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MuHucTepcTBO MHOCTpaHHBIX Aesl Poccuiickoit ®Penepauun
CBHUETENLCTBYET cBoe yBaxkeHHe IToconscTBy Pecnybiuku Kopes
B Poccuiickoit @enepauuu U uMeeT 4eCThb Nepeaarh MOANHUCaHHBIN
®enepanpHoil cnyx00i 1o Ham3opy B cdepe 31paBOOXpaHEHHs
MeMopaHIyM O B3aUMOTIOHMMAaHHUU 110 COTPYAHUYECTBY B 00JIacTH
KOHTpPOJISI 3a MEAMIMHCKON MNpoayKuuer Mexay PenepaibHOU
cayx0oii mo Hajg3opy B cdepe 3apaBooxpanHeHus (Poccuiickas
Qenepaumsi) W MHHHUCTEPCTBOM  MPOAOBOJIBCTBEHHOH  H
nekapcTBeHHOH Oe3onacHoctH (Pecmybnuka Kopes).

MHHHCTEPCTBO TONB3YeTCsl CIy4aeM, 4ToObl BO30OHOBHTH

ITocosbCcTBY yBepeHHs B CBOEM BBICOKOM YBa)KEHHH.

W mapra 2022 rosa

ITOCOJIBCTBY
PECITYBJIMKH KOPEA

r. Mocksa



Y,‘::‘;L

AlIZO|OEIX lorw,
MEOIHFOHMA ;
Ministry of Food and Drug Safety e

MemMopaHayM 0 B3aHMONOHUMAHHH M0 COTPYAHHYECTBY B 00/1aCTH KOHTPOJIS
3a MeJHLIMHCKOH npoayKkuuei Me:xkay MHHHCTEPCTBOM NPOJ0BOJILCTBEHHOH H
JekapcTBeHHo# 6ezonmacHocTH (Pecnybiuka Kopesi) u @eaepabHoii ciayx00ii mo
Haa30py B cdepe 31paBooxpanenns (Poccniickans ®enepanns)

MHEHHCTEPCTBO MPOJOBOJILCTBEHHOW M JiekapcTBeHHOH OeszonacHoctH (Pecmybiuka Kopes) u
®enepanpHas ciryx0a 1o Hagzopy B chepe 3apaBooxpanenus (Poccuiickas ®enepars), naee
umenyeMble « CTOPOHBD»,

BBIp@Kasik TBEPAYKO IIPUBEPIKEHHOCTh YCHJICHHIO JMajgora W COTpyJHHYecTBa B cdepe
00IIEeCTBEHHOT'0 3/IpaBOOXPAHEHHS,

JKejlasd COTpyAHHYAaTk B BOIIPOCaxX pPEryJIHPOBAHMIA 06pa].lleHHﬂ MEIULIMHCKOH IMPOOYKIIHH,
BKJIHO4Yasd JICKapCTBCHHBIE CPEACTBA, 6Honpenapa'rbl H MCIUIMHCKHEC HM3ICIHA, Ha OCHOBEC
NPHHIMIIOB PaBEHCTBA, B3AUMHOCTH H B3aUMHOH BBITOJIBI,

MPHIILTHA K CJIEAYIOMIEMY B3aUMOIIOHUMAaHHIO!

1. CTOpoHBI IOATBEPAIAIOT HaMEPEHHE COJIEHCTBOBATh COTPYIHHYECTBY B COOTBETCTBHH C
MaHHBIM MeMopaHayMOM O B3aUMONOHMMaHMM (nanee — «MeMopanoym») H
COOTBETCTBYIOIIHM 3aKOHOJATENBECTBOM cTpaH CTOpOH.

