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PerynnpoBaHue KIMHN4YeCKnx
uccneposaHumn B Pecnybnunke
KazaxcTaH

YTo0 TaKkoe KNIMHUYecKoe nccnenosaHme?

KnuHnueckoe ncecnepoBaHme («KW») -
nccnepoBaHve C yvacTMeM 4YesnoBeka B KayecTBe
cybbekTta, MpPOBOAMMOE [AOfS  BbIABAEHUA UK

noateep)kaeHns 6esonacHoctM U 3dPEKTUBHOCTU
CcpeacTB, MeTOOO0B M TEXHOMOTMMA NpPOodUNaKkTUKKM,
ONarHOCTMKN N nedeHnAa 3abonesaHunn.

Kakumwu 6biBatoT KN?

HewvHtepBeHunoHHoe KN — nccneposaHue, Kotopoe
NpoBOAMTCA NOC/Ee MPOBEAEHUA FOCY4aPCTBEHHOW
perncrpauum nekapctBeHHoro cpeactsa («J1C») nnm
MeauumHckoro manenua («MW») n HasHauaetca B
pamkax MeaAnLNHCKOW NpakTUKM.

NHTepBEHUMOHHOE nccnegoBaHne — NCcrenoBaHne
C yyacTmeM 4enoeeka B KayecTBe cybbekTa
nccnenosaHmaA, NpuU KOTOPOM Bpay-uccrenoBatenb
Ha OCHOBaHWW NpoToKona MHTepBeHunoHHoro KW,
cooTBeTCTBYytOLLEero nopAaaky nposegeHna KW,
Ha3HayaeT cybbekTaM MccnenoBaHua cneunanbHoe
BMeLlaTeNnbCTBO.

Tpebyetca nun yBepoMneHue/paspelleHne Ha
npoeeaneHue KN?

- Tlepea

Ona npoBeaeHuss MHTepBeHUMOHHOro KW J1C, MU
HeobxooMMoO nonyveHne paspeweHna oT KomuteTa
MeauMuMHCKOro u  dapMaueBTUYeCcKOro KOHTPOnA
MuHuctepcTBa 34paBoOXpaHeHnna Pecny6nuvku
KazaxcTtaH.

nosydyeHneM  paspelleHva  HeobxoaMMo
nonyyYnTb 3akn4veHWe Mo pelynbTataM 3KCNepTU3bl
matepmanos KW ot HauumoHanbHOro  ueHTpa
akcneptnabl JIC n MW, a Takxke 3akiouyeHWe Mo
pesynbtataM 6MO3TUYECKOM SKCMEPTM3bl MaTepnanos
K oT ueHTpanbHoW wunu nokanbHon Komwuccuum no
6uoaTuke.

Ona npoeeaeHnA HEVHTEPBEHLMOHHbIX
[0CTaTOYHO HanpaBneHWA yBeAOMMEHNS.

KA

- [nAa HenHTepBeHUMOHHbIX KN Heob6Xx0anMMO nony4veHne

B Pecnybnuke KazsaxctaH

3aKkueHns no pesynbratam 6unoaTtnueckom
akcnepTnsbl MatepuanoB KW oT ueHTpanbHOM uan
nokanbHor Kommcecum no 6mnoatnke.

(«PK») OCHOBHbIMW aKTamu,

perynupytowmnmm KN asnatotca:

O Kopekc PK ot 7 wviona 2020 roma N2 360-VI «O

3400poBbe Hapoaga un cuctemMe 3gpasooxpaHeHua»

OnpependetT nNpaBoOBble OCHOBbI PEryNPOBaHUA U
nposegeHua KW JIC, MW, knnHuko-nabopaTopHbIX
ucnbiTaHun MW gna  AMArHOCTUKWM  BHE  >KMBOTO
opraHmamMa (in vitro).

MpaBuna Hapnexawen KINHUYECKOM MNPaKTUKU
EBpasuiickoro 3KOHOMMUYECKOro coa3a,
yTBep>XaeHHble PeweHnem CoBeta EBpasunickon
3KOHOMU4Yeckon koMuccum ot 3 HosI6ps 2016 ropga N2
79

YcTtaHaBnmBatoT  MeXAyHapoAHblA  3TUYECKUM 7]
Hay4HbIX CcTaHgapT MAaHUpPOBaHWA W  NpoBedeHUs
nccnefoBaHUM € y4yacTMEM 4efloBeka B KauyecTBe
cybbeKkta mccrnegoBaHUn, a Takxke AOKYMeHTa/bHOro
opopMNeHns U NpeacTaBNeHUAa pel3ynbTaToB TaKuX
mnccnenoBaHun.

CtaHpapT HagneXkawen KJIAMHNYEeCKOW NpaKTUKu
(GCP), yTBep>AeHHbIW npuKkazoM u.o. MwuHucTpa
3ppaBooxpaHeHua PK ot 4 deBpana 2021 roga N° KP
OCM-15)

YctaHaBnuBaeT npasmna npoesegeHuA vccnegoBaHun ¢
ydyaCctTneMm 4enoBeka B KadecteBe Cy6'beKTa, a TakK>xe
OOKyMEeHTaNlbHOro od)opMneva n npeancrtaeneHnA
pe3ynbTaTtoB TakKnx uccnenoBaHUn.

