE
Goverament Government
Surveillance Surveillance (EEU)
(Russia)
Approval Stage > Medical Device > EEU Regulation
SN ER into Russian Market (EAC MED)
E=fr st NS H BRIV 42T BR BRI AL
%
MD Approved: I__E Z 31.12.2021
{ = N
:
o
Registration DoC DoC
Certificate GOSTR CU TR #20

EAMILE

EEU-RK V. 28 57 Bk B
EEU - Eurasian Economic
Union




Regulatory Processes i & 72 7

&
N
S lllb*I AR
Registration process ‘ Declaration process
e A oC GOST R fEBHFFAE

No expiry date
(see EEU regulation)
EEXE ( WERIFE
TERERIZA )
- J
N

ITEZREFFEHRE
3 years

0C CU TR #20 XFELoER,
ANEECER TS 4R

S years

Notified Authority=E &4 5: ¢ )
Roszdravnadzor - RZN (MoH/Russia) Notified Body /N 54144): |
+ expert centers (VNIIIMT or CMIIKEE) NP I FEAREer In Russia
\. Y, \ HEEMAUEF y,
Kind of approvalit/EEEY: b i Kind of approvalit/E2EY: )
State registration as Safety declaration Z£=HH
nledlcal device (mandatory) &7 %%WE]’J./;\ 9 (if applied for current product)
i EAT ( GEHIIE ) ’ \
__Time: 6-18 months [&Hf : 6-1810H | Time: 1-2 weeks

L\ J

Chinese translation see next slide/™ XCEHi WL N 1



| What is Medical Device (MD)? t4 /& 71 %5 (MD)?

Regulation of Federal Service
ROSDRAVNADZOR

«Medical device» («medical product» in the law) means any instrument,
apparatus, appliance, software, material or other article used for medical
purposes, alone or in combination with each other and with other accessories
necessary for the application of these products to the destination, including
special software and designed by the manufacturer

In Scope

« to prevent, diagnosis, treatment and rehabilitation of diseases, monitoring of
the human body for medical research, restoration, replacement, modification
of anatomical structures or physiological functions of the body, prevent or
abortion pregnancy,

« which does not achieve its principal intended action... by pharmacological,
iImmunological or metabolic means, but which may be assisted in its function
by such means

In-scope
Regulations

Cosmetics
Out of Custom-made product - for single patient (3D printed medical device)
Scope Pharmaceuticals

Chinese translation see next slide/H" SCE& L T 71 Extract from 323
FZ



| What is Medical Device (MD)? {14 &7 #%(MD)?

Regulation of Federal Service
ROSDRAVNADZOR

BAFBRRSS iAHE
A REMt L RER

“BRrdst” QREEEN “BrrianT ) e TR HEIR
In Scope /fi,fﬂ‘&%%’ &%’) %%/E\" fF//_’\/ftF’ 7%*45@3\:@@@&1, %‘ZEEE*HE
B g ) Ty 15 5 o R AOSA B 4 2 SR E) B OB,
BT A I H i v e ok

23 o oI, Z W, RIT MR, MINAREAT AT, K

g-gtg& 2, B, SRR AR e S R AEBR T RE, TR B2 b AR

o oL MEilid 2y S, G S Bl AR U7 vk SE I g T R
(a4

, BUEA B RET S 5HEE K25

>3 b

Out of %’%ﬁ*nn
Scope II%E%IJFHEIIII - ﬁﬁﬁ?ﬁﬁ\%% (BDTTEI_J%%*%)
BES 25

Extract from 323 FZ B8 FZ 323 5



| Classification Rules 725K

i AYA IS A7 3 I A
OKPD?2 (earlier OKP) Risk class [X|fu533= i 4RG4S
OKPD2(EEAFRA (Order #4n) Nomenclature code

) (Order #4n)

OKP )
N PV N
o0 .0 .

Skl EANEZGER

B f tax-f d N . o
n:tsiiﬁa|tf:gurﬁii3f,t;r2daa:au ROER |, Ef7 e Mainly the same as in :
; A e e vl Unique code by RZN
device classification s only a part 533 RS i MDD 93/42 EEC RZB RYIH4FHS
ifi i Se o] = — N T =
P e DEIRI—ESD PRMDDAZIER gl

N N N

Usedhby C.l:s;coms, Used by RZN Usedhby RtZII\l and
s ospita RZNFf{g ospitals
R A= 5 £ RZNFH & R f H

Identify OKPD2 code:  HJi|OKPD24XAL:
W https://classifikators.ru/okpd



https://classifikators.ru/okpd

| Registration ProcessesiE /it

A
TR R
Registration eclaration process
N No expiry A = = DoC GOSTR
date 3 years
(see EEU DoC CU TR
regulation) #20
\ 5 years /
( Notified Authority: ¢ » h
Roszdravnadzor - RZN (MoH/Russia) A N_Ot'f'ed Bod_y: _
+ expert centers (VNIIIMT or CMIIKEE) N I FEARE e In Russia
. Y, . y,
4 . ™ e ) N
Kind of approval: Kind of approval:
State registration as Safety declaration
medical device (mandatory) ) 9 (if applied for current product) )
Time: 6-18 months Time: 1-2 weeks

