3axon KP ot 29 nexabpst 2023 roma Ne 216 "O6 obpameHnn MEIUIITHCKUX H3IEIA'

3AKOH KbIPIbI3CKOW PECNYBJIUKHU
oT 29 pekabps 2023 roga Ne 216

O6 obpaweHnn MeguLUMHCKUX u3penum

Mnasa 1. O6wwme nonoxeHus

Cratba 1. NMpeameT perynupoBaHusa HacTosilero 3akoHa

MpeameToM perynMpoBaHuWsi HacTosiwero 3akoHa SBNSTCA  OTHOLUEHUS,
BO3HMKAOWME B CBS3M C OOpalleHVneM MeAMUMHCKUX W3Oenui, OTHOCSLLUMXCS K
coumanbHO 3HaYMMOW NPOAYKUMM M SBNSIOLIMXCSA cneumdpuyeckuMm TOBapoM B CuUINy
BO3MOXHOIO MPUYMHEHUSI Bpeda 300POBbI0 U XM3HM YenoBeka, Tpebyowmx ocoboro
KOHTPONS TPaHCMOPTMPOBKN, NMPOV3BOACTBA, M3rOTOBMEHWsl, XpPaHEHWs, peanvs3auuu,
NPUMEHEHUSI/3KCNNyaTauun, YHUYTOXKEHMS U YTUNN3aLUN.

HacTtoawun 3akoH co3gaeT npaBOBYK OCHOBY [OeATENbHOCTU CyObekToB
obpalleHnsa MeguUNHCKUX U3AENWIA, yCTaHaBNMBaET eanHble TpeboBaHus K obpalleHunto
MeanuuHcknx nsgenuin B Kelproldackon Pecnybnuke, a Takke perynvpyeTr OTHOLUEHUS,
BO3HMKAKOLME B CBA3M C WX pa3paboTKoW, AOKMMHUYECKUMWU (HEKMUHUYECKMMN) W
KIMUHUYECKMMWN UCCNefoBaHUSAMU  (UCNbITAHUAMMK), NPOU3BOACTBOM, W3roTOBIIEHMEM,
OLEHKON WX KadecTBa, 9dpdekTnBHOCTN, BesonacHOCTM, peanu3aumen N WNHbIMU
aencTeusMn B ccpepe obpalleHns MeguunHCKNX N3nenum.

Cratbs 2. Cchepa gencTBusa HacTosilero 3akoHa

1. Hactoawwmn 3akoH onpenenseT nopsgok obpalleHus MeauumMHCKUX u3genui
AN MEOULIMHCKOTO NPUMeEHeHNs Ha TeppuTtopumn Kbiprbidckon Pecnybnukn.

2. [lencteune HacTosiwero 3akoHa He pacnpocTpaHsaeTcs Ha:

1) KOCMETUYECKYIO NPOAYKLUUIO;

2) cpeAactBa MHAOMBMAOYaNbHOW 3aluUTbl, 3a WCKMAOYEHWEM CpeacTtB, KOTopble
cneumanbHO NpegHasHa4YeHbl NponsBoauTenemM (M3rotToBUTENEM) AN NCNONb30BaHUSA B
MEANLMHCKMX Lensx;

3) NpoayKThbl, coaepXalime unum U3roToBNeHHbIE C MPUMEHEHNEM TKaHEN, KNeTOK,
KPOBM W ee KOMIMOHEHTOB YEeriOBEYEeCKOro MPOUCXOXOEHUS, 3a WCKITHOYEHMEM
MeOULMHCKNX U3Oenun ans AMarHoCTuKK in vitro;

4) XuBble TKaHU W KIETKN 4YenoBe4yeCKoro un >XMBOTHOIMO TMPOUCXOXOEHUA,
npegHa3Ha4vYeHHble AnAa TpaHCnnaHTaunn.

CraTtbsa 3. 3akoHoaaTenbCcTBO Kbiprbiackon Pecnyb6nuku B ccepe
obpaleHna MegUuLUUHCKUX n3genum
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3akoHogaTtenbcTBO Kbiproiackon Pecnybnuvku B chepe obpalleHns MeanunuHCKnX
n3genun CcoCTOUT U3 HacTosAwero 3akoHa, MHbIX HOPMAaTMBHbLIX MPaBOBbIX aKTOB
Kblpreiackon Pecny6nukun n  mexayHapoaHblX [OroBOpPOB, BCTYMMBLUMX B CUNY B
COOTBETCTBUM C 3akoHOoAaTeNbCTBOM Kbiprbidckon Pecnybnuku.

Ctatbsa 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosileM 3aKkoHe
[nsa uenen HacTosilwero 3akoHa MCNOMb3YTCA CriefyoLme OCHOBHbIE NMOHATUS:

1) 6e30NacHOCTb MEeOULMHCKUX U3Aernun - OTCYTCTBME HedonyCTMMOro pucka,
CBSI3aHHOTO C NPUYUHEHNEM BPea >KU3HU, 300POBbI0 YErNoBeKa, OKpY)KatoLLeln cpeae;

2) TlocypmapcTBeHHbIM peecTp MeAUUMHCKMX wusgenun Kbiprbiackoun
Pecny6nuku - odunumnanbHbi 3NEKTPOHHBIN OKYMEHT yyeTa MEeOULMHCKUX U3Oenun,
paspeLleHHbIX ANns MeanumHckoro npumeHeHnst B Kelprolackon Pecnybnuike;

3) 3anacHas 4acTb - 4YacTb MeOULMHCKOro u3genuvs, npegHasHadeHHas Ans
3aMeHbl HaxOAMBLUEWCS B 9KCMyaTauuy TaKOW XXe YacTu C LUenblo nogaepkaHus unm
BOCCTaHOBINEHMSI UICNPABHOCTU NN paboToCNoCOBHOCTM MEANLIMHCKOrO M3aenus;

4) KayeCcTBO MeOMLMHCKOro u3penus - cTerneHb COOTBETCTBUS COBOKYMHOCTU
CBOWCTB W XapakTepUCTUK MEAMUMHCKOrO W3AeNnusi HasHayeHui, YCTaHOBIEHHOMY
NPOn3BOAUTENEM;

5) KOMMMeKTywee K MeOULUMHCKUM U3[enusiM - u3fenve, He siBNstoLleecs
MEONLIMHCKM U3AENMEM MINU NPUHAOSNEXHOCTbIO K MEAULMHCKOMY W3Aenuio, B TOM
yncne OGRNOKW, YacTu, OdNemMeHTbl M3genusl, MaTepuanbl, 3anacHble 4acTw,
npeaHasHa4YeHHble Npou3BOAUTENEM MEAULMHCKOrO W3Aenus Ans MpUMEHEeHUs B
cocTaBe MeaULMHCKOro nsgenunsa unm COBMeCTHO C MeJULMHCKUM U3OESTUEM;

6) mMeguuMHCKMe wu3penusa - nobble WHCTPYMEHTbI, annapartbl, npudopbl,
obopyaoBaHue, maTepuansl 1 NpoYne N3fenus, KOTopble NMPUMEHSIOTCH B MEOULIMHCKNX
Lensix OTAENbHO UMK B COMEeTaHUKM MexXay cobon, a Takke BMECTe C NPUHAONEXHOCTSAMMU,
HeobXoaUMbIMU  O511 NPUMEHEHUSA YKa3aHHbIX U3OenvA MO HasHa4yeHWto (BKIYas
crneunanbHoe nporpaMmmHoe obecnedeHue), npegHas3HayeHHble NpPou3BoauTENEM ANs
NpPodMNaKkTUKK, ANArHOCTUKK, nedeHus 3aboneBaHnin, MeguuUHCKONn peabunutaumm m
MOHUTOPUHIa COCTOSIHUS OpraHvMama, npoBeAEHUS MEAULMHCKUX WCCreaoBaHui,
BOCCTAHOBMNEHUS, 3aMelleHusl, U3MEHEHWA  aHaTOMWYECKOM  CTPYKTYpbl WK
dum3nonornyecknx  (PyHKUMM  opraHusma, npenoTBpalleHna  unm  npepbiBaHUs
BepemMeHHOCTN, (YHKUMOHANbHOE 3Ha4YeHWe KOTOpbIX He peanusyeTcss nyTem
drapMaKkoiorMyeckoro, MMMYHOSNOrMYECKOro, FEeHEeTUYECKOro unm metabonuyeckoro
BO3OENCTBUSA HA OpraHn3M 4YerioBeKa;

7) MeAULMHCKMEe uspenusa Ansa AMarHoCTUKM in vitro - nobble NHCTPYMEHTHI,
annapatbl, npubopbl, obopyaoBaHWe, MaTepuanbl, peareHTbl, KanubpaTopbl,
KOHTPOJIbHbIE MaTepuarbl U NpoYne U3genus, NpuMeHsemMble B MEAULUUHCKUX Lensax rno
OTAENBHOCTM UM COBMECTHO, a Takke BMECTE C NPUHALMEXHOCTAMU U crneumnasbHbIM
nporpaMmHbIM obecneyeHnemM, Heo6xoaMMbIMU ON1S UX NPUMEHEHUS NO HA3HAYEeHUIO, U
npegHasHayeHHble npou3BoauTeneM And  uccnegoBaHun  in vitro  obpasuos
Buonormyecknx martepuarnoB 4yenoBeka ANA MofyvYeHuss UHopmauum OTHOCUTESNBHO
PM3MONOrMYECKOro WUNU  NaToSIONMYEeCKOro  COCTOSIHUST  (BPOXAEHHOW MaTOSIoruu,
NpeapacnosioKEHHOCTU K ONpeaesieHHOMY KITMHUYECKOMY COCTOSIHUIO unu 6onesHn),
COBMECTMMOCTU TKaHEN C NOTEHLMaNbHbIM PELMMINEHTOM, MPOrHO3MPOBaHUS peakunin Ha
TepaneBTUYECKME BO3AENCTBUS, BblbOpa TepaneBTUYECKMX CPenCTB W/WMNK KOHTPONS
neveHus;

8) HaumoHanbHbIN nNepe4vyeHb XU3HEHHO BaXHbIX MeAULMHCKUX U3penun -
nepeyeHb U3genun ansa MeguuuHCKoro npuMeHeHus, obecneynsaroLLmMx NPUOPUTETHbIE
NOTPEeBHOCTN 34paBOOXPaHEHNS B LeNnsax NpounnakTuki U neyeHms 3abonesaHui;
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9) HeGnaronpuATHoe coOObLITME (MHUMAEHT) - nobas HencnpaBHOCTb W/UNK
yXyOWeHNEe XapaKTepUCTUK WNN  HapyleHne (YHKUMOHMPOBAHMS MELMLMHCKOro
n3genus, WM HegoCTaTOYHOCTb  JIMGO  HEKOPPEKTHOCTb  COMPOBOAUTENbHOM
MHdopMaLun (OOKYMEHTaLUN) Ha MeOULNHCKOE n3genve, nnm noboyHoe AencTeue, He
YyKa3aHHOEe B UHCTPYKLMM MO MPUMEHEHMIO, KOTOPbIE MPSIMO NN KOCBEHHO MPUBENW UK
MOMIN MPUBECTU K CMEPTU UMM CEPbE3HOMY YXYOLWEHUID COCTOSHMS 340pO0BbS
nonb3oBaTenen unum TpeTbux nuy (Npy 3TOM MOA CEePbe3HbIM YXYALIEHNEM COCTOSHUS
300pOBbSA MOHMMAKTCA OMacHoe [ANs XM3HW 3aboneBaHue, CTOMKOE MOopaXeHne
YHKUMKN OpraHnamMa nnm HeobpaTnmoe noBpexaeHne cTpoeHus Tena, PyHKUMoHanbHoe
HapylweHne y nnoga, ero rnbenb, BPOXAEHHAss aHOManNusa WM pogoBasi TpaBma,
COCTOsIHME, Tpebylouee MeANLMHCKOrO U XMPYpPrnyeckoro BMeLlaTenbCTBa C Lenbto
Npe4oTBpaLleHNss OMacHOro Ansi XM3HW 3aboneBaHusi, UNU CTOMKOTO MOpaXKeHUs
YHKUMN OpraHm3ma, unm HeobpaTUMOro MNOBPEXAEHUS CTPOEHWUsI Tena, COCTOSHUSA,
TpebyloLero rocnuTanm3auun Unm 3HAYUTENBbHOTO YBENUYEHUS Cpoka NMpebbiBaHUS B
cTauMoHape yxe rocnutannanpoBaHHOMO NaumMeHTa);

10) HepobOpokayecTBEHHOE MeOULMHCKOEe u3aenue - MeauuMHCKoe usgenve,
KOTOpOoe He COOTBEeTCTBYeT obuwum TpeboBaHusiM GesonacHocTM M 3pdEKTUBHOCTH
MEOVUMHCKUX  mn3genun, TpeboBaHMsIM K UX  MapKUPOBKE, TEXHUYECKOW U
SKCMyaTaunMoHHOM AOKYMEHTALMN Ha HUX U HE MOXET OblTb 6e30nacHoO Mcnonb30BaHO
MO Ha3Ha4YeHuto, yCTaHOBIEHHOMY MpoM3BOAUTENEM (M3roTOBUTENEM);

11) obpaweHune MeAULMHCKUX WU3[enunM - [MpOeKTMpoBaHue, paspaboTka,
co3aHune OonbITHbIX 06pa3LoB, NPOBEAEHNE TEXHUYECKUX UCMbITAHWA, MCCReaoBaHUN
(McnbITaHUW) C Uenblo OUEeHKM BMoNorMyeckoro OEencTBUSA, KIMHUYECKUX MCMbITAHWUR,
aKcnepTuabl 6GesonacHocTn, kadectBa U 3IPPEKTUBHOCTM MEOULMHCKUX WU3OENUN,
TOKCUKOSNOrMYECKMUX MUccrneoBaHumn (B cryyae HeobxoauMocTu), pernctpaums, oueHka
kKayecTBa n ©es3onacHocTH, npoun3BoACTBO (n3rotoBneHue), XpaHeHwue,
TpaHCNOPTUPOBKA, peanusauusi, MOHTaX, Hanagka, npuMeHeHue (dkcnnyartaums),
TEXHUYEeckoe 06CnyXMBaHNE, PEMOHT U YTUNU3aUMs MEANLNHCKUX N3OENNNA;

12) oOpaseuq MeAULMHCKOro wu3genua -  MeauuMHCKoe — u3genwue,
npegHasHa4YeHHoe Ans NPoBeAeHNs] TEXHUYECKUX U/UIN KNMTUHNYECKNX UCMbITaHUR;

13) npousBoauTesnlb MEeAULMHCKOrO WU3Aenusa - HpUaMYeckoe nuuo unu
dusnyeckoe - nuuo, 3aperncTpupoBaHHoe B  KayecTBe  MHAMBUAOYaNbHOro
npeanpvHMMmaTtens, OTBETCTBEHHOEe 3a pas3paboTky M M3roToBNEHWe MenuUMHCKOro
nsgenus, genatollee ero A0CTYMNHbIM ANs UCMOMb30BaHNS OT CBOEro MMEHN He3aBNCUMO
OT TOro, pas3paboTaHO WU/MNN U3roTOBMEHO MeAUUMHCKOE M3aenue 3TUM NLoM Unu oT
€ro MMEHN OpyrMm nuiuom (nNuuamm), U Hecywee OTBETCTBEHHOCTb 3a 6e30MacHOCTb,
Ka4yecTBO N 3((HEKTMBHOCTb MEANLIMHCKOIO U3Aenus;

14) paCXOAHbIﬁ MaTepuan K MeguUuMHCKUM nsgennam - nusgernina n Mmatepuansl,
pacxogyemble npu UCNoOJsb3OBaHMN  MeOULIMHCKUX n3genun, obecneynsBarowme
npoBeneHme MaHI/II'IyJ'IFILl,I/IIZ B COOTBETCTBUN C (byHKLI,I/IOHaJ'IbeIM Ha3Ha4YeHnem
MeJNUMNHCKOIro n3gernua,

15) perucTpauMoHHoe J[OCbe - KOMMMEKT [OOKYMEHTOB W MaTtepuanos
YCTAHOBIEHHON CTPYKTYpbl, MPEACTaBNsieMbli  3asiBUTENeM Mpu  perucrpauuu
MEONLIMHCKOrO WU3Aenus WUnu npu BHECEHWM U3MEHEHWA B pPermcrpauvoHHOe A0Cbe
MEOMLIMHCKOrO W3Oenusl, a Takke OpurMHanbl W/WnM KOMUW peLLueHuid, UMeLmnx
OTHOLLIEHNE K KOHKPETHOMY MEOULMHCKOMY U3LENNIO;

16) perucTtpauMoHHOe yAOCTOBEpPEeHUEe - JOKYMEHT YCTaHOBMEHHOW (OopMbl,
BblaBaeMbli YMONTHOMOYEHHbIM rocyaapCTBEeHHbIM OpraHom B chepe
3[1paBOOXpaHeHus, NoATBEPXKAALWNIN PaKT pernctpaunm n ABnaLLNNCA paspeLLeHnem
ANa MeAULMHCKOrO NpUMEHEeHUs MeAULUMHCKOro usgenusa Ha tepputopumn Kelprbi3ckon
Pecnybnuku;
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17) cTpaTernyecku BaXHble JeKapCTBEHHble cpeAcTBa U MeAULUHCKUE
uspenus - nekapcTBeHHbIe CpeacTBa U MeJULMHCKUE U3fenuvs, npegHasHavyeHHble s
MEAMUUHCKOrO MPUMEHEHUS B  YCMNOBUAX BOEHHbIX [OENCTBUM, BO3HUKHOBEHUSA
ypesBbl4aHOW CUTyaUuUW, OpraHusauuMm OKasaHUs MeOULMHCKOM MMOMOLM nuuam,
nocTpagaBwMM B pesynbTaTte u4pesBblHaWHbIX CUTyauun, AOns  npeaynpexgeHus
ypesBblHanHbIX CUTyaLMi, NPOUNAKTUKN U NevyeHnss 3abonesaHnin, NpeacTaBnaoLWwmnx
ONacHOCTb AMfs1 OKPYXalLWmMx, a Tawkke 3aboneBaHUn n MnopaKeHWn, MOMyYeHHbIX B
pesynbTate  BO3OeNCTBUSA HeGNaronpusATHbIX  XUMWUYECKUX,  BUONOrnMYeckmx,
paguaumoHHbIX PaKTopoB;

18) cyb6beKkTbl oOOpalleHust MeAUUMHCKUX wusgenunm - dusmyeckue w
topuanyeckmne nuua, ocyLecTBsoWwmne obpalleHne MeauuMHCKUX U3nenuii;

19) danbcudmumpoBaHHoe (nopaenbHoe) MeAUULMHCKOe u3fenuve -
MeOUUMHCKOE u3genue, npegHamMepeHHO COMpoBOXOAAeMOE JIOKHOM MHGOopMaunen o
ero cocraBe, XxapakTepuctukax u/unvm npon3soanTene;

20) dapmaneBTUYECKas OeATeNnbHOCTb - BUAbI AesaTenbHOCTH,
ocyllecTBnsemble B cdepe oOpaleHns nekapCTBEHHbIX CPEeACTB UM MeOULMHCKMX
n3genun, Nno npou3BOACTBY, ONTOBOW peanu3aumn (QUCTpubbioummn), PO3HUYHOWN
peanus3auun, U3roToBMEHMIO U OTNYCKY NeKapCTBEHHbIX CPeaCcTB WU/UNM MeaULNHCKNX
n3genun, CcesA3aHHble C  BBO30OM,  BbIBO30OM,  XpaHEHWEM,  MapKUPOBKOW,
TPaHCNOPTMPOBKOW, pacnpeaeneHnem, NpUMEHEHNEM N YHUHTOXEHUEM NEKaPCTBEHHbIX
CPeAcTB Y MEOULMHCKUX U3OENNNA;

21) 3adpheKTUBHOCTbL MEeAULMHCKOro M3penus - CnocoOHOCTb MeAMLIMHCKOrO
N3genusi COoTBETCTBOBaTb HA3HaAYeHMIo, onpeaeneHHoMy Nponu3BoanTENEM.

OnpegeneHns MHbIX TEPMUHOB COAEpXKaTCcs B OTAESbHbIX CTaTbAX HACTOSALEro
3akoHa.

MnaBa 2. locypaapcTBeHHOE perynupoBaHue coepbl
obpaleHna MegULUHCKUX n3pennm

CraTtba 5. locygapcTBeHHOEe perynmpoBaHMe OTHOLWEHUU B ccepe
obpalieHnsa MeaNLMHCKUX U3aenum

"locygapcTBEHHOE perynmpoBaHne OTHOLWEHW B cdhepe obpalleHns MeanumHCKNX
N3aenun ocyLLecTBNAEeTCH NyTeMm:

1) npoBedeHWs €OWHOM TOCyAapCTBEHHOM MNONMUTUKM B cdepe obecneveHus
HaceneHus Kbiprbidckon Pecnybnukun ka4ectBeHHbIMU, 3ppekTBHBIMU 1 Be3onacHbIMK
MeAVLMHCKAMWN U3OENUAMMU;

2) pa3paboTkn, NPUHATUS U UCNONTHEHNSA NPOrpamMMbl PpasBuUTUS cdepbl obpaLleHns
MeaMLMHCKUX n3aenumn, oTeevaroLen noTpebHoCTaAM CUCTEMbI 34PpaBOOXPaHEHMS;

3) onpeneneHns apHEKTUBHON MOMUTUKM PErynMpoBaHMs LeH Ha MeauuluHCKue
n3genus;

4) pa3paboTku, NPUHATUS U UCMONHEHUS HOPMAaTMBHbLIX MPaBOBbLIX AKTOB WU
cTaHOapToB, pernameHTUpYLLIMX AeATenbHOCTb KOHTPOIbHO-
HaZ30PHbIX/PErynaToOpHbIX OPraHOB W CyObeKkTOB AeAaTenbHOCTU cdhepbl 06palleHus
MEONLIMHCKUX U3Oenuii;

5) nuueH3npoBaHus AeATeNnbHOCTU B cdepe obpalleHns MeauUUHCKUX U3aenui;
6) rocygapCTBEHHON perncTpauum MeamunHCKUX U3aenuin;

7) rocygapCTBEHHOIO KOHTPONSA U Hag3opa 3a cdepor obpalleHus MeanumHCKNX
n3nenvn;

8) KOHTpOSS 3a cobnogeHnem Hagnexawux  papmaueBTUYECKUX
npakTuk/cTaHagapTos/npaBun B cdhepe obpalleHns MeanuMHCKUX N3aenum;
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9) obGecneyeHns cBobogHOro AoCTyna HaceneHus K uHgopmauun o060 Bcex
MEONLIMHCKMX U3OEeNnsiX, paspeLLeHHbIX K NpuMeHeHuio B Kbiprbidckon Pecnybnuke;

10) BHeOpeHUst AMEKTPOHHOro ynpaeBneHus B cdepe obpalleHns MeauLMHCKUX
n3nenun;

11) NPUHATUA MWHBIX Mep, YCTAHOBMEHHbIX HACTOAWMM 3aKOHOM, WHbIMU
HOPMaTUBHbLIMW NPaBOBLIMW aKTaMn U MeXxayHapoaHbIMM AOroBopamMu, BCTYNMBLUMMU B
Cuny B COOTBETCTBMM C 3akoHoAaTenbCcTBOM Kbiprbidckon PecnyGnuvku.

Cratba 6. OCHOBHbIEe NPUHLUMNbI FOCYyJapCTBEHHON MONIUTUKU B cdepe
obpalleHMa MeauLMHCKUX u3aenun

OCHOBHbIMM MPUHUMMAMU FOCYAApCTBEHHOW MNOMUTUKM B cdepe obpalleHus
MEeONLIMHCKMX U3OEeNNIA, HanpaBreHHON Ha OXpaHy 300pOBbs rpaxaaH, ABNSATCS:

1) yKpenneHue 340poBbs rpaxaaH nyteM obecrneyeHms 4OCTyna K Ka4eCTBEHHbIM,
aekTMBHbIM 1 Ge3onacHbiM  MeOUUMHCKUM  U3OeNUsM U UX  paumoHanbHOro
MCMNONb30BaHUS;

2) cospaHue Heobxoammow HopmaTMBHOM NpaBoBov 6asbl ona obecnevyeHus
yCTOMYMBOro U A0OpPOCOBECTHOrO BeAeHUs AedaATenlbHoCTM B cdhepe obpaleHus
MeOULIMHCKUX U3Oennii;

3) cosgaHue  6GnaronpuATHbIX  YCNOBUA  ANs  YCTOMYMBOIO  PasBUTUS
drapmaueBTMYECKOM NPOMbILLIIEHHOCTU N MoAdepXXKka OTeYeCTBEHHOro Mpou3BoACTBa
MeOULMHCKUX n3genuum,

4) 0OCTYNHOCTb AOCTOBEPHON MHGOPMALMK O MEOULIMHCKUX N3OENUSIX;

5) cobniogeHne NpUHUMNOB  Haanexallenm pPerynsatopHOM  nNpPakTUKM Mo
perynupoBaHuio ccpepbl 0bpalLeHns nekapcTBEHHbIX CPEACTB U MeANLMHCKUX N3Oenni;

6) NPO3payYHOCTb U NOAOTYETHOCTb FOCYAapPCTBEHHOIO PerynnmpoBaHust Ha OCHOBe
cobnogeHns NPUHLMMNOB Haanexalen perynsaTopHoOu NpPakTUKK;

7) dopmupoBaHMe [OOCTYMHOW LIEHOBOW MONMUTUKM B cdepe obpalieHus
MEeLMLMHCKNX N3aenunn.

CtaTtbAa 7. QneKTpoOHHOEe yrnpaBlfieHue B CUCTEME rocylapCTBEHHOIo
perynupoBaHus B cchepe obpalieHnsa MeauLMHCKUX U3genum

1. OneKkTpoHHOe ynpaBfieHMe B CUCTEME TOCYyAapCTBEHHOrO perynvpoBaHus B
chepe obpalleHus MeOUUMHCKUX W3Oenun OCyLLecTBMAsSieTCA B COOTBETCTBUM C
TpeboBaHuAMM HacTosilwero 3akoHa 1 3akoHogaTtenbcTBa Kbipreidckon Pecnybnvku o6
9NEKTPOHHOM ynpaBfieHMM B YacTK, HE NPOTMBOPEYaLLEn HacTosLWweMy 3akoHy.

2. BHegpeHue anekTpoHHOro ynpasneHus saenseTcs obsasatensbHbiM B npoueaypax
peructpauun, BHECEHUS WU3MEHEeHWA B  perucTpauuoHHoe [ocCbe, BedeHun
[lOCyaapCTBEHHOrO peectpa MEAMUMHCKUX U3OEenuin, OLEHKe KadecTBa w/vnwn
6e3onacHOCTM MeAUMUMHCKMX W3Ogenvi, BBO3e (MMMopTe) MeOULMHCKUX W3AENun,
ONTOBOM U PO3HUYHOW peanusauuu, dapMaueBTUYECKON MHCneKuun u obecneyvyeHum
NPOCMeXnBaeMoCT MEOULIMHCKNX U3AeNUA Ha OCHOBE LM(POBOM MapKUPOBKN.

3. Co3gaHve 1 nogaep>xaHue 3NeKTPOHHOW (MHpOpMaLVOHHON) 6a3bl AaHHbBIX MO
MeOMLMHCKAM N3OEeNUsaM, paspeLleHHbIM K npumeHeHuto B Kbiprbiackon Pecnybnuke, a
TakKke NPoCNexXnBaemMoCTb MEANLMHCKNX U3AENNA OCYLLIECTBNSAIOTCA B YCIOBUSIX NOSTHON
aBTOMaTU3aLUMN.

4. PaspaboTka, BHegpeHWe W nogaepXaHue CUCTEMbl MNPOCNEXMBAEMOCTU
MeOMLUMHCKUX N30eNNin Ha OCHOBE LIMGPOBON MapKMPOBKN OCYLLIECTBIAIOTCS B NOPSAKE,
onpeagensemom KabuHetom MuHuctpoB Kbiprbidckon Pecnybnukn (ganee - KabuHet
MwuHucTpoB).
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Cratbsa 8. ObecneyeHue AOCTYNHOCTU MEAULIMHCKUX U3aenun

1. IpaxpaHe Kbiprblackon Pecnybnuku, MHOCTpaHHble rpaaaHe, MOCTOAHHO
npoXxmearwLime, a Takke MWHOCTPaHHble TrpaxaaHe, BpPeMeHHO npebbiBaowmne B
Kbipreiackon Pecnybnuke, n nuua 6e3 rpaxgaHcTsa MMEKOT Npaso:

1) Ha OOCTYn K KayecTBEeHHbIM, 3(peKTUBHbIM U Ge3onacHbIM MeaULMHCKUM
n3genusam;

2) Ha obpalleHne K 3IKCMepTHbIM OpraHaM W opraHu3auusm Anst nonyyYeHus
3aKknoveHnss o 6es3onacHocTn, 3PPEKTUBHOCTU M KaYeCTBE MEAMLMHCKUX M3Oernuin,
MCMNONb30BaHHbLIX NPV OKa3aHUN UM MEANLMHCKON NMOMOLLM.

2. B uensx obecneyeHns OCTYNHOCTU MEOULMHCKNX U3oenuin paspabaTbiBatoTcs
n peanuayotca oblierocyfapCcTBeHHble nporpaMmmbl  obecneveHuss HaceneHus
Kblprbiackon Pecnybnvkn nekapCTBEHHbIMM CpeacTBaMn U MEOULIMHCKUMU U3OENUAMN,
yTBepxaaemble KabnHetom MuHUCTpOB.

3. B uensix noBblweHnss AocTyna K aeKkTMBHLIM BUaaM MeaNLUHCKOM MOMOLLUU U
pauMOoHanbHOro MCMNonb30BaHUSA rOCyAapCcTBEHHbLIX cpenctB KabuHeTtom MwuHuCTpoB
yTBepxaaetca HauuoHanbHbI NepeyeHb XXU3HEHHO BaXKHbIX MEAMUUHCKUX U3OEeSUN,
KOTOpbI NepecmaTpuBaeTCsl HE pexe O4HOro pasa B ABa roga.

Mopsgok  copmmpoBaHMs  HaunoHanNbHOrO  NEepeyvyHs  XU3HEHHO  BaXKHbIX
MeOuUMHCKNX n3genun onpegensietca KabuHetom MuUHUCTpOB.

Ona  obecnedenns rpaxgaH Keiproisackon  Pecnybnvku  HeobxoanmbiMn
MEeOULNHCKUMU U30EeNNAMN B YCNOBUAX BOEHHbIX AENCTBUN, Ype3BblHanHOM CUTyaLmn, a
Takke ONA opraHMsaumm okasaHua MeOuLMHCKOW MoMOoLM nuuam, noctpajaslinMm B
pesyribTate YpesBblHaHbIX CUTYyaUnn, ANa npeaynpexageHnsa YpesBblYanHbIX CUTYaLnn,
npodounakTukn ©n nedyeHns 3aboneBaHuin, npPeaCTaBASOWMX OMNACHOCTb  Ans
OKpyXawLmx, a Takke 3aboneBaHUN W NOpPaXeHWn, MONyYeHHbIX B peasynbTaTe
BO3OENUCTBUS  HEONaronpuUATHbLIX  XUMUYECKUX, OMONOrMyeckux, paguaumoHHbIX
(PaKTopoB, roCy4apCTBEHHbIM YNOIHOMOYEHHBIM OpraHoOM B cdepe 34paBoOXpaHeHUs
yTBepxaaetca [lepeveHb cCTpaTermyeckn BaKHbIX JIEKAPCTBEHHbIX CpeacTB U
MEeOMVLMHCKUX N3aenun.

4. Ona ynyJvyweHuss OOCTYMHOCTU MEAULUMHCKUX M3OENUA NyTEM COEPXKUBAHUSA
pacxofoB HaceneHus  YNoSIHOMOYEHHbIN rOCyAapCTBEHHbLIN oOpraH B  cdepe
34paBoOXpaHeHus dopmupyeT [lepevyeHb MeaUUMHCKUX W3Oenuin, nognexawimx
perynmpoBaHuio LiEH.

MpaBuna perynupoBaHus UeH Ha MeOUUMHCKME U3Oenus, a Takke Kputepuu
BKMIOYEHUA B MepeyeHb W UCKMYEeHUs U3 Hero, YycTaHaBnueatoTcs KabuHeTom
MwuHucTpoB.

5. Ona obecneyeHns nOTPeOHOCTM HaceneHnss B MEOUUMHCKUX WU3Oenusx,
He3apermMcTpmpoBaHHbIX Ha Tepputopumn Kbliprbidckon Pecnybnuku, ynoriHOMOYEHHbIM
rocygapCTBEHHbIM OpraHoM B cdiepe 34paBOOXPaHEeHus1 yTBepXxaaeTcsl cneumasbHbIn
nepeyeHb MeAULMHCKUX U3OENUNA, BPEMEHHO pas3peLLEeHHbIX K BBO3Y U MeOULNUHCKOMY
npumMmeHeHuto 6e3 perncTpaumm Ha Tepputopun Keipreidckon Pecnybnuvku.

nOpFID,OK (*)OpMI/IpOBaHI/IFI cneunanbHOro nepeyHda, KputTepunm BKIO4YeHNA B HEro 1
NCKNIOYEHNS N3 HEr0 MeAULMHCKUX U3aenui onpependetcd KabuHeTtom MI/IHVICTpOB.

naBa 3. UccnepoBaHus (MCnbITaHUSA) MeAULIMHCKUX U3aenun

Cratbs 9. UccnepoBaHus (MCNbITaHUA) MeAULIMHCKUX U3aenumn

1. MeauvumHckne us3gennsa NpoXoAasiT TEXHUYECKME uccrefoBaHusa (MCMbITaHWs),
nccnenoBaHnst  (MCMbITAHUSA) OUEHKM OMONOrMyeckoro AEenCTBUS, KIMHUYECKue U
KNUHUKO-NabopaTopHble nccnefoBaHms (UCnbiTaHus).
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2. TexHn4yeckne uccnegoBaHns (UCNbITaHWUS) MeOULIMHCKUX U3OENUA NMPOBOAATCA B
Lensx NPoBepku KayecTBa 1 6e30nacHOCTM MEANLIMHCKOro U34ernusa npyu NCnonb30BaHUm
€ro B COOTBETCTBUM C Ha3Ha4YeHNEM, YCTAHOBIIEHHbIM NPOU3BOANTENEM.

TexHuyeckne uccrieqoBaHus (UCMblITaHUS) MEAULMHCKMX U3AEnuin NpoBOASTCSA B
ncnbiTaTenbHbIX nabopaTopusax (LeHTpax), MMeKLMX NpaBo NPOBOAUTb TEXHUYECKME
NCMbITaHUS.

B oOTHOWweHUn MeguuMHCKUX u3genun Ans guarHocTukn in vitro (peareHToB,
HabopoB peareHTOB) MPOBEAEHUE TEXHUYECKUX WCCReaoBaHUN (MCNbITAHUN) He
ocCyLlecTBnsaeTCcs.

3. ViccnepoBaHns (UCMbITaHUA) OLEHKNM BMONOrMYeckoro 4encTBnsa NpoOBOASTCS B
OTHOLLUEHUM MEAUNLMHCKUX W30ennin u/vnu NpuHaaneXHOCTEN K HUM, NPSMO UMK
ornocpefoBaHHO KOHTaKTUPYIOLWMX C NMOBEPXHOCTbIO Tefla yerioBeka, ero Crm3ucTbiMu
obonoykamu, BHYTPEHHEW Cpeaon  opraHuama, And  KOTOpbIX  YKasaHHoe
B3anMoaencTame (KOHTaKT) SBnsieTca HeobxoauMbIM AN BbIMNOMHEHNSA NX (OYHKLNN.

WcecneposaHust (MCnbITaHUSA) oueHKkM Buonornyeckoro OencTBus NPOBOASATCA B
ncnblTaTenbHbIX NabopaTopusax (LeHTpax), UMEeLLMX NpaBo NPOBOANTb UCCIEA0BaHNUSA
(McnblTaHUA) OLEHKN BUOITOrMYecKoro AencTBus.

4. KnuHuko-nabopaTopHble UccrnegoBaHnsa (MCNbITaHUA) MeOULMHCKOIO nu3genus
NPOBOOATCS C LIENb0 YCTAHOBEHWS NN NOATBEPXKOEHUS COOTBETCTBUA MEOULIMHCKOTO
n3genua anst ANarHoCTUKKM in vitro HasHa4YeHuo, yCTaHOBNEHHOMY NPOU3BOANTENEM.

KnuHnko-nabopaTopHble uccrnegoBaHus (MCNbITaHNSA) MeOUUMHCKUX U3aenvn ans
ANarHoCTUKM in vitro npoBoaaTcs B NabopaTopHbIX YCOBUSAX C NPUMEHEHMEM 00OpasLIoB
brnomartepuana naumeHTos.

5. KnuHnyeckue nccrnenosaHus (UCMbITaHUs!) NPOBOAATCS C y4acTUEM YerioBeEKa B
kayecTBe CyObekTa UCMbITaHWs C LieNbto n3ydeHnss 6esonacHoCcTu U/unmn agpekTMBHOCTH
nccnegyemoro (MCrnbITyeMoro) MeaMUMHCKOro U3genus u/unu metoga AMarHOCTUKK UIn
neyYyeHus, CBA3aHHOMO C ero NPUMEHEHNEM.

KnuHuyeckne uccnepoBaHns  (MCMblITaHUSA) MPOBOOATCA B OpraHu3auusax
30paBOOXpPaHEHUsl, WMEKLNX MpaBO MNPOBOAUTL  KIIMHMYECKME  UCCnedoBaHUS
(ncnbiTaHns). YNOMHOMOYEHHbIN FOCY4apCTBEHHLIN OpraH B cdepe 34paBOOXpaHEeHUs
BeJeT peecTp oOpraHuMsauun 34paBOOXPaHEHUd, UMEKLWMX MpaBO NPOBOAUTb
KNUHUYECKMe uccnenoBaHna (UcnbiTaHna) U nybnmkyetT ero Ha cBoeM oduumanbHOM
cauTe.

YNOMHOMOYEHHbIA  FOCYQapCTBEHHbI oOpraH B cdepe 34paBOOXpPaHEHUs
OCYLLECTBISIET SKCNEPTU3Y MaTepmnanoB KIMHUYECKOro nccnenoBaHus (ucneitaqms). Mo
pesynbTaTam NpPOBEAEHHON 3KCMepTM3bl YNOMHOMOYEHHbIV FOCYAapCTBEHHbIN OpraH B
chepe 3O0paBOOXpaHEHUs! BblAAeT 3asBATENI0 paspelleHve Ha npoBeneHue
KMUHUYECKMX NCCneaoBaHuin (MCMbITaHUA) UM OTKa3blBaeT eMy B Bblaaye paspelueHuns
MUCbMEHHBIM YBEOMIIEHNEM.

JkcnepTnsa mMaTepuanos KNMUHNYECKMX nccnenoBaHumn (ncnbiTaHmm)
OCYLLECTBNSAETCS Ha NaTHOW OCHOBE 3a CYeT CPeacTB 3asBUTENS.

Mopsgok onpegeneHus pasmepa onnatbl 3a NPOBeAEHME IKCNEPTM3bl MaTepunarnos
KNMMHNYECKNX nccnenoBaHum (McnbitaHuii) yteepxaaetcs KabnHetom MyHMCTPOB.

6. KnuHuyeckne wuccnepoBaHusi (MCMblITaHUA) MEOULMHCKOrO M3Aennsa LOSTKHbI
ObITb MpeKpaleHbl B Clyyae BO3HUKHOBEHMSI YrpoO3bl KWU3HW MW 300POBbLIO JHOAEN,
YyYaCTBYIOLLMX B KITMHUYECKNX UCCNEeLOBaHNAX (MCNbITAHUAX).

BosmelleHne Bpeaa, MNPUYMHEHHOTO 3[40POBbK  YYACTHUKOB  KITMHMYECKOrO
nccnenoBaHusa (UCMbITaHWS) U NMuam, NonyyYvMBLUMM YulepO B pesynbTate cMepTy nuy
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Npu nNpoBEeAEHMU KIIMHMYECKOTO WccnefoBaHust (MCMblTaHUs), OCYLLECTBNSIETCA B
nopsiake, yCTaHOBMNEHHOM rpaXaaHCKnM 3akoHodaTenbcTBoM Kbipreidckon Pecnybnmku.

7. WccnepoBaHust  (MCMbITaHMS)  MEOMUMHCKUMX — M3OENUWA  NPOBOAATCA B
COOTBETCTBMM C nopsiakoMm, onpegensembiM  KabuHetom  MwunuctpoB, nnbo
MeXOyHapoaHbIMM  JOroBopamu, BCTYNMMBLWUMMW B CURly B COOTBETCTBUM C
3akoHogaTenbcTBOM Kbiprbidckon Pecnybnuvku.

8. HapyweHne nopsigka npoBedeHus uccrnefoBaHun (MCnblTaHU) MegULNMHCKOro
ns3genusa BrneyeT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM KbIprbl3CKOW
Pecnybnunkn o npaBoHapyLLUEHMWSX.

Cratba 10. NMpaBa nuu, y4yacTBYHOLMUX B KITIMHUYECKUX UCCreaoBaHUNAX
(vcnbITaHUAX) MEAULMHCKUX U3aenuu

1. MHTepechbl nuu, y4acTBYHOLUMX B KIMHUYECKMX UCCNEeAoBaHMAX (MCMbITaHUAX)
MEOVUMHCKUX M3Odenuin, sBnSaTca npeobnagalowumMym Hag MHTepecaMn Hayku ur
obuiecTBa.

2. Yyactve nuu B KIMHUYECKUX WCCNEeAoBaHMsIX (UCMbITAHMAX) MeAULMHCKUX
n3penuin saBnsieTcs Ao06poBONbHbIM. [Ns NpoBefeHUs KNMHUYECKOro WCCreaoBaHuUs
(UcnbiTaHWs) 06s3aTeNbHO HanuuMe MNUCbMEHHOTO corfacusi puanyeckoro nuua Ha
yyacTue B KIMHUYECKOM UccrenoBaHum (UCbITaHUM).

3. Nlnuo, npuHumatollee yyacTue B KIMHUYECKOM WCCreAoBaHUM (UCMbITaHUN)
MeOULMHCKOro U3aenus, AOMKHO ObiTb NHPOPMUPOBAHO:

1) 0 (YHKUMOHANbLHOM Ha3Ha4YeHUN MEeOMUMHCKOrO W3Oenus U CYLHOCTM
nccnegoBaHuii (McnblTaHWIA) MEOULMHCKOTO U3Aenuns;

2) o6 oxungaemon 3adpdekTMBHOCTN, O6e30MacHOCTU MEeOMUMHCKOro Wu3genus,
CTeNneHn pucka, CBA3aHHOIO C ero NPUMeHeEHNEM;

3) 06 ycnoBusix CTpaxoBaHUsl 300POBbS NULA, YY4aCTBYOLWEro B UCCreaoBaHUAX
(ncnbITaHNAX) MEOULMHCKOrO N3aenus;

4) o npaBax 1 0653aHHOCTAX NWLA, y4acTBYHOLLEro B KIIMHNYECKOM UCCneaoBaHnn
(ncnblTaHun);

5) 0 kKoMneHcauun U/Mnn NeYeHnn, Ha KoTopble NNLIO, y4acTBYHOLLEE B KITMHUYECKOM
nccnenoBaHMn (UCMbITaHUKM), MOXET pacCcYuTbiBaTb B Clyvae HaHeceHwusi Bpeda ero
300pPOBbLI BO BPpEMS KITMHUYECKOTO UCCrefoBaHNs (MUCMbITaHNS);

6) o pasmepe BbINNaT nuvuy, y4acTBylOLWEMY B UCCNEeA0BaHUN (MCTbITaHUK), ecnu
TaKoBblE NPEayCMOTPEHbI.

4. Tlpn npoBeAeHUU KIIMHUYECKUX UuccnenoBaHui (UCMbITaHUA) MeAULMHCKOