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5 BCeOOBEMMIOLLMX HanpaBneHnn ans 4eNcTBU B

noaaepXKy BHeApeHUsa LMgpoBOoro 3apaBooxpaHeHns
B CTpaHax

MosblweHune oneparnBHon 3¢ PeKTUBHOCTH
" rmbKoCTN pearnpoBaHmnA CUCTEMbI 3paBOOXpPaHeHnna

PacliupeHue nNnpas ¥ BO3IMOXHOCTeMN
rpaXgaH Onia KOHTPONA 3a COCTOAHMEM
CBOero sgopoBba U Onarononyuyuns

C UCNONb30BaHNEeM HOBbIX TeXHONOIrnMM

Copgencremne nepexoay

K UHTerpupoBaHHbIM

M OPUEHTUPOBaHHbIM

Ha HYXXbl Nogen mogenam
OKa3aHUA NOMOLUMN, a TaKXKe

K CMeLUeHNIO aKLeHTa OT NleYeHnn
K npodpunakrnke

MNepcnekTuBHOE NNaHUpoOBaHNeE
MEeXaHM3MOB NpefoCTaBNeHNA ycnyr
3APaBOOXPaHEHWNA N AOCTYNA K HUM

Mcnonb3oBaHune TeXHoNnorum
M UHHOBAaLIMA B NOAACPXKKY
OCYLECTBNeHUA KNIDYeBbIX
MHULMaTKB B obnacTm

obuecTrBeHHOro 3APaBOOXpPaHeHNA

\‘3\;, BcemupHas opraHu3auus
A% 1Y 3APaBOOXPAHEHNR

EBPORENCKOE panwceanyon Gopo

NHunumnatnea EBponenckoro permoHanbHoro 6topo BO3 no umndpoBmsaumm cMctem
34paBooxpaHeHna 2019



Cnpoc Ha nepenoBblie LndppoBbLIEe TEXHOSIOMMU B
sapaBooxpaHeHuu B 2020 n 2030 rr.

* Cpeﬂ,l/l Ha|/|60ﬂee EHB rn\:u,[[#",ﬂr ___________ FL_]_??J_*?_J
BOCTPEOOBAHHbIX B
30paBoOOXpaHeHnn nepegoBbiX 88,57
LM POBbLIX TEXHOMOMMN B 5
Oynywem:
46,01
®* HOBbI€ NMPON3BOACTBEHHbIE ; S—
TEXHOJTIOMNU T :
’ 13,1 ] s 1755 | ,5.31
= i, 5\_//1=3‘6
® TEeXHOJI0rMm BUpPTYyarbHOU U 2020 2030
,EI,OI'IOJ'I He H HOM pean bHOCTM HDE]’:-IC [TPOHU3BOACTBCHHLIC TCXHDHUEHH
VR/AR HE‘I/I}‘JGTEXHDHDFHH M HCKYCCTBCHHbBIM HHTCJIJICKT
( )’ KoMIIOHEHTHI pﬂ'ﬁ{}TDTBXHHKH U CCHCOPHKA
Texnosiornu OECIIPOBOIHON CBSA3H

o HempOTeXHOﬂOrMM n N [l TexHOJIOrUH BUPTYAJILHOW U JIOMOJIHEHHOM PeaIbHOCTH
B CucteMbl pacnpeIeIeHHOTO peecTpa

B KBaHTOBBLIE TEXHOJIOTUH

NcmoyHuk: pacyeTtbl UCAD23 HAY BLLUD ¢ yyueTom pe3ynbTaToOB 3KCMEPTHOrO Onpoca.



What type of does your
company develop or plan to develop?

22%
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On average, how long Is your product development
and launch cycle for digital health solutions?

11% 5% 8% . <12 months
I 12-18 months

B 18-24 months
24-36 months

B 36-48 months
B >48 months

B Too soon to say

2018 vy

2020 15% 26% 67 670 P&
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FAST TRACK FOR HEALTH APPS IN THE NEW GERMAN DIGITAL HEALTH LAW

ALL OFFICIALLY LISTED APPS CAN BE PRESCRIBED AMD REIMBURSED

a MEDICAL e : a \ a '- a

PRODUCT H AFFLICATION FOR 1, OFFICIAL LISTING PRILE | REIMBURSEMENT
CERTIFICATION LISTING ] J NEGOTIATIOMNS -

* Heszalth App meeds * To be submitted to * |In case of missing * Megotiations take * Dwring the first 12
to be certified az 3 BFARM (Federal proof of effects on place directly moamnths: based on
miedical product Agency for Druss quality of cara: between spp app develapers’
class | or lla and WMeadical provisional listing developers and price

* Resulatory basis: Products) for 12 months the roof * Afterwards: agreed
European Medical * Agency decides * Missing evidence argamization of price betwesen GEWV
Dewvice Regulation withim 3 months must be genersted the public healkth and publishers
{MIDR] * Basic regquirememnts: within 12 months insurers [GKW] applicable for all

security, quality, * All isted Apps are public insurers
functionality reimbursable and

* Additionzl can be prescribed
reguirement: by doctors

positive effect on
quality of care

= High documentaotion needs to obitain MOR Closs ! or lla
= PNecessity to crealte evidence dota on guality, os well as dotoe an security and

safety (e.g. through retrospective studies)
= Small number of official notified bodies to do MDR certification

= Very few Appes listed in the beginming
= High competition for listed Apps
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[loaxoAabl K HOpMaTUBHOMY perynmpoBaHUIO

Goal

Help new products and
services adhere to existing
regulations

Outcome
Product change

Participants
Regulators, innovators and
businesses

Adaptive

Goal

Support new innovations by
adapting existing regulatory
frameworks

Outcome
Product, service and
regulatory change

Participants
Regulators, innovators,
businesses and industry
stakeholders

Anticipatory

Iterative development of
regulation and standards
around the emerging field

Outcome

Improved understanding of
technology’'s impact on
economy and society,
regulatory needs, and vision
for the future

Participants

Regulators, businesses, cross-
industry. civil societies, local
authorities, citizens, early
adopters, NGCOs



UTO Takoe «perynnaTopHasa necovyHuua»?

JT0 hopmaT B3ammoaenctesmusd UHHOBaALMOHHbLIX KOMMaHUN U
perynsatopa, KoTopbin NO3BOssieT be3onacHo, 6e3 pucka
HapyWUTb 3aKOHOA4ATEeNbCTBO, TECTUPOBAaTb HOBbLIE NPOAYKThI.

PurpmMbl, KOTOPbIE MPUOBLLAITCA K TAKOWU «NEeCcovHuLEe», HabnaatoT:

* YBenun4yeHue Ha 15% pasmepa npuBnevYeHHOro kanmTtana no
CPpaBHEHUIO C ApPYrMMn oupmMamMu.

» Kpome TOro, BEpOATHOCTb NONYyYEHUA MU MHBECTULINW
yBenuimesaeTcs Ha 50%.

K Takomy BbiBOAY npuwinu [xynno KopHennu, CebacteaH doapp, JlleoHapgo N'ambakopTa u Yapaa MeppyLu, koTopble nccrniegoBasnm adpeKTUBHOCTb
nepBon B Mnpe, OpUTaHCKOWN, «MECOYHNLbIY.



B uenom, «necovYyHuUUbI»:

MOI'YT ObITb NONE3HbIMU B CTpaHax.

* rge HoOopmMaTtunBHbIE Tpe6OBaHI/IFI HEIMNOHATHDbIE, OTCYTCTBYHOT UJTN CO34alOoT 6apbepbl
AJ14 NTHHOBALUAWN,

e CMocobCTBYIOT BbIXOQY KOMMAHUM Ha PbIHOK, Bedb AAa0T MM BO3MOXHOCTb NydLle
MOHMMATb PErynAaTopHbie TpeboBaHUS;

* MOMOrarT pa3BuMBaTb NAPTHEPCKNE OTHOLLUEHUA MexXay CYLLUEeCTBYOLLMMU
domHaHCOBbIMU PbMpMamMn U cTapTanamMmu.

e OTO MOXET NMPOUCXOANTb HANPSAMYIO, Yepes3 BblABUKEHNE PEKOMEHAALNN O
COTPYOQHNYECTBE C NMULIEH3NPOBAHHBIMU (PpMamMm, N ONocpPeaoBaHHO, Yepes
Npu3HaHMe accouuaumm ¢ «NeCoOYHNLEN».



Figure 3.7. Outcomes from Sandbox
Participation
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Source: BIS. Global Experiences from Regulatory Sandboxes. The World Bank Group. 2020



OCHOBHbIE XapaKTepPUCTUKM:

 BU3Hec-noaxon — BaXXHO Norpy»atb y4aCcTHUKOB TECTUPOBAHUSA
npoaykToB B bl 1 opraHnsaunn n B3anmoaencTenga y4aCcTHUKOB OTPachu;

* [lpocTomM AOCTYN — NOHATHbIE NpaBuia OoCcTyna

« B3anmoaoeucrBue:

« OCHOBHOE Ha3HadyeHue «NecoYHuUbl» - obecnevymBaTb B3anmoaencTeme
CTEeMKXONAEepoB, AENUTbLCA 3HaHUAMMN, co3aBaTb JEMOHCTPALMOHHbIE
cpenpbl.

* [loBblLLEHNE TPaAHCMAapPEHTHOCTN NPOLECCOB, NPOUCXOOSLLMX B OTPACIN U
TpeboBaHUWN pPeErynnpoBaHns Ans BXoada Ha PbIHOK.

» (ObecneyeHune bonee npeackasyemoro n 6esonacHoro PyHKUMOHNPOBaHUA
MHHOBALIMOHHbIX KOMMAaHUN Ha PbIHKE.
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XpoHonorus pasBuTuUs «necoYyHuu» B Manansum

CHRONOLOGY OF REGULATORY SANDBOXES IN MALAYSIA

'-m

<> Alliance of Fintech Community

REGULATOR
Securities Commission

INDUSTRY
Financial Services

<> Financial Technology Regulatory Sandbox

REGULATOR
Central Bank of Malaysia

INDUSTRY
Financial Services

@ FinTech Innovation Lab

REGULATOR
Securities Commission

INDUSTRY
Financial Services, specifically on

Alternative Trading System

@ National Regulatory Sandbox

REGULATOR
The Futurise Centre

INDUSTRY
Agriculture; Biotechnology; Building; Education; Energy;

Financial; Food; Green technology; Healthcare; Hospitality;
Smart city; Sports; Telecommunication; Transportation;
Tourism; Water management; and Waste management.

<> Proof of Concept

REGULATOR
Ministry of Transport

INDUSTRY

Bike-hailing

<> National Technology and Innovation Sandbox

REGULATOR
Ministry of Science, Technology and Innovation

INDUSTRY
Medical technology; Manufacturing; Agriculture;

Education; and Travel & tourism.



OnbIT BHeApeHUsa perynaTUBHbIX «MeCOYHUL,
BbIBOAbI:

e OTO MHCTPYMEHT AN CO34aHUS B3aMMOOENCTBUA PEryrATOPOB U MHHOBATOPOB;

* Perynatopam Heob6xoaMMO COCPenoTOUUTLCA Ha OTPaboTKe NpoLeccoB ASS
co30aHna YCTOMYMBBLIX MOdenen OoTHOLWEHUN. B CBA3M C 3TUM BO3paCTaEeT porib
OAHHbIX 1 CTaHOAPTOB, KOTOPble obecnevynBatoT «OECLLOBHOCTb» MPOLIECCOB;

« Co3gaHune 3KkocMcTeMbI B3aMOAENCTBUSA MHHOBATOPOB, PENYNATOPOB, N APYrnX
YYaCTHUKOB OTPACII N PbIHKA;

o «[lecovHunubl» perynaropam Hy>XHbl OorbLLe, YEM KOMMaHUSIM, TaK Kak
perynmpoBaHune Bce bonbLue CTaHOBUTCH CEPBUCOM



MecTO neco4yHuuUbl B CUCTEME LNPPOBbLIX
NMHHOBaLUWU

Heal-world
environment

Sandbox

Controlled
environment

Idea

generation Development Testing Implementation



Bunabl «necoYyHuu» No NpUHUMNY opraHn3auum:

[lecoyHULLbI
(sandbox)

30HTUYHbIE KoprnopaTtueHble

PerynatueHbie OTpacnesble y
i P co3pnatoTca Ha 6a3e HKO cO3/al0TCA Ha 6a3e KOMNaHUK

0CO6bIN PEXMM PeryMpOBaHHUS. OTKpbITas
WUHuumatop - perynsitop MHTeponepabeibHas cpeaa




Buabl «NecoYHuU» Nno 3agadyam

[MlecoyHUUDbI
(sandbox)

Policy-focused sandboxes
(oN5 OLLEHKM KOHKPETHbIX NMpaBun
U NONNTUK)

Innovation- or product-focused
sandboxes

(noowpAlT MHHOBALUMK, CHUXXaA
CTOMMOCTb BbIXOa Ha
perynmpyemMbi pbiIHOK, NO3BOJIAA
cpmpmMam NpoBepPATb PbIHOYHYIO
)XM3HECNOCOBHOCTb HOBbIX BU3HEeC-
Moaesnen)

N

Thematic sandboxes
cocpenoToyYeHbl Ha onpeaeneHHoOu
TEeMe C LeJIblo YCKOPEHUS
NMPUHATUA KOHKPETHOW NMOJINTUKMU
WU MHHOBALIMM UM NOAAEPXKKU
pa3BUTUA onpeaesIeHHOro
NnoAceKTopa UK fa)e KOHKPETHbIX
NMPOAYKTOB, NpeAgHa3Ha4YeHHbIX AJ1f
onpepgesieHHbIX CN1oeB HaceNeHus

Cross-border sandboxes
MEXXCEeKTopaJibHble




[TpobnemMbl/pUCKN, C KOTOPbLIMU CTaNIKUBaeTCA
oTpacrieBOU perynsaTop:

« KOpunanyeckue — B cuny OoTCyTCTBUSA ONTMManbHOro 6bmusHec-npouecca
N PErynsaTopHbIX MEXaHNU3MOB - PUCK HApYyLLEeHMNS 3aKkoHOo4aTeNbCTBa

e PuHaHcoBble — 3MPEKTUBHOCTb NCMONb30BAHNSA OHOIKETHbIX
CpeacTB

 BpeMeHHble — OTCTaBaHMe B Ppa3BUTUN U BHeJpeHne MHHOoBaLUK

« YenoBeyeckne — geduLnUT NoAroTtoBNeHHbIX
cneunanncToB/NPodPUNbHbLIX 3KCNEPTOB



[IpobnemMbl/pUCKN, C KOTOPbLIMU CTaNIKUBaKOTCH
npoekTtbl MedTech

* PerynsatopHble — HET perynmpyroLmx JOKYMEHTOB Ans Banugaumm nmbo
HeobXxoaAMMO ONMTUMU3NPOBATL YCTapeBLLME NPOLECCHI B LIESIOM

* VccnepoBaTtenbckue - TecTmpoBaHme addeKTUBHOM DnsHec-moaenu u
MHTErpaumnsi B CUCTEMY 30paBOOXPaHEHUNSA — OOCTYM K KNUHUKE/MALUMNEHTY

» (QuHaHcoBbIe — npoBan busHec-moaenu B LENom nmMbo HegocTaTovHOE
doMHaHcUpoBaHue

 HepocTaToK KagpoB 1 obpa3oBaTeribHbIX MPOEKTOB B 3TOM 00NacTu
(UMPOBON TpaHCcHOPMaLUXN U ANCTAHLUMOHHOIO OKa3aHUA/MOHUTOPUHIa

ycnyr)



OKOJ1 «kKazaxcTaHckasa Accoumnauusi
TenemMeauLUUHbI U 3FIEKTPOHHOro
sapaBooxpaHeHus «QazTEH» (2022)

HekomMmmepyeckaa opraHnsaumsa, 3agavyen KoToporo ABnAeTcH

* NpoaBmXeHne NHPOPMAaLMOHHbIX TEXHOMOrM B 0b6nacTu
3[paBOOXPaHEHNS, TakKne Kak TenemeanumHa, aNeKTpPoHHoe
3paBoOXpaHeEHNE U CMEXHblE 0DfacTn, BKNOYas nccrnegoBaHus,
pa3paboTKy, NpaKkTu4yeckoe NPUMEHEHMe, a TaKkke Ha4vyanbHOE U
OonosiHuTenbHoe oby4vyeHne B aTon cdoepe.

» CospnaHa B dpeBpane 2022
» OpraHnsauma Tenemendopyma 2022 (ActaHa)



[lpeanoXxeHue:

Co3gaTtb LundpoByto «necoyHuuy» Ha 6ase Accoumauum «QazTEH»
coBmecTHo ¢ M3, MUPWAIT (perynatopHyto,
30HTUYHYO/TEMATUYECKYHO) C SKCNEPUMEHTASIbHbIM MPaBOBbIM
PEXMMOM Ha OCHOBE MeXOyHapOoaHOro onbiTa

« Co3aaTtb KonnermnarnbHbIM opraH no NoAroToBKE PaMOYHbIX MpaBui U
TpeboBaHUN K NpoeKkTam (B COTPyAHUYECTBE C Xxabamu v Ap)

* Pa3paboTtaTb anropuTtm rno pacCMOTPEHUIO 3aABOK OS]
MUNOTUPOBAHUA C PACCMOTPEHNEM KPUTEPUEB OLIEHKU U
onpeneneHns «3TarnoHHbIX O0NMbHUL

O1. NocTtynneHune 02. OueHka O3.lNpoBepneHune O4. lNpuHaTHe peweHunsa
3as8BKM LenecoobpasHoCcTU nmMnoTpoBaHUSA O uenecoobpasHoOCTH

paccMOTpeHUs BHeOpeHUA U yTBepXXaeHue
OOPOXHOW KapTbil




[lpeanaraembie NPoOeKTbl HA CeroaHA:

- [1naH BHepgpeHuna MKb 11

* TlepecHoTp npwkasos o opiam B CTOPOHY AaHHsIX (5 pamiax

- Pa3paboTka eauHbIX CTPYKTYpUpOBaHHbLIX 6ubnnoTtek gaHHbiX (MT,
MW, J1C, n T.4.)

- BHeapeHue HOBbIX TEXHOMOrMK cbopa 1 aHamM3a AaHHbIX U
yNpaBfeHMUs NPOLECCAMUN B NMUTOTHBIX OPraHn3aLmsx

- [lnaHnpoBaHune megmMuUMHCKOM NOMOLLM B paMKax Npodouna
(CTPYKTYPUPOBAHHbLIE PEMUCTPLI)

- [1po3payHoe Tapndoobpa3oBaHme
- AMNCTaHUMOHHbLIN MOHUTOPUHI MY
- [lpmeHeHne N B MeaguumnHe



Cnacnbo 3a'BHUMaHue