2. O6nactu cotpyaurdectBa CTOpoH OyAyT BKIIOYATh CIEIYIONIHE HAlIPABICHHU:

a) oomeH ombiToM paboTel CTOPOH, KOHTPOJIHMPYHOMIMX OOpalleHHe MEIMIIMHCKON
NPOIYKILIHH, a TAKKE COAEHCTBUE OOMEHY BU3HTAaMH MEX/1y NPEICTABUTEIIAMH 3THX OPraHOB H
TEXHHYECKHMH CIELIHATMCTAMH B 00JIaCTH METUITMHCKOH ITPOIYKIHH.

0) comeiicTBHE COTPY/IHHYECTBY H OOMEHY OIBITOM B Cpepax COBMECTHBIX HCCIIEI0BAHHH,
MepeIoBBIX pa3padoTOK M JIydmIMX NOpakTHK B oOlacTH KauecTBa, S(QQEKTHBHOCTH H

Her0MAcCHOCTH MENWITWHCKOMN TTNONVKITHA W KOHTNOIIA 3a ee o0nalneHueM.



3. Cropousl ompegenar o0nacTe KOHKpeTHOM wmH(opManuy Jjuii obMeHa mocne
IIpeIBapHTENBHOM KoHCyIsTamiy. O6MeH HHMOpMAIHEH H ONEITOM B PaMKAX HACTOSAIIETO
MeMopaiimyMa GyAeT BKII0YaTh B ceO: '

a) HHGOpPMAIMIO O 3aKOHaX H HODMATHBHBIX aKTaX, Kacalom|XCi MEIUITHHCKOMN
TTPOTYKITHH;

6) m{(bopﬁaumo 0 KaueCTBe, 3 GeKTHBHOCTH | 6e30MIaCHOCTH METMIMHCKOH IIPOTYKITHE;

B) HHGOPMAIWIO O CEpBE3HBIX HEMPEABHACHHBIX HEXENATeNBHLX PeakiWsxX Mpu
IpEMeHEeHHH MEANITHHCKOM IPOXYKIHH, ieeKTax KagecTBa H ‘tbmmcnq;mcamm MEIUITHCKOM
TIPOYKIIHE,

I) OIKIT B ¢hepe MHCTIEKIMHA, CBA3aHHEIX ¢ HagyIexareit naGoparopHoit npaxtukoit (GLP),
HazyIeKamell KIMHAYEcKoH npaktukoift (GCP), nagnexameit mpaktukoif thapMakoHaazopa
(GVP), Hagnexameif npomspoacTBeHHOM mnpaxtukoi (GMP) B mpepemax KOMIICTEHITHH
Ctopos;

JT) OTIBIT Ta00PAaTOPHOT0 KOHTPOIA, SKCIEPTHOH M aHAMMTHIECKOM paOoTEL

4. Hu oua w3 CTopoH He OyAeT pacKpHIBaTh KIIH PACIPOCTPAHATH HHPOPMALHMIO, IOIYUSHHYIO
HJIH CO3JaHHYIO B COOTBETCTBHM ¢ HacTOSIMMM MeMopaHAyMOM, TPETHEM JIHLIAM HIH
o0ImecTBEHHOCTH 0€3 NpeBapHTeNHHOrC MECEMEHHOIO coTTiackd Apyroi CTOpoHEL.

5. CropoHH Ha3zHAuaT CleAylONWe KOHTAKTHBIE TIOApA3JIeNeHds NIl obecrneveHus
apdexTEBHOrO NpUMeHeHHs HacToAIIEro Memopanyma:

- oT MuuucTepcTBa NpONOBOILCTBEHHON M JieKapcTBeHHOH Oec3omacHocTH: odHC
Mexmynapo,ﬁﬂoro COTPYAHMYECTRE, HICKTPOHHAS ouTa: intmfds@korea.kr

- or ®emepambHOd CaYXO0BI 0 Ham3opy B chepe 3ApaBOOXpaHEHHA: OTHAEN
MEXIYHAPOHHOTO COTPYAHMIECTBA, JIEKTpOHHaA oYTa: international@roszdravnadzor.ru

6. CTOpPOHEI MOTYT CO3/JaTh MEXAaHH3M PErYIAPHBIX BCIpeY MpeJICTaBUTENEH CBOMX BEAOMCTB,
OYAYT COBMECTHO pa3palarThIBaTh IUIAHBI COTPYAHHYECTBA, IPOBOIMTL IEPErOBOPHI IO
BOIIPOCAM [IPUMEHEHHS HacTOAImMEro MeMopanayma.