Chinese translation see next slide/H SCEHE WL N TR



| Registration ProcessesiE /it

&
A =R
Registration eclaration process
4 A [ DoC GOSTR A
D e
CHLEEME) DoC CU TR
= == #20
- J - 5 & J
WEAIMLE: Roszdravnadzor 57 ff{@F1 ) e o A
2 AT W B R RS - RZN ‘A;ﬂ@=\
Eélz/ﬁlz%ﬁm +E 5 H0 (VNIIMTEL L2 N IRRE
f"l\lllll/l:l:\ J \_ J
% HEE R K ) ( HEE Bl % 3
[ 30 7 e Y]
Pyr etk Comebi i) . CHn SR B 2 H0 7 ) )
Y,
[ l: 6-184 | ' il 1-2/




|Registration from Zero-point M Z I 4HA97F M

Approval Stage >
GEAUIIE

MD Registration for
Market Access or
Registration from

Zero-point
EEAY T 37 HE N £ ek
MEIHRRTERR

BUM IS O B
) Government
Surveillance
(Russia)

Medical Device
into Russian Market
=T B
HEANARE Wi 37

BUF AL (EEUD
Government
Surveillance (EEU)

> EEU Regulation
(EAC MED)

EEUS &




s

Registration Certificate 7k~

PEMHCTFALHOHHOE ¥AOCTOBEFEHHE
HA MEAHUHHCHOE H3AENHE
M FAH 2018SILS

DBARPANBEIAT CAYRTA TIOY FTAABOPY § CONPE SAPABOOXPAHEHMY
(POCIAPARHANOR)

PEFHCTPALIHOHHOE Y,ClOCTOBEPEHHE

- HAMEAHWUHHCKOE H3AENHE
wr 26 wioan 2016 roua MU P3H 20164525

Product name[ e e

HEC TOIH CTEPIICILEL 0N patoEa o

; Z ? %’-{ F: TTRCTOAMEE PCTHCTRALLDHHES KIOLTUHE[EHA

r

1 —
ManquEcturer_
Mandatory — for all medical devices R Factory Site
and IVD products BlEmEHE [ il
; . . o Classification e omTOr o omacnin 3 -
s - S TP B TR AIVD pe | i Lo it it s
x — I LIFIEYH NAMETOREHETTAS TMECT TIPHITHCHHS Hil 1 e
State registration [E % & L e o
_ : \ S Pl e e
Local Holder is not required — o __ .

it could be manufacturer

FF'EE‘%iﬁJE_J.ﬁA __]'L,LEEI'FE GRS ) No information about Authorized

Representative in Russia (listed in TF and IFU)

N

J

No expiry date (see EEU RERBHRRARIER
regulation) ) (FEHR R TFRIFUFI] )

XABXNEE (Z ILEEUERD



| Appendix to Registration Certificate y: il

Main criteria to identify quantity of submissions to use
nomenclature codes*. Usual practice one code = one registration
certificate (submission).

FEEN , LIEERZEAGEMNAIEE. BEME —H8=
— i EMHRSSIEB (FRR).

/ Which devices could not be grouped together in main kit
(submission) ?* IR EFIARE A — N EMERITTHITERIEE
Intended use is different FIERFRIEAE
Kits and stand alone devices E{4FIIRI7IREE
Sterile and non-sterile FCEFIAELEF"

Disposable and non-disposable —X4FIIE—IR =R
Implantable and non-implantable #EAFIIFBENFZR
Portable and stationary {EEFIEER =R

Drug eluting and without drug ZXZ5F03EE A0

N /

What could not be added in accessories?
Standalone devices

H2AABEENBCHREM ? IRI7E5M
*exempt of kits T EERIM

Main
Composition
FEHR

Accessories

B4

Manufacturing
Sites&=] 1k

: ®£AEP%H&% CAYKDBA IO HAMOP’VB COEPE 3AP: ‘\BOOXPAH%HMH A
2 (POC3APABHARIOR)

. MPHJIOKEHHE

~ KPETHCTPALMOHHOMY Y/OCTOBEPEHHIO

HAMEAWIIMHCROEU3AENHE -

or 22 siusaps 2018 roga

Ha MeuIusckos H3AeH

No P3H 2018/6742

Moktop satepn Hn_no:l @ SRF618KY ¢ npumusestioctsn

0 mpec

31 - ne Goaee 2

3 Kaben. 3Kl (TR i, TR m-n-.v )
4 Mamrera HHAJL Sl
> 3. MeTka DBIKEHHA TLTO3A.

6. Momutop. :
- 7, [TpeoBipazopatems SpO,.
ESeT e TEMIT o
9. TIpeoBpasosarenss TEMTT percralimiii 5

10, Pyrosonctso noiisonatens,

11. TOCO-nipeoGpasosare s,

12, TOCO-npeofpasosate:s becnposoaol - e 6o

13. TpyOics Markes HIAJL 3mum=m{ax
14. V3-iipeoGpasosateis - He Gosee 3 1

16. uyp nuTanus.

e Gonee 2T

ee LT,

- 15, ¥3-npeobpazoratens 6ecnpuxom-mﬁ e Bosee 2 Wt

17, Daexrrpojt KT omropasositi = e GMeE 30 yn. (30 mT: B )11) 3

11 TIpuHATTC KHOCTH:
1. lens yapTpaseykonos,

i 2 Jmcke TpOTRANAHM oGECTEyeHeM,

3. Jlenta.
4, Hpenoxparrens T2ALI50V.

* 5. TepmuGymara.

TIT. Mecro nponssogersa:

1. Guangzhou Sunray Medical Appazalus Co., Ltd 4/F No. 242 Tianhe Dong Ruad, 510620

Guangzhou, P.R. of China.-

2 Guang,Lhw Sunray Medical A_ppamtuan

GmngSnanLrRoad ‘ilUSZU Lmangﬂmu, PR,

Pyxosomirreins Genepiinuoii ey

o HATROPY B cdhepe 31pasooxpanenm

Ga.okeRoad Gaﬂbang Industry District.




| Classification Rules 43231 1l

Risk class Nomenclature code

OKPD2 (earlier OKP) (Order #4n) (Order #4n)

7 N4 7
L PUmera .

Base of tax-free system and %imﬂ’ﬂ%ﬁtﬂ ' Eﬁ

: : ; S Mainly the sam in .
n.atlonal I:e'gul'atlo.n, medical %%ﬁkﬁ%ﬂx%ﬁﬁﬁ ainty the same as Unlque code by RZN
device classification is only a part O\ P2 MDD 93/42 EEC
of all product classification FZEIFID XE*H,\J
scheme —=B5

N N N

Used by Customs, Used by RZN Used by RZN and

hospital RZN{EH el
SRR 5 \& /
RPN

**Check whether your product is medical device:
\ http://www.roszdravnadzor.ru/services/mi_reesetr



http://www.roszdravnadzor.ru/services/mi_reesetr

| Main Registration Process (1 Risk Class)
T ET AR (L2 }_U&)

LM prepares Application, TF AR appli_es for
sl and IFU S""".‘p'?s Import Pre-clinical Clinical evaluation e IFG
company preparation by AR permission to RZN trials* legalization by

documents and and support LM
technical custom clearance
documents

_/

RZNissues Rpfinalreviewing RD reviewing RD reviewing
registration by RZN by expert 4 | by RZN subm|SS|on to
certificate center RZN
(expertise)
I
LM and AR Testing labs and RZN and expert R(;aéq_qest 1;or
activities clinical sites centers ?f |t|on:_;1
activities activities Information
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO 5-7 months**
Use Dossier R

Representative

Chinese translation see next slide/ ™ SCEH 1% W T 7L

Pre-clinical trials* - biocompatibility, technical and measuring function testing on the base on accredited labs (depends on medical device type)

**approximate term (from the date of documents and samples receiving by AR)




| Main Registration Process (1 Risk Class)

A )

E B LA KD
s
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g \ — X
e G BRI RZNHEHE i A i I PR VA BHATE )
N SR FIfsEFRI5ERA 3 CTYF AT Gy FHE P )
PRI + FFHFE R PfTAIE
BYER 11 BTER 9 BER 8 PER 7
RZNZERIE _ RzZN#HFE — WEXED  pzNipd — FIRZNIE _
BRET  ppsoms WA Epgve — RS
S ) FOIERR
B

EESEEA | s A . RZNAIE 5 Tfiﬂﬂ?i%
BRI PRATAEIE 3 L T
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R
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Main Stages of Registration Process
(2a, 2b, 3 RiskClass) /M fe i EZB B (2a, 2b, 328)

Stage 1 Stage 3 Stage 5 Stage 6 f Stage 7 \
LM prepares Application, TF AR appli_es for TF and IEU RD o

legalized | and IFU — samplesimport T pro ciinical o alir;tion . — I aubmicsionto | RD reviewing

company preparation by AR permission to RZN trials* g i y RZN pul B by RZN

documents and and support

technical custom clearance l | Stage 8

documents o
/ \ RD reviewing
by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center

REN EEE Clinical report and Clinical report Clinicalreport 1, AR submits Clinical trials for RZN issues

registration | pp final reviewing and RD and RD | | | clinical human subject | permission for

certificate by RZN | reviewing by ~ reviewing by trials/evaluation or clinical clinical trials

expert center RZN report to RZN evaluation
—
2nd step of expertise 1st step of expertise
LM and AR Testing labs and RZN and expert R(;agqest flor
activities clinical sites centers f'if Itiona
activities activities e
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO /-9 months**
Representative Use Dossier R