CraHpapTt 1SO14155:2014 pekoMeHpauuu Konneruum
EBpa3Mnckon SKOHOMMUYECKOWM KoMuccum ot 4
ceHTa6pa 2017 ropa N2 17: KW MW, npoBoauMbie c
yyactueMm yenoBeKa B KayecTBe cy6bekTa.
Hapne>kawiaa knmHuyeckana npakTmka

YcTaHaBnnBaeT NonoXeHUs Hagnexxawen KIMHUYECKom
npakTUKn nnaHMpoBaHus, nposeaeHus,
OOKYMEHTanbHOro  opopMrieHMa U NpeacTaBneHus
pesynbtatoB KW, npoBoAMMbIX C yyacTMeEM u4efoBeka,
AnA  oueHkn 6e3zonacHocTM UAM  GYHKUMOHANbHbIX
xapaktepuctuk MU.

MpaBuna npoBepeHna KU nekapcTBeHHbIX CPeacTB U
MeAULUHCKUX U3aenun ana AMarHoCTUKM BHE YKXMBOTO
opraHusma (in vitro) n Tpe6oBaHMA K KJIMHUUYECKUM
6a3aM 1 okasaHUA rocygapcTBeHHon ycnyrmn «Bolgava
paspeluieHus Ha nposepeHue KNUHUYECKOoro
vuccneaoBaHus 7] (nnu) vcnbiTaHUA
dapmakonorvyeckux W neKapcTBEHHbIX CPEACTB,
MeAULUHCKUX WU3AEeNUN, YTBEPXKAEHHble NPUKasoM
MuHucTpa 3gpaBooxpaHeHua Pecny6nukn KasaxctaH
ot 11 pekabpsa 2020 ropa N2 KP 1CM-248/2020

YctaHaBnuBaloT nopagok nposegeHma KU J1IC U MU,
KMMHUKO-nabopaTopHbIX MCNbITaHUM MKN ana
OVNarHOCTUKN BHE >KMBOFO opraHmama (in  vitro) wu
TpeboBaHMA K KNTMHNYECKMM BazaM .

OCHOBHbIE perynvpytoLLue opraHbl

MuHuctepcTBO 3apaBooxpaHeHumsa PK
Komuter M™MeauumHckoro u d¢apMaueBTUUECKOro
KOHTpona MuHunctepcTBa 3gpaBooxpaHeHua PK

* OcyulecTBnAeT Bblaayy pa3peLleHnsa Ha npoBeaeHne
KW n (mnn) ncnbitaHna dapmakonormyeckmnx n J1C,

*  [lpoBoaut nHcnekummn KA.
HaumoHanbHbIN LeHTp akcnepTn3bl JIC u MU

* [lpoBoauT 3akcnepTndy Martepmanos KW v Bbigaet
3akntoveHne Ha npoeeaeHue KA.

Ll,eHTpaanaﬂ KoMuccua no 6uoaTuke

* [lpoBoant 6MoOaTHUECKYO 3KCNepTU3dy MaTepuanos
KN wn Bblgaetr 3aknoveHWa Ha  npoBefeHue
MHTEPBEHLMNOHHbBIX KTMHNYeCKux nccnepgosaHunm J1C
n MW 3apybexHoro npou3BOACTBA, a Takxe
MHTEPBEHLMNOHHbIX " HEeWHTEePBEHLMOHHbIX
KNMHUYeckux nccnepgosaHunni J1C n MU, nposoanMbix
B AByX M 6onee wuccnepoBaTenbCKUX LEHTpax,
pacnonoxeHHbIX Ha Tepputopumn PK.

JlokanbHasa KoMuccua no 6MoaTuke

* [lpoBoanT 6MO3TUUECKYIO 3KCMEPTU3Y MaTepuanos
OAHOLLEHTPOBbIX MHTEPBEHLMOHHbIX "
HeuHTepBeHUMOHHbIX KW, 3a ncknroveHmneM cnyyaes
npoBeAeHnsa WHTepBeHUMoHHoro KW JIC n MW,
nponsBeaeHHbIX 3a npeaenamm PK. 5



KakoBbl Tpe60BaHUA K KIMHUYeCcKnM 6azam?

TpeboBaHneM K KNMHUYECKUM Ba3aM ABNAeTCA:

Hanuume NULEH3UN Ha ocyLecTBneHne
MeauLMHCKOM AeATeNbHOCTH;

Hannuue COIN gna nposegeHusa KU;

Hanuume KNUHUKO-UHCTPYMEHTaNbHOro "
nabopaTtopHoro obopynoBaHusa gna nposegeHma KU
nmbo  Hanuuue  [OroBOpoB  C  MOAPAAHbIMU
opraHusaumamm Ha npegocTaBneHne
cneunanmanpoBaHHbIX KNUHUKO-
WHCTPYMEHTabHbIX, nabopaTopHbIX "

BCNoMoraTtesibHbIX ycnyr ana nposegeHusa KU (npu
OTCYTCTBMWN Heobxoanmoro obopyaoBaHua);

HanuuMe nepcoHana, MWMELWEero MeauunHCKoe
obpasoBaHue 1 JokymMeHT 06 0by4eHun GCP;

Hanuume ycnosui AnA NpPoBeAeHUA MHTEHCUBHOW
TepanuM u peaHuMauum (ecnm ato Tpebyetcs
NPOTOKONOM);

Hanuyne AOKyMeHTa, yCTaHaBNMBaKOLLEro nopaaok
paboTbl ¢ KOHPUAEHUMaNbHOW MHPOPMaLMEN.

CraHpgapTtbl GCP 1 1SO14155:2014 yctaHaBnueatoTt
bonee petanbHble TpeboBaHWA K KIWHUYECKUM
6a3am.

OcyuwiecTBnarTca nu nicnekuun KU B PK?

MHcnekumm nposoaAatca KoMnuteTtoM MeanLMHCKOrO
n dapmaLeBTMYECKOro KOHTponda MwuHucTepcTBa
3apaBooxpaHeHus PK B cootBetcTBuU ¢ NpaBunamu
nposeaeHns dapMaLeBTUYECKMX WHCNeKuMn no
Hagnexawmm  dapMaueBTUYECKUM  MpaKTUKaM,
yTBEPXXAEHHbBIMU npuKasom MuHucTpa
3npaBooxpaHeHus PK ot 27 aueapa 2021 roga N2 KP
OCM-9.

LlenaMu nHcnekunm aBnaroTCA:

oueHka cobnogeHna ctaHgaptos GCP wu ISO
14155:2014;

noatBep)KaeHMe cooTBeTcTBMA npoBeaeHus KU
yTBEp>XaeHHOMY npoTtokony KU;

noaTeepXaeHma [OCTOBEPHOCTU OaHHbIX,

nony4eHHbIx B pe3ynbtaTte KU;

paccnenoBaHua >kanob (CUrHanos), NOCTYNMUBLUMX B
npouecce KW, a Takke npu  nonyyvyeHuu
[0MNoNHUTENBbHOM MHGOPMaLMN O pUCKe, CBA3AHHOM
c nposeneHuneM KU;

3almTbl NpaBs, 340pOBbA 1 6naronony4vmna cy6bekTos
KW.

MHcnekuma ocywectenaetcA Ha noboM aTane
npoeegeHua KW B nnaHoBoM (mepBuYHaa) wnun
BHENMaHoOBOM nopaake (B TOM 4yMcfie U B CBA3U C
Yyrpo3oM  uAM  MNPUUYMHEHWEM  Bpeda  >KU3HWU,
3[0pOBbIO Cy6BHEKTOB MCCNEA0BAHNA).

MwuHuncTepcTBO 3apaBooxpaHeHma PK Ha ocHoBaHuK
[AHHbIX MHCNEKUNM NPUHMMAET peLleHune o:

npekpatyeHnn KU;

npuaHaTtb pedynbtatbl KU.

KakoBbl Tpe6oBaHusa gna yuactma B KU?

Heo6xopguMocTb nosyyeHus UHPOPMUPOBAHHOIO
cornacwuva: po sknoyeHns B KW cybbekTy nccnegosanums
WKW ero 3akOHHOro npeacTaBUTENto MpefocTaBnseTcs
MHPopmMauma o nnaHnpyemoM KN, Ha ocHoBaHWM KOTOpoOW
cybbekToM  MccrnegoBaHMA  MAM ero 3aKOHHOro
npeacTaBuTens nognuceiBaetcA  MHbOPMMpPOBaAHHOE
cornacue Ha 4o6poBONbHOE y4acTMe B UCCNeAOBaHNM.

OrpaHunyeHue Ha y4yactne B KU onpepeneHHbIx
KaTteropumn nuu: KN JIC u MU Ha HecoBepLLEHHONETHMX,
6epeMeHHbIX, HeaeecnocobHbIX, obyuatouymxces,
neHcnoHepax no BO3pacTy, HY>KAatoLMXCS B MOCTOPOHHEN
NOMOLLWN MPOBOAATCA TOMbKO ANA U3ydeHuAa nedebHoro

addekta M Cc cornacma POACTBEHHMKA, oOMekyHa,
poauTenemn.

3anper Ha yuactue B KW onpepeneHHbIx
KaTeropum nuu: MHTEPBEHLNOHHbIE KW Ha

BOEHHOC/NY>AaLLUX, COTPYAHUKAX MPaBOOXPaHUTENbHbIX W
creumnanbHbIX roCyAapCTBEHHbIX OpraHoB, pPaboTHMKOB
MeaNLIMHCKNX opraHvsauui, roe nposoaATcA
6UoMeaNLIMHCKNE NCCNEeaoBaHmWsa, Lax, Coaep>XKallnxcs
B YYPEXOAEHWUAX YrofIoBHO-UCMOMNHUTENNLHON CUCTEMBI
3anpeLLeHbl.

Yto aBnaetca pesynbtatoM npoeeneHua KU?

Pesynbtatom KW aBnsetca 3aknwouunTenbHbIE OTYET O
nposegeHHoM KN JIC u MU BHe 3aBMCMMOCTU OT TOro
6bl10 M MUccnefoBaHWE 3akKOHYEHO WAU  [OCPOYHO
npekpaLleHo.

He nosgHee 1 roga nocne nonHoro 3aBepleHunsa KU (npun
nposeaeHnn MexayHapoaHblx KW - nocne 3aBeplueHusn
KW Bo Bcex cTpaHax) cnoHcop npenocTaBnfeT KpaTkyro
vHpopmaumio o KW B KomMuteT M™MeguuMHCKOro u
dapmaueBTMUECKOro KOHTpONsA MuHucTepcTBa
3apaBooxpaHeHna PK u LleHTpanbHyto Komuccuto Mo
6103THKe, BbiAABLUYIO pa3peLleHne Ha npoeegeHue KA.

CnoHcop W wuccnegoBaTesb  apxXMBUPYHOT MaTepuansl
(aokymeHTbl) KM 1 obecneumBatoT ero COXpaHHOCTb B
TeveHue 25 net co gHAa 3aBepLueHua KA.

Ha gamy ny6nukayuu gaHHoro Mamepuarsa rnpoekm rnpasus o
KW Haxogumca Ha cmaguu obuwecmBeHHOro obCy>KaeHUus;

noamomMmy B

perynupoBaHue Morym  6bimb  BHECEHbI

A0rno/IHUme/sibHble USMEeHEeHUA.



Regulation of Clinical Trials in
the Republic of Kazakhstan

What s a clinical trial?

A clinical trial (“CT”) is a study involving human
subjects, conducted to identify or confirm the safety
and effectiveness of means, methods, and
technologies for the prevention, diagnosis, and
treatment of diseases.

What types of CTs are there?

A non-interventional CT is a study which is
conducted after the state registration of a medicine
or medical device (“MD”) and is prescribed as part
of medical practice.

An interventional trial is a study involving a human
subject in which a researcher-physician assigns a
specific intervention to the subjects based on an
interventional CT protocol which complies with the
CT procedure.

Is a notification/permission required to conduct

clinical trials?

¢ To conduct an interventional CT of a medicine, it is
necessary to obtain a permission from the
Committee for Medical and Pharmaceutical Control
of the Ministry of Healthcare of the Republic of
Kazakhstan.

- Before obtaining the permission, it is necessary to
obtain a conclusion on the results of the examination
of the CT materials from the National Center for
Expertise of Medicines and MDs, as well as a
conclusion on the results of the bioethical
examination of the CT materials from the Central or
Local Bioethics Commission.

* For non-interventional CT notification is required.

- For non-interventional CT, it is necessary to obtain a
conclusion based on the results of a bioethical
examination of the CT materials from the Central or
Local Bioethics Commission.

In the Republic of Kazakhstan (“RK”), the main legal acts
regulating CT are:

U The Code of the RK dated July 7, 2020 No. 360-VI "On

Public Health and the Healthcare System"

Defines the legal bases for regulating and conducting
CT of Medicines, MDs, and clinical laboratory tests of
MDs for diagnostics outside a living organism (in vitro).

U Rules of Good Clinical Practice of the Eurasian

Economic Union, approved by the Decision of the
Council of the Eurasian Economic Commission of
November 3, 2016 No. 79

Establish international ethical and scientific standards
for planning and conducting studies involving human
subjects, as well as for the documentation and
presentation of the results of these studies.

U The Standard of Good Clinical Practice (GCP),

approved by the Order of the acting Minister of
Healthcare of the RK dated February 4, 2021, No. KP
O CM-15)

Establishes rules for conducting studies involving
human subjects, as well as for the documentation and
presentation of the results of these studies.

O ISO 14155:2014, Recommendation of the Board of
the Eurasian Economic Commission of September
4, 2017, No. 17: CT of MDs involving human
subjects. Good clinical practice.

* Establishes provisions for good clinical practice for

the planning, conduct, documentation, and reporting
of results of CT involving human subjects to evaluate
the safety or performance of MDs.

O Rules for Conducting CT of Medicines and MDs for
In Vitro Diagnostics and Requirements for Clinical
Sites and for the Provision of the Public Service
"Issuance of Permission to Conduct CT and/or
Testing of Pharmacological and Medicinal
Products, MDs, approved by order of the Minister
of Healthcare of the RK dated December 11, 2020
No. KP AICM-248/2020

* Establish the procedure for conducting CTs of

Medicines and MDs, clinical laboratory tests of MDs
for diagnostics outside a living organism (in vitro) and
requirements for clinical bases.

Key regulatory bodies

Ministry of Healthcare of the RK
The Committee for Medical and Pharmaceutical
Control of the Ministry of Healthcare of the RK

* Issues permission to conduct CT and/or testing of
pharmacological and medicinal products, MDs;

* Conducts CT inspections.
National Center for Expertise of Medicines and MDs

¢ Conducts an examination of CT materials and issues
a conclusion on the conduct of CT.

Central Commission on Bioethics

* Conducts a bioethical examination of CT materials
and issues opinions on the conduct of interventional
CT of foreign-produced medicines and MDs, as well
as interventional and non-interventional CTs of
Medicines and MDs conducted in two or more
research centers located in the territory of the RK.

Local Bioethics Commission

Conducts a bioethical examination of materials of
single-center interventional and non-interventional CTs,
with the exception of cases of interventional CTs of
Medicines and MDs produced outside the RK.



What are the requirements for clinical sites?
* Therequirements for clinical sites:

- availability of a license to carry out medical
activities;

- availability of standard operating procedures for
conducting CTs;

- availability of clinical, instrumental and laboratory
equipment for conducting CTs or availability of
contracts with contractors for the provision of
specialized clinical, instrumental, laboratory and
auxiliary services for conducting CTs (in the absence
of the necessary equipment);

- availability of personnel with medical education and
a GCP training document;

- availability of conditions for intensive care and
resuscitation (if required by protocol);

- availabilty of a document establishing the
procedure for working with confidential information.

* GCP and 1SO14155:2014 standards set more
detailed requirements for clinical sites.

Are there any CT inspections in the RK?

* Inspections are carried out by the Committee for
Medical and Pharmaceutical Control of the Ministry
of Healthcare of the RK in accordance with the Rules
for Conducting Pharmaceutical Inspections on Good
Pharmaceutical Practices, approved by Order No.
KP OCM-9 of the Minister of Healthcare of the RK
dated January 27, 2021.

* The objectives of the inspection are the following:

- assessment of compliance with GCP and ISO
14155:2014 standards;

- confirmation of compliance of the CT with the
approved CT protocol;

- confirmation of the reliability of the data obtained as
aresult of CTs;

- investigation of complaints (signals) received with
regard to the CT, as well as upon receipt of
additional information about the risk associated with
conducting the CT;

- protection of the rights, health and well-being of the
subjects of CTs.

* Inspection is carried out at any stage of the CT in a
planned (primary) or unscheduled manner (including
in connection with a threat or harm to the life or
health of trial subjects).

* The Ministry of Healthcare of the RK, based on the
inspection data, makes a decision on:

- termination of CT;

- recognize the results of the CT.

What are the requirements for participation in
the CT?

* The need to obtain informed consent:. Before
inclusion in the CT, the trial subject or their legal
representative shall receive the information about
the planned CT, on the basis of which the trial
subject or their legal representative signs the
informed consent for voluntary participation in the
trial.

Restrictions on participation in CTs for certain
categories of persons: CTs of medicines and MDs
on minors, pregnant women, incapacitated
individuals, students, pensioners, and those
requiring assistance are conducted only to study the
therapeutic effect and with the consent of a relative,
guardian, or parent.

Prohibition of participation in CTs for certain
categories of persons: interventional CTs on military,
law enforcement and special government agencies’
personnel, employees of medical organizations where
biomedical research is conducted, and persons held in
penal institutions are prohibited.

What constitutes the result of the CT?

The result of the CT is the final report on the conducted CT
of medicines and MDs, regardless of whether the trial was
completed or terminated early.

No later than 1 year after the full completion of the CT (in
case of international CTs, after the completion of the CTs
in all countries), the sponsor provides brief information
about the CT to the Committee for Medical and
Pharmaceutical Control of the Ministry of Healthcare of
the RK and the Central Bioethics Commission which
issued the permission to conduct the CT.

The sponsor and the investigator archive the materials
(documents) of the CTs and ensure their safety for 25 years
from the date of completion of the CT.

As of the publication date of this alert, the draft regulations on
CT are under public discussion; therefore, further
amendments may be introduced.



PerynnpoBaHue KIMHN4YeCKnx
uccneposaHumn B Pecnybnunke
Y36ekucraH

Yr1o Takoe KIMHMYecKoe uccnegosaHue?

* [oa KNMHUYECKNMU ncenenoBaHmMAMmM («KW»)
dapmakonornyeckoro («®@C») wnnnM nekapcTBEHHOro
cpeactea («JIC») noHWMaeTcs uUccrefoBaHuMe C
yyacTmeMm 4enoBeka, NPOBOAMMOE C LEeNb NU3y4YeHun
dbapmMakonormnyeckmx CBOMCTB, NOBOYHbIX 3DDEKTOB U
adpodekToB B3ammogenctema ¢ apyrumm JIC c uenbto
onpeaeneHna 6esonacHocTn n apdektTBHocTn GC 1
JC.

Kakue Bugbl KU moryt npoBopgutbca B Pecny6nuke
Y36ekucTaH («PY3»)?

e KW ®C vnu JIC MoryT npoBOAUTLCA B OAHOM fieyebHo-
npodunakTnyeckoM yupexgeHumn («KnmHuueckas
6asa») wan nNo eguHOMYy MPOTOKONY B  BuAe
MHOTOLLEHTPOBOr0 (MHTEPBEHLMOHHOIO) KTMHNUYECKOIO
nccnepoBaHua 6onee ueM ogHol KnnHuyeckon 6aze.

B PY3 OCHOBHbIMM HOpPMAaTMBHO-NMPaBOBbIMM aKTaMwu,

perynupytowmmum KU asnatotca:

3akoH PY3 "O JIC n papmaueBTMUECKOMN AeATeNIbHOCTU"
oT 4 aHBapAa 2016 r. N2 399

Perynupyet ocHoBHble TpeboBaHus k K.

MoctaHoBneHne KabnHeta MuHucrtpos PY3 "O mepax no
pa3sutnio KN JIC n opraHusaumm mx npoBeaeHus B
COOTBETCTBUU c Tpe6oBaHusa Me>XXAYyHapoaHbIX
ctaHgapToB" oT 14 anpensa 2022 r. N2 181

Onpepgensaet npaBoBble OCHOBbI opraHmsaumm
[ocynapctBeHHOe yupexaeHue LleHTp no passutuio KA
(«LLkeHTp»), a Takxke onucbiBaeT OCHOBHble 06A3aHHOCTU
[,aHHOr0 rocyfapCTBEHHOIO yupexxaeHus.

Mpukas MUHUCTPaA  3ApaBoOXpaHeHusA PY3 06
yTBEp)XAeHun nonoXkeHua" O nopaake nposeaeHus
KW ®C nnn JIC" o1 5 ntoHa 2023 r. N2 3439

OnpepenseT NpaBoBble OCHOBbI PErYIMPOBaHNA U NOPALOK
nposegeHua KM JIC n ®C B pamkax rocynapcCTBEHHOWN
pernctpauum J1IC nnu ©C.

Mpn aTOM HEob6X0AMMO yuYUTbIBATb, YTO BBMAOY OTCYTCTBMA
HOPMaTUBHOrO-NPaBoOBOro aKTa, perynupytoLiero
nposefaeHne HezaBucuMbix KW, Ha npakTuke p[aHHbINA
npuvkas MWHUCTPA TMNPUMEHAETCA W B  OTHOLUEHUMU
nposeaeHms HEe3aBMCUMBbIX KW BHE pamMok
rocygapcteeHHon pernctpauum JIC n dC.

OcHOBHbIe perynupyloLiue opraHbl

MuHucTepcTBO 3apaBooxpaHeHns PY3 («<M3»)

* T[puHumaet peweHne o nposeaeHun KN JIC nam ®C
Ha yenoseke,

*  VYtBepykgaeT nopanok npoeepeHus K ®C wnnum JIC n
nepeyeHb KnuHunyecknx 6a3, B KOTOPbIX NPOBOAATCA
KW.

AreHTCTBO Mo pa3BuTuio papMaL,eBTUHECKOM oTpacnun

* OpraHmnsdyet aKCNepTnay pea3ynbTtatoB OOKANHUNYECKUX

nccnegoeaHum mn KM ®C, JIC wn wunsgenum
MeOULVHCKOro HasHaueHus;
e obecrneynmBaeT OCYLLUECTB/IEHNE T[OCY[aPCTBEHHOM

pervcTpauum, KOHTPOIA KavyecTBa, cTaHAapTU3aunu m
ceptudukaumm JIC, ®C, usgennr MeaULUHCKOro
Ha3Ha4YeHUA U MeANLNHCKOMW TEXHUKN.

LleHTp no passutuio KU
OcyuiecTBnsaeTt:

* BHegpeHwe opraHmdaumm KW JIC un &C B
COOTBETCTBUN C TpeboBaHUAMU MeXAYHaPOAHbIX
9TUYECKUX N HAY4YHbIX CTaHAaPTOB;

* pas3sutme KW Ha Tepputopum YsbekuctaHa w
KOOpANHALMIO MoAEepHM3aUMK KNMHNnYecknx 6as Ha
OCHOBE MUPOBbIX CTaH[AaPTOB;

* opraHusauua npoeegeHma KW JIC n OC B
COOTBETCTBMN C TpeboBaHuaAMM "Hapgnexkailen
KnuHuyeckon npaktukun (GCP) ";

* onpegeneHune dapMakonornyeckom

61M03KBMBANEHTHOCTN  AxeHepuyeckux JIC K

opurnHaneHbiM J1C;

* npoBefeHue bapMaKoKMHETUYECKNX
nccnegoBaHun J1IC u ®C y cyb6bekta KU;

*  MoBbllLUEHNE KBanudukaummn MeaNLNHCKUX
paboTHMKoB B ob6nactm nposeaeHus KU,

*  MeXAyHapoaHOe COTPYAHMYECTBO MO HanpaBieHNIO
"Hapnexauwiaa knnHnyeckasn npaktuka (GCP)."

KomuteTt no papmakonorum («®K») npu LleHTpe

e CTpyKkTypHOE noapasgeneHue LleHTpa, koTopoe
OTBETCTBEHHO 3a BOMpPOChl cBA3aHHble ¢ KU ®C n
NncC.

KnuHuueckas 6asa

* JleyebHo-NpodunakTnyeckme yypexaeHus,
KoTtopble Moryt nposogutb KN ®C wunm JIC,
BK/1HOUEHHbIE B MEPEYEHb, YTBEPXKAEHHbIN M3.

Komuter no atuke («<Komurter»)
e TlocTosHHO AeNCTBYOLWMIA Ha 06LLLEeCTBEHHbIX Hayanax
KONnernanbHblA OpraH, yrBep>kgaembin M3 B cocTtaBe

npeacrasutenemn MeAUNLNHCKMX, Hay4HO-

nccnenoBaTenbCkmx opraHusauum, BbICLLINX

o6pasoBaTefibHbIX Y4YpexXAeHWn, CcpeacTB MacCOBOM

nHdopmMaLmn, HerocyfapCTBEHHbIX HEKOMMEpPYeCKMX

opraHusauum W Apyrux WMHCTUTYTOB rpaxk4aHCcKoro
obulecTBa.

KoMnteT  ocyllecTBnAeT  3TUYECKYHO  3KCNepTuay

aTnyeckon obocHoBaHHOCTM npoeeaeHua KA.
Coset akcnepToB («<CoBeT»)

* T[puHMMaET peLleHMe O [OMNYCKE AN OTKa3e B AOMNYCKe
K NpuMeHeHuto B MeanumHckon npaktmke ®C nnum J1C.

Tpebyetcsa nnm yBeaoMmsieHue/paspeLueHmne Ha

npoBeaeHue KU B PY3?

* B pamkaxrocypapcteeHHou permucTtpaunm JIC N ®C Ha
ocHoBaHuM pekomeHpaumn K CoseT B TeueHue
ogHoro paboyero pAHA C MOMEHTa MoNyvYeHus
COOTBETCTBYHOLLLEN pekoMeHgaumm npuHuMaeT
peLueHuve o nposegeHun KA.

* B TeuyeHue ogHoro paboyero AHA C MOMEHTa NPUHATUSA
pelwieHua CoeeTa ®K 3asBuTENtO HanpaBiseTcs yepes
3NEKTPOHHYIO CUCTEMY YBEAOM/IEHME C YKa3aHUEM
BO3MOXHOCTU npoBegeHusa K.