7. Kaxnas a3 CTopoH OyieT CaMOCTOATENBHO HECTH PaCXObL, CBA3AHHBIE ¢ COTPYAHHYCCTBOM
B paMKaXx HacToAmero MemopaHayMa, 3a MCKIIO4YEHHEM cIydaeB, korga CropoHamu Gyzmer
COTNIacOBAHO MHOE.

8. Hacrosmmuit MeMopangyM OyZieT OCYIIECTBIATECA B paMKaX COOTBETCTBYIOMIHX 3aKOHOB H
HHBIX HOPMATHBHO IPaBOBHIX AKTOB, HHCTHTYLHOHAIBHBIX PYKOBOZMIUMX NPHHIMIIOB H
JIOOEBIX JpYIax IIpI;IMCHIIMI;D( NPaBOBEIX MOJIOXKSHMI rocyIapCeTB Kaxkoi 13 CTOPOH, a TAloKe
B paMKax JOCTYITHEIX OIOUKETHBIX CPEACTB H nepconana CTOpOH.




9. Hacrostimii MemopauyM He ABJISETCH MEKIYHAPOIHBIM JOrOBOPOM M HE CO3/IaeT NpaB U
00A3aTeNBCTB, PETYIHPYEMbIX MEKIYHAPOJHBIM TIPABOM.

10. Bonpocsl, BO3HHKalONIHE B MPOIIECCE pealH3allid HAacTosmero MeMopanayma, 6yayT
pa3pemaTbes B X0OI€ MPAMBIX KOHCYJIbTAllHH B IEpETOBOPOB Mex 1y CTOpOHAMH.

11. B HacTosmuii MemopaHIyM MOTYT BHOCHTBCS cormacoBannbie CTOpOHAMH M3MEHEHHS.

12. Hacrosumi Memopanaym OGydeT HNpUMEHSAThCS C JarThl ero nommucanus CTOPOHAMH.
Hacrosmmit Memopanaym npuMmeHseTcss B TedeHHe Tpex (3) jieT M OyleT aBTOMAaTHYECKH
IPO/UIEBATECS HA MOCTIEAYIOIIHE TPEXJIETHHE IIEPHOMBI, €CIH TONbKO oxHa u3 CTOpOH He
yBeZIOMHT 1pyryio CTOpOHY B NHMCBMEHHOH (opMe O CBOeM HaMepeHHH IPEKpaTHTh
IIPEMEHEHHE HacTosflero MeMopaHayma He MeHee 4eM 3a IIecTh (6) MEeCsLEB 10 JaThl
OKOHYaHHUS COOTBETCTBYIOIIETO CPOKA.

[Tonmucano B Ocone u B Mockge 8 denpais 2022 roja B IBYX 9K3eMIUIIpax. Kax/Ibi Ha

KODEHCKOM, PYCCKOM M aHIVIMHCKOM f3bIKax. B ciIydae pacxXOkIeHHs B TOJIKOBaHHH OyeT
MCIIOJIB30BATHCS TEKCT HA aHTIMHCKOM S3BIKE.

3a MuHHCTEpPCTBO NPOJAOBOJILCTBEHHOI H 3a @enepaabHylo ¢ay:k0y no Hag3opy

JIEKapCTBEHHOI 0e30acHOCTH B cepe 31paBooXpaHeHHS
(Pecmybsiaka Kopesn) (Poccuiickan ®exepanus)
o ol KX
MunucTp CPS’/KOBOJIHTGJIB

Kim Ganglip A.B. CamoiisioBa
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Memorandum of Understanding on Cooperation
in the field of Control of Health Products
between
the Ministry of Food and Drug Safety (the Republic of Korea)
and the Federal Service for Surveillance in Healthcare

(the Russian Federation)

The Ministry of Food and Drug Safety (the Republic of Korea) and the Federal Service for
Surveillance in Healthcare (the Russian Federation), (hereinafter jointly referred to as “the

Participants” and individually referred to as “a Participant™),

Expressing a firm commitment to strengthening dialogue and cooperation in the field of public
health,

Desiring to cooperate in the field of circulation of health products including pharmaceuticals,
biopharmaceuticals and medical devices based upon the principles of equality, reciprocity and

mutual benefit,

Have reached the following understanding:

1. The Participants hereby confirm their intention to promote cooperation in accordance
with this Memorandum of Understanding (hereinafter referred to as the “MoU”) and the

relevant legislation of each country.

2. The areas of cooperation between the Participants will include the following:
(a) the exchange of experience about the work of the Participants that manage the

distribution of health products and the promotion of exchanges and mutual visits



between the representatives of the relevant authorities and technical experts in the field
of health products;

(b) the promotion of cooperation and exchange of experience in the field of joint research,
advanced developments and best practices in the areas of health product on the quality,

efficacy, safety and the management of the distribution thereof.

3. The Participants will determine the scope of specific information for exchange provided
after prior consultation. The exchange of information and experience under this MoU
will include:

(a) information on the laws and regulations relating to health products;

(b) information on the quality, efficacy and safety of health products;

(c) information on the adverse events of health products, quality defects and falsification
of health products;

(d) experience in terms of inspections related to Good Laboratory Practice(GLP), Good
Clinical Practice (GCP), Good Pharmacovigilance Practice (GVP), Good
Manufacturing Practice (GMP) within the competence of the Participants;

(e) experience about laboratories control, expert and analytical work. .

4. Neither Participants may disclose or distribute any information received or generated
under this MoU to any third party or to the public without the prior written consent of
the other Participant.

5. The Pﬁﬂicipants will designate the following contact points in order to ensure the
efficient implementation of this MoU:
(a) for the Ministry of Food and Drug Safety: The International Cooperation Office, e-
mail: intmfds@korea.kr

(b) for the Federal Service for Surveillance in Healthcare: The Department of international

cooperation, e-mail: international@roszdravnadzor.ru

6. The Participants may establish a mechanism for regular meetings of representatives of

their antharitiae work inintlv on the develonment of cooneration nlans and discuss the



7.

10.

11.

12.

4
Each Participant will bear independently the costs of the cooperation under this MoU,

except when the Participants jointly decide otherwise.

This MoU will be carried out within the framework of the respective laws and other
regulations, institutional guidelines and any other applicable legal provisions of each
Participant and within the availability of appropriated funds and personnel of the

Participants.

This MoU is not an international treaty and does not create any rights and obligations

governed by international law.

[ssues arising from the implementation of this MoU will be resolved through direct

consultations and negotiations between the Participants.
This MoU may be amended by the mutual written consent of the Participants.

This MoU will come into effect on the date of its signing by the Participants. It will
remain in effect for three (3) years and be automatically renewed for successive three-
year periods. unless either Participant notifies the other Participant in writing of its

intention to terminate this MoU, at least six (6) months before its expiration date.

SIGNED in Osong and in Moscow on February 8, 2022, in two original copies of each in the

Korean, Russian and English languages. In case of any divergence of interpretation, the English

text will be used.

For the Ministry of Food and Drug For the Federal Service for

Safety (the Republic of Korea) Surveillance in Healthcare

75 757

(the Russian Federation)

Minister The I-fe”zid of Roszdravnadzor
Kim Ganglip Alla Samoylova
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