Chinese translation see next slide/ ™ SCEH 1% W T 7L

RZN = Federal Service for surveillance in healthcare (ROSZDRAVNADZORY)- MoH structure
Pre-clinical trials* - biocompatibility, technical and measuring function testing on the base on accredited labs (depends on medical device type)

**approximate term (from the date of documents and samples receiving by AR)



Main Stages of Registration Process
(2a, 2b, 3 Risk‘Class) FEAMRFEH FEZH B (2a, 2b, 338)

bR 1 B 2 Eg 3 C s h

LMAES A i, SR BRI e HR . HE s

P A | ALK RZNWEER T MRATRE et i RZN3 i

PRI AL b HECTVR AT 363 ST “ ERRIAY
ﬁ: %Yﬁ?% R |

P4 5 L

A (a5 aIm ) 4T’

RZN & RZNFEAT I b "ﬁ’;‘?ﬁ%*ﬂg ﬁz%giggllk —> R%ﬁaﬁra% AR IA 5 RZNH v
A N ~ 1 AN | %:{ ‘D‘E@Eﬁ > 7k i—:‘E 1 %y ﬁ D . I/:‘ A 74N 1 = v A
FERHES ﬁﬁ;ﬁﬂ X il TSRl o BT 5 AR USRS

\_ ) N, /

P, 2 S|4 =

1st step of expertise

\ T TR
ETEHIER T3 525 25 A . RZNAIE K R
BB T A Sl L Y 2

AERIER  RAUGEE BRI MR Ny ROSZDRAVNADZO  [E]HA

R

N _O/NNH* *
RZN =1 FRBET7 (46 W B )5 (ROSZDRAVNADZOR)- MoH 2844 i (- 9T
IGHRATRI - T NS B E P ANE, HOATILR SIREN (LT SR 2 AT
R EUHIR (B IR S ST 2 B k)

BB AR 55



Main Stages of Registration Process

(All IVD Products)‘

FEARARE 0 5 M B (FrIVD)™

Stage 1 Stage 2 Stage 3 Stage 6
LM prepares Application, TF AR applies for .
: _ E— Clinical —
legalized and IFU samples import STt e e B ials and | TFIgnd_ IFL:3
company preparation by AR permission to RZN clinical egalization by
documents and and support evaluation LM
technical custom clearance
documents

]
HH

\

_/

RZNissues Rpfinalreviewing RD reviewing RD reviewing
registration by RZN by expert by RZN submlssmn to
certificate center RZN
(expertise)
I
LM and AR Testing labs and RZN and expert R(;aéq_gest 1;or
activities clinical sites centers ?f |t|on:_:1
activities activities IAICIMAUEN
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO 7-9 months**
Representative Use Dossier R

Chinese translation see next slide/™ SCEH 1% W F 7L

Technical trials*- for certain IVD products (tubes, strips, etc.) biocompatibility trials is strict requirement as well
**approximate term (from the date of documents and samples receiving by AR)




Main Stages of Registration Process
(All IVD Products) VE LI 120 Bt (HiAIVDF™ i
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| Documents Preparation Stage X4 % F Bk

&

N

Stage 1
LM prepares Application, TF AR applies for TF and IEU

legalized - and IFU — samplgs import Pre=clinical eqalration b 1 submlssmn ~ Bl RDbrewewmg

company preparation by AR permission to RZN < LM g RZN yRZN
documents and and support
technical custom clearance
K documents j

Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9

RN e Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues

[EgiBtOn RD final reviewing and RD a_md RD clinical human subject permission for
certificate by RZN reviewing by reviewing by trials/evaluation or clinical clinical trials

report to RZN evaluation

expert center

LM and AR
activities

Authorized Technical File

Representative

Legal Manufacturer

Testing labs and RZN and expert

clinical sites centers

activities activities

Instructions For Registration ROSZDRAVNADZO /-9 months**
Use Dossier R

Chinese translation see next slide/H" SCEHE WL N TR

Stage 8

RD reviewing
by expert
center




| Documents Preparation Stage X4 % F Bk

BER 7
LMAEZY  Hig, smaut | BRI

\ >, A} E - >
EREBESCHF ARy | RZNAERE ORATHEE 5;”%?%%‘; f%%ﬁii gz;_\'ﬂg;
MRy RS Sk e A TA = = FYES: 8
_ T ) FHREX i =

R i

M
RZNAUR  mzniitfrlfk  Wkdigsdne  RZNEOR - gitan |\ pikieer  RZNHGAER
ERHIE R — B R — Pl — RIERE — RINBRN — o — e
AR /LSRR SIRY P WIS H PRAR TG T ik Il R PPN PR 56
5

EEHIERA RS S A . RZNFIE 5
BRI ARHEIEZ) L 1 3
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Company
documents

Technical
documents

wEIHF

AR

Documents from Manufacturer Side (Main List)

fhll 8 A O T S (R R L)

Power of attorney (PoA- to-provide registration process)

Manufacturer business license (BR. - evidence that manufacturing company is registered as legal
entity)

ISO 13485 (or another document about QMS or manufacturing license in country of original)

CE certificate + declaration of conformity (MDD 93/42/EEC or another applicable directive or state
registration in country of origin)

Technical specification (including risk management file, clinical review, etc.)

User manual (IFU)

Photos (all models and accessorizes, all reference numbers)

A (PoA - B0 TN

il B e PR (BR-liE 2 B E M ATE N SEARIESE)

1ISO 13485 (BT i &= B4k 2 5l == i 1 vk it HoAt SO ( @04EF=iFa]ilE )
CEIEPB+&5& A (MDD 93/42 | EECEY HARIE FH 5 4 88 5 7= [ 175 WHE)

FARIE CEFERSE T, WARTEE S
HPFM AFU)
WA (A RS e, AT S% 51

*JE I B B ROR SCHF SR FNIFUR) (115 MoHVA4)
R www.beawire.files.wordpress.com/2017/03/11n-from-10-03-2017.pdf



http://www.beawire.files.wordpress.com/2017/03/11n-from-10-03-2017.pdf

FFQ About Dossiers
(Documents from Manufacturer Side — Registration Process)

FFQI< HiEMSAS Gl v g 1 1) XA - VEMHRRE)

Common Problems Why it is happened How to solve

Manufacturer didn’t do it before.

Documents from > Legalization process is long Provide documents

legalization — there are no ways

manufacturer side are not .
(especially when L
to avoid this process

legalized Russian Embassy involved)

ISO 9001 is acceptable
also for all medical devices
Manufacturing license is
acceptable

13485 certificate for factory Product is not a medical
site device in country of origin

Could be prepared for
registration process by BW team
Same documents could be
used if manufacturer
prepared them separately

Product is not a medical

Manufacturer couldn’t . ..
L device in country of origin.
provide risk management

) . ) Manufacturer has no CE mark
file or (and) clinical review

(and technical file for CE mark)

Manufacturer has no ISO > Manufacturer has ISO 9001 >

Chinese translation see next slide/™ SCEHPE WL T° be(:



FFQ About Dossiers

(Documents from Manufacturer Side — Registration Process)
FFQI < T 155 Ciillig iy Jy M B S - VEMHALAE)

I R N2 &K BARRR
2 R I R I
SR 13 7 031 ISTFEFRR IR T
BT AT CRFIE e

BB RS S

| 1 7 AN BE$E44E1 SO 13485i1F
15 Ais090013FH

%= BRI NS P E A 2 2R

SoFF T 28R UL, IS0 90013E+
7 A DL
3 VF AT E 2 AT DA A2 1

Gl AN 7 SR AN 2R
A U 2 il 3 FeT 1547 CEp &

Y

AL R s RIS (LA BRIBCEAR & B AR )

Y

A A BW ] BAAE I3 A e A o SR A
n SR 3G e PR £ 1 Al AT SR ST A
AT EAH




Permission for Samples Import
and Custom Clearance Stageff il 3 111 7] S5 B Bt

-

AR applies for

LM prepares Application, TF i _ €% Ty .
legalized - and IFU | samplgs import Pre=clinical || eqalration b 1 SumeSSIOn | bre\lg;vamg
company preparation by AR permission to RZN trials* < LM g RZN y

documents and and support 5 .
age

custom clearance

technical
documents k )
RD reviewing
by expert

Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RZN issues Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues

reg|§trat|on RD final reviewing and RD a_md _RD clinical human subject permission for

certificate | by RZN | reviewing by reviewingby = trials/evaluation or clinical clinical trials

RZN report to RZN evaluation

expert center

LM and AR Testing labs and RZN and expert
activities clinical sites centers
activities activities

Legal Manufacturer Authorized Technical File Instructions For Reg|strat|0n ROSZDRAVNADZO 7-9 months**

Representative Use Dossier

Chinese translation see next sllde/EF'Ié]Jw:JWLT




Permission for Samples Import
and Custom Clearance Stageff il 3 111 7] S5 B Bt

LMAERA g, vt | SRBURERIA

BER 7

AT S FefEgdoRsr | RZNEUSEER | RRATRgE L#';";iﬁ%ig B jIEFj_Zg == 12%&?
tERgAS 1A ﬁ;éﬁ VL g;;ﬁffgi HRTRIEN ﬂﬁ%ﬁé = e
# \_ ) uE

HH FK b
R -
RZNMUR  RzNf7iik lpkspss g RZNIET BRI INSe RZN4it#E -
VEARER —— WMEREMY — Exhol — AREKE — RZNERE — il e peat
ESHEE R VA SRS T W SCAS S PRAR /A j“”ff’lfﬁ ﬁr i 5
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Permission for Samples Import and Custom Clearance

LM sends samples info
which will be shipped
(lot, ref, manuf. date,

expire date) to AR and

PoA original

B

RZN

LM and AR
activities

Authorized
Representative

Legal Manufacturer

RZN issues permission
for samples import*

NERIB

LM sends samples, Custom check
AR pays custom fees compliance and issue
and arrange custom CCC
clearance

RZN and expert
centers
activities

Power of Attorney
(from LM to AR),
will be used for
registration process

Customs Cargo 4 weeks**

Declaration

Chinese translation see next slide/ ™ SCEH1%E W T 7L

*Check issued permissions for samples import
www.roszdravnadzor.ru/services/importmed

**approximate term (from the date of documents and samples receiving by AR)

AR signs a contract
with testing lab and
applies for samples
import permission to

AR arrange samples
delivery to the testing
labs



http://www.roszdravnadzor.ru/services/importmed

| Permission for Samples Import and Custom Clearance

A VR

Ti HH ARPNG S T

ISR R IEFE S

_ RBURER%HE

AR S R RZNZS Bk 5 |V A TR e e PN
ek, %M, — BT AR —— HH =iy, — MANE RS
SRR, SR e HeCgeEre o BERURE Ve I 2

AN BIR ARG %%’ﬁﬁfﬁﬁ Lo S L
SRR Ff bk I VFR] S
. TR A .RZN%D?%
FAERE BN H 15 B))
EEHIE SRR FRCR( (Bl S B 2 2 4 weeks*
EEHINER B %%%ﬁ&@ WS BRI B s
=, B )

@ 7 T AR RE S 8 L1V T
b\ *Check issued permissions for samples import

* REUHBR (B BRI B DR 2 HiiZ)
www.roszdravnadzor.ru/services/importmed

P

BHER 6

b A AT el
RS =



http://www.roszdravnadzor.ru/services/importmed

| Pre-clinical Trials Stagellfii /& A i 36 B BX

N~
Stage 1 Stage 3 Stage 5 Stage 6 Stage 7
LM prepares Application, TF ARG IS 72l Pre-clinical
: — U — - o 4 —  TFandiIFU — —

legalized and IFU samplgs import trials* legalization by submlssmn to RDbre\Ig;vamg
company preparation by AR permission to RZN an M RZN y

documents and and support I A BT 156
technical custom clearance Stage 8

documents k )

RD reviewing
by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RN e Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues
SIS _____RDfinal reviewing and RD | and RD | clinical ___ humansubject _ permission for
certificate by RZN reviewing by reviewing by trials/evaluation or clinical clinical trials
expert center RZN report to RZN evaluation
LM and AR Testing labs and RZN and expert
activities clinical sites centers
activities activities
Legal Manufacturer Authorized Technical File |nstructions For Registraﬁon ROSZDRAVNADZO
Representative

Dossier,
Chinese translation see next sllde/EPI%jl%ﬂFﬁR




| Pre-clinical Trials Stagellfi /& i 56 7 B
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Pre-clinical Trials |

RV NGz

Technical trials Safety + functional tests +
BRI EMC
2+ RENA+ EMC
Toxicological ISO 10993 group of standards (for all
testing surfaces which could be touched by
S 3 22 ) patient or gser?lSO 1(1993%17_;'9:1'%{& (& A
T 588 B REEMAm)
Measuring function testing If medical device falls under order 89n
5 Th I - specific tests

R BT 1% 4% R T-8InESE R M &
RFy




Pre-clinical Trials (Specific Points)
PR AT (R )

Clear list of applicable standards for groups.of medical devices (technical trials) — not exist

BRKESRA (SOREED & EF S - AMEAE

Both expert centers (VNIIMT and CMIIKEE) have own meaning about applied standards and
dossier properties A5 2 H0 (VNIIMTHICMIIKEE ). %87 B b v FI SCRYSFIME#E B T E X

A lot of national Russian standards (which are not harmonized) — must be applied for medical
device (GOST R 50444-92 as most popular example)
R WP EEZrME GRIETRE) - BT a8 RN (GOST R 50444-92:2 5 LK% )

Specific requirements for labeling #7525 455k 25k

Registration requirements could be changed each 6 months (officially and non-officially)
MK AT DAAE6 H B e — ik GEZUAEEIEZD




| Submission &%

&

AR applies for

LM prepares

Application, TF

RD

legalized | and IFU samples import Pre-clinical | | TFIgnd‘IFLé T eubmissionto | RDreviewing
company preparation by AR permission to RZN trials* egalization by RZN by RZN
documents and and support LM
technical custom clearance Stage 8
documents \ j
RD reviewing
by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RZI_\I Issues Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues
gt RD final reviewing and RD and RD clinical human subject permission for
certificate | by RZN reviewing by reviewing by trials/evaluation or clinical clinical trials
expert center RZN report to RZN evaluation
LM and AR Testing labs and RZN and expert
activities clinical sites centers
activities activities
LM AR TF IFU RD RZN
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO
Representative Use Dossier R




| Submission ¥&42

IR €A I

LM#ESA i, s BRURER | MRy —— RZN 4—
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| 1st Step of Government Expertise BURN % F &= WK —+5

 _
Stage 1 Stage 3 Stage 5 Stage 6 / Stage 7 \
LM prepares Application, TF AR applies for TE and IEU L o
legalized - and IFU | samplgs impot ==X pre-clinical eqalration b 1 submlssmn to RD reviewing
company preparation by AR permission to RZN trials* g i y RZN Pl by RZN
documents and and support
technical custom clearance l | Stage 8
documents e
RD reviewing
by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RN e Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues
SIS _____RDfinal reviewing and RD and RD clinical human subject | permission for
certificate by RZN reviewing by reviewing by trials/evaluation or clinical clinical trials

expert center RZN report to RZN evaluation \ /

1st step of expertise

LM and AR Testing labs and RZN and expert Rg((j}_u_est Tor
activities clinical sites centers ?‘f itiona
activities activities information
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO
Representative

Chinese translation see next sllde/EIS:‘er‘ BRI T




Main Stages of Registration Process
(2a, 2b, 3 Risk'Class) AR -

LM#ERS _ Hi, Bk R

e S I i, —— LMEBAS . ——  FRZNGRZ
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1st step of expertise
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| Clinical Trials Stagellf /R 56 Bt

a

N

RD

AR applies for

LM prepares Application, TF : TF and IEU SN—
legalized - and IFU | samplgs import —"  pra_clinical eqalration b B - bre\lg;vamg
company preparation by AR permission to RZN trials* < LM g RZN y
documents and and support
technical custom clearance Stage 8
documents
RD reviewing
( \ by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RN e Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues
SIS _____RDfinal reviewing and RD | and RD | clinical _ | humansubject |  permission for
certificate by RZN reviewing by reviewing by trials/evaluation or clinical clinical trials
expert center RZN report to RZN evaluation
/\— »
NN 7N
1A MY/ 74
B R VA
LM and AR Testing labs and RZN and expert
activities clinical sites centers
activities activities
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO

Representative Use Dossier R




Clinical Trials Definition in Russian Law

AR ) i R IR RE X

1

Clinical trials (part of conformity assessment)
I RIS (FRFE IS — & 50D

N N

Clinical evaluation on the of

seerealied el el o Clinical investigations for human

N Al a4l subject in the accredited clinical site
AT IR FENATE I RATVGIE T AP T
GOST R 56429- 2015 GOST R ISO 14155-2014

210 accredited clinical sites with different
accreditation scope

210 A AFERARTE B 1 m AR

W EEREIA T BYIG R4S
@ Check accreditation of clinical site by link:
www.roszdravnadzor.ru/services/clinicaltrials



http://www.roszdravnadzor.ru/services/clinicaltrials

When Clinical Investigations for Human Subject is Required?

(By Moh Decree’N2 2n)ff-4 i {5 % A MIGERIZIR ?
(FRFEMoh N2 2 5149

a I 180 A S TR P A e )
==z ==z I/T‘ M2 S
IR, BT g, DU
LTI S8 BRI SR BT 5 4
— T A R T R A Application of new.complex or unique - .
: : If the clinical evaluation
A new type of or special' methods of prevention, .
. : . . . do not verify the
medical device diagnosis and treatment of diseases
N L performance and safety
and conditions, and the application : .
. of medical device
new and complex medical

technologies

N N N

Clinical investigations for human subject in the accredited clinical site
ERISART B I AR T A ORIm RIS




When Clinical Evaluation is Enough?

AR A BB T 2

RS XSG ETES S (150 14971)
RS EI RS HEZ RSN LS RENE+ImARITS
(1B ) 25t WEER
4 )
Comparable Risk management file
(generic) device (ISO 14971) + Post Science articles +
registered in Market Surveillance clinical review
Russian Market information outside Py

N N N

Clinical evaluation on the base of accredited clinical site
RSN IGARYAE H EMIRARITE RS




Key Points for Successful Clinical Evaluation Report

B 0 PR VA4 5 O

Compliance of information in clinical evaluation report with information in Technical File

and IFU IR IEE RS T E RS SR A AIFUAF 15 B—2

Scientific articles and investigations with human which verify performance and safety
B SCR AN AR 6 B TS0k P aa ik se A 2 Ak

Chosen comparable device registered in Russia before has same features

S PEAE A iy W ) B A A F) A B T RS ELES A

Clinically relevant corrective actions (adverse events, recalls, suspensions)

ImRARSRHIAM LR i (AR, A, BFHES)

Experienced accredited clinical site for effective coordination

S2H 8 Mk RTUET A A EF

All additional data providing requested by clinical site.

251 RV AEELRT 225K 1 FirAy o 2cdls -




| Request for Additional Informationz%M35E

\
)
Stage 1 Stage 3 Stage 5 Stage 6 Stage 7
LM prepares Application, TF AR applies for e AU
legalized - and IFU | samplgs impot ==X pre-clinical eqalration b 1 submlssmn ~ Bl RDbrewewmg
company preparation by AR permission to RZN trials* ¢ g v RZN «— y RZN
documents and and support
technical custom clearance Stage 8

documents amm

RD reviewing
by expert
Stage 15 Stage 14 Stage 13 Stage 12 Stage 11 Stage 9 center
RZN issues Clinical report and Clinical report Clinical report AR submits Clinical trials for RZN issues
[egistration RD final reviewing and RD and RD clinical human subject permission for
certificate | by RZN | reviewing by T reviewingby T trials/evaluation or clinical clinical trials
expert center RZN report to RZN evaluation
B—
LM and AR Testing labs and RZN and expert R(;agqest flor
activities clinical sites centers f'if itiona
activities activities INTorMmEHSY
Legal Manufacturer Authorized Technical File Instructions For Registration ROSZDRAVNADZO /-9 months**

Representative Use Dossier R




IVD Registration Process (Specific Points)
IVDiEMIE (RFE 2 )

High risk classification (no specific'classification rules for VD)
X728 (VDR FRERE 173 D

Big quantity of registration certificates (each reagent must be registered separately as
usual) — on the base on classification rules (Order #4n)
KRERVEMHES GBEENEGDEAMEN) - PR (#4nES)

Clinical trials (Clinical evaluation + Clinical investigation)
e AR RS Ol RV A + Il AR 25D

Clinical trials for close system could be provided only together for all devices (despite of
guantity of approval processes)

s AR FERY I AR K N e R RS EEBIFA M RN OEA KERNH RS

Biocompatibility trials are not required for biggest part of products
KEBTF 77 i A T AV VE S




a

N

[ Registration process ]

| Declaration Processes F=EHIRFE

[ Declaration process ]

No expiry
date
(see EEU
: regulation)
AN
f " :
Notified Authority:

Roszdravnadzor - RZN (MoH/Russia)
\+ expert centers (VNIIMT or CMIIKEE))

f _ A
Kind of approval:

State registration as
medical device (mandatory)

N\

N\

Time: 5-9 months

4 )
DoC GOST R
3 years
DoC CU TR
#20
\ o) years /
~ N
Notified Body:

certification center in Russia
\_ J
i Kind of approval: b

Safety declaration

| (if applied for current product) )

7

Time: 1-2 weeks

J

\

J

Chinese translation see next slide/™ SCEIE L TR




&

VEYhIN Y
[ Registration process]

| Declaration Processes 7 i ft

P RER

[Declaration process ]

4 N

| DL =

, (LEEUHLIE)
el \_ /
( S AL N
Roszdravnadzor - RZN ( BA/MRZ H#7)

S +E 50 (VNIIMTELCMIIKEE)

i HEf: 2K A
EIS PN A
\ R R )

N E: 5-90 H

=14 A
= — DoC GOST R
36
- DoC CU TR
1 = #20
N - 5 4 /
( )
AL
55 WAL
- J
i HEHER5: )
el
& Cl 247 A D J
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| Declaration Processes - GOST R FHH#i#E - GOST R

Type of procedure depends on OKP classification
(according to order of RF government #982 from 01/12/2009 )
M AERAY AR T OKP 73 35
(IRIERFEURS #982 20094E12 H1H#)

Declaration of Certificate
Conformity of Compliance
et B A MEAIE I 5
SR Mandatory Voluntary BEM
- B RFokpk — depends on OKP class Certification WEB
7=0A Declaration 3 years validity 3T HA
IEES A 3 years validity Local Holder is not required AREEUHIEST A

TEEE AT A Local Holder required




| Declaration Processes — EAC MARK  Hi i

Y
i

H

£ - EAC IR

c

Type of procedure-accordingto CU TR 020\2011
(electromagnetic compatibility — only for electrical medical devices)

Declaration of —

Conformity
Mandatory —
If medical device is electrical
product
Declaration

5 years validity
Local Holder required

Chinese translation see next slide/™ SCEI L TR

Declaration process — GOST R and CU TR

NB = Notified Body.

Testing — in accredited lab (test reports from registration
process could be used).

Declaration registration (local confirm draft and sign,
after that it is issued by notified body).

Lead time — 1-2 weeks.

Application > > Declaration
H 15 registration by NB
FINBEISFF&IE=

(B=
BRRY AR




| Declaration Processes - EAC MARK 7 HiJfifE - EAC R

RIECU TR 020 \ 2011 [ p 7
CHBEAR AT - CER FEFRET 28

oo i) 2B SR - A SR R YT AR H AU
F=EH

SAA R

LR 4 M HIEA

=R F- GOST RFICU TR

NENLH.
-7 A AT S8 = (AT BAAsE AV A I AR A AR ) o

EIEEMCY N E RIS T E, HAEIM T ).
[EHE : 1-2/4.

Application > > Declaration
H 15 registration by NB

SEUN=pIb Ay ST
FEAMILE




THANK YOU
JE !

beawire.com
info@beawire.com

Ruslan.Kalachev@beawire.com

+7(499)281-67-68 (ext. 101)
+7 (968)968-11-84 (cellphone, WhatsApp, \WeChat)

Shenzhen Advanced Medical Services

Q\@ S R RS AR A S

BH—H I HEEZR, mERE

AR RN e b7 ko5 B R~ w2 AT 8, U255,
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