* B oTtHoweHun npoBeaeHnsa HedaBucumblix KN JIC n ¢C
Ha uJenoBeke 3akoHOAATENbCTBOM Y3bekucTaHa
npeaycMoTpeHo ob6asaTenbHoe nony4yeHue
paspeweHna M3. lpm aToM, B 3aKoHoAaTeNbCTBe
OTCYTCTBYET KOHKPETHbI pernameHT unu npoueaypa
Mo Nosly4eHUIo Takoro paspeLueHuns. 6



* Ha npakTuke 3aaButens HanpasnAet nUcbMeHHoOEe

obpalleHne M HeobxoaMMble [OOKYMEeHThl B M3, e [anee ®K npoBOAMUT OKOHYATENbHYH 3KCMEPTU3Y
KOTOpOe paccMaTpmBaeT 3asaB/IeHe B COOTBETCTBUU C nposefeHus KW B cOOTBETCTBUM C YTBEPXKAEHHbIM
MexayHapoaHbiMu  ctaHgaptamu ICH GCP  ans npoTtokonom KW.

BblAaun pa3peLLeHns Ha nposeaeHue K.

* T[locne opobpeHuna M3 3aaBuTenb NogaeT AOKYMEHTbI
B LleHTp, rae o6palleHne paccMaTpMBaEeTCA COrnacHo
BHYTPEHHUM NpaBunam.

* [lpouenypa kacaeTca o6palieHua OGU3NYECKUX U
HOpUANYECKUX UL, WU He ABAAETCA MOPALKOM
npoBeaeHns HesaBucumbix KW BBMay oTtcyTcTBMA
NpPaBOBOro OCHOBAaHMA.

KakoBbl Tpe6oBaHua ana yuactma B KU?

* Heo6xoauMocTtb nony4yeHus NMUCbMEHHOTIO
cornacua: Cy6bekT MOXeT 6bITb BkAtoueH B KW, Tonbko
€CNN OH WN ero 3aKOHHbIN MNpeacTaBuUTeNlb MOMYYUIn
nHdopMaLMO  OTHOCUTENbHO CYTM U BO3MOXKHbIX
nocneactemn KW, ceoncte JIC n ®C, ero oxumpgaemon
adPeKTMBHOCTU, cTeneHn pucka u pganu Cornacue Ha
yuacTtume B KA.

* OrpaHunyeHue Ha yudactue B KW onpepeneHHbix
Karteropui nuu. B cnyuyasx, korga KW nposoautca c

yyacTnem HecoBepLUEeHHO/ETHEro unm
HegeecnocobHoro cybbekta, Ao Hayana KW pgonyHo
6bITb nonyyeHo Cornacwue ero 3aKOHHOIO
npeacraBsuTens.

TpeboBaHua K KnuHmuyeckmm 6asaM, B KOTOPbIX

npoBogaTtca KU.

* Hanuuwne topuanyeckoro agpeca, ne4atn U pacyeTHoOro
cueTta B 6aHKke PY3 y KnnHuueckom 6a3bl, BK/IFOYEHHOM B
rnepeyeHb, yTBEpP>KAeHHbIN M3.

* MaTtepuanbHasa 6asa (nabopaTopHo-gmarHoctmyeckas,
npmnbopHas, MHCTPYMeHTanbHaa 1 Ap.), No3BonAtoLLLan
Nnpou3BoaUTb OLEHKY 3dPEeKTUBHOCTM N Be3onacHoCTH
MCMbITYyEMOrO cpencTea B COOTBETCTBMMU c
MeXXAyHapo4HbIMU CTaHAapTaMu.

* Bbicokan Hay4HasA KBanndukauma nepcoHana
yupexxaeHus.

* Hanuuwne stnueckom koMmmccum.

PesynbtaT nposepeHusa KA.

e [lo 3aBepweHun KW 3aABuTento  BbloakoTcA
MHOouBMAyanbHbole 6naHKU peructpaunm u 6naHku
cornacus cybbekToB KW, nognvcaHHble
pykosogutenem KW un Bpauyamu-nccnepoBaTensamu.
Mo utoram nposegeHHoro KW coctaBndAetca oT4yer
KN. Otuer KW vyTBep>kgaeTcA pykoBOAUTENEM
KnuHnueckown 6a3bl M NpeacTaBnaeTca 3aaBUTENHO.

*  Ortuet KM pna rocygapcteeHHon pernctpaumm ®C n
JIC, npepncTaBneHHbIN 3aABUTENeM, HanpaBnfaeTcA
Ha oKoH4aTenbHyt 3akcnepTnsy OK B TeueHme 15
OHen.

* OkcnepTtusa npoeoamuTcA Ha coOoTBeTCTBME
nposeéHHbIX KU yTBEep>XKAEHHOMY NPOTOKONY.

e T[lpn OTCYTCTBUN PAaCXOXAEHWIA MeXXay OTYEeTOM W
npotokonom KN pesynbtaTbl UTOFOBOWM 3KCNEPTUIbI
HanpasnsatoTca B CoBerT.

* B oTHoweHMn HezaBucumbix KN BBMAY OTCyTCTBMA
OTAENbHOro nopsaka Ha npaktuke LleHTp nocne
3aBepweHua KW BblgaeTr 3aABUTENtO OTYET Ha
OCHOBaHUN BHYTPEHHUX npasun LleHTpa
aHanorM4yHo NopAaaKy, onvcaHHOMY BbiLLE.



Regulation of Clinical Trials in
the Republic of Uzbekistan

What is a clinical trial?

* Clinical trials ("CT") of pharmacological products ("PP")
or medicinal products ("MP") are defined as studies
involving human subjects conducted to investigate the
pharmacological properties, side effects, and
interactions with other MP in order to determine the
safety and efficiency of MP/PP.

What types of CTs can be conducted in the Republic of
Uzbekistan ("Uzbekistan")?

* CT of MP/PP may be conducted in a single medical and
preventive institution ("Clinical Base") or according to a
single protocol in the form of a multicenter
(interventional) CT in more than one Clinical Base.

In Uzbekistan, the main legal acts regulating CTs are:

U Law of Uzbekistan "On Medicines and
Pharmaceutical Activities" dated January 4, 2016,
No. 399

* Itregulates the basic requirements for CT.

U Resolution of the Cabinet of Ministers of Uzbekistan
"On Measures to Develop CTs of MPs and Organize
their Conduct in Accordance with International
Standards" dated April 14, 2022, No. 181

* The resolution defines the legal basis for the
organization of the State Enterprise "Center
for CT Development" ("Center") and describes its main
responsibilities.

U Order of the Minister of Health of Uzbekistan on the
Approval of the Regulation "On the Procedure for
Conducting CT of MP/PP" dated June 5, 2023, No.
3439

* It defines the legal basis for regulating and conducting
CT of MP/PP within the framework of state registration
of MP/PP. It should be noted that, in the absence of a
regulatory act governing the conduct of independent CT,
this ministerial order also applies to the independent
CTs, carried out outside the framework of state
registration of MP/PP.

Key Regulatory Bodies

Ministry of Health of Uzbekistan ("MH")

. approves the CT of MP/PP on humans,

. approves the procedure for conducting CT of MP/PP
and the list of Clinical Bases where CT are
conducted.

Pharmaceutical Industry Development Agency

. organizes the examination of the results of preclinical
trials and CT of MP/PP and medical devices ("MD"),
. ensures the state registration, quality control,

standardization, and certification of MP/PP, MD, and
medical equipment.

Center
Performs:

* implementation of CT of MP/PP in accordance with
international ethical and scientific standards,

* development of CT in Uzbekistan and coordination of
the modernization of Clinical Bases based on
international standard,

organization of CT of MP/PP in accordance with the
requirements of Good Clinical Practice (GCP),

» determination of the pharmacological bioequivalence of
generic MP to original MP,

* conducting pharmacokinetic studies of MP/PP in CT
subjects,

* improving the qualifications of medical workers in the
field of conducting CT,

* International cooperation in the field of Good Clinical
Practice (GCP).

Pharmacology Committee ("PC") at the Center
* The structural subdivision of the Center responsible for
issues related to CT of MP/PP.

Clinical Base

* Medical and preventive institutions that can perform CT
of MP/PP included in the list approved by the MH.

Ethics Committee (the "Committee")

* A permanent collegial body operating on a voluntary
basis, approved by the MH and consisting of
representatives of medical and research organizations,
higher education institutions, the media, non-
governmental non-profit organizations, and other civil
society institutions. The Committee conducts ethical
reviews of the ethical validity of CT.

Board of Experts (the "Board")

* decides whether to approve or reject the use of MP/PP in
medical practice.

Is notification/permission

in Uzbekistan?

* As part of the state registration of MP/PP, based on the
recommendation of the PC, the Board shall, within one
working day of receiving the relevant recommendation,
decide on the conduct of a CT.

required to conduct CT

* Within one working day of the decision being made by
the Board of PC, the applicant will receive a notification
via the electronic system indicating the possibility of
conducting a CT.

* With regard to conducting independent CT of MP/PP on
humans in Uzbekistan, it is mandatory to obtain
permission from the MH. However, there are no
specific regulations or procedures for obtaining such
permission in the current legislation.

* MH, which reviews the application in accordance with
international ICH GCP standards for issuing a CT
permit.

* After approval by the MH, the applicant submits the
documents to the Center, where the request is
reviewed in accordance with internal rules.

* The procedure applies to applications from individuals
and legal entities and does not constitute a procedure
for conducting independent CT due to the lack of legal
grounds.



What are the requirements for participating in the CT?

* Obtaining a written consent: A subject may be
included in a CT only if he or she or his or her legal
representative has received information regarding the
nature and possible consequences of the CT, the
properties of the MP/PP, its expected efficacy, and the
degree of risk, and has given his or her Consent to
participate in the CT.

* Restrictions on participation in CTs for certain
categories of persons. In cases where the CT is
conducted with the participation of a minor or
incapacitated person, the consent of their legal
representative must be obtained prior to the
commencement of the CT.

Requirements for Clinical Bases Conducting CT.

* The Clinical Base included in the list approved by the
MH must have a legal address, seal, and bank
account with the Republic of Uzbekistan.

* Material resources (laboratory and diagnostic
equipment, instruments, tools, etc.) that enable the
effectiveness and safety of the tested product to be
assessed in accordance with international
standards.

* High scientific qualifications of the Clinical Base's
staff.

* Existence of an ethics committee.

Result of Conducting CT

* Upon completion of a CT, an applicant is issued
individual registration forms and CT’s subject
consent forms signed by the CT director and
research physicians. Based on the results of the CT,
a CT report is compiled. The CT report is approved by
the director of the Clinical Base and is submitted to
the applicant.

* The CT report for state registration
of MP/PP submitted by the applicant is sent for final
review by the PC within 15 days.

* The review is conducted to verify that the CTs
conducted comply with the approved protocol.

* If there are no discrepancies between the report and
the CT protocol, the results of the final review are
sent to the Board.

* With regard to an independent CT, in the absence of
a separate procedure after completing the CT, the
Center issues a report to the applicant based on the
Center's internal rules, similar to the procedure
described above. Next, the PC conducts a final
review of the CT in accordance with the approved CT
protocol.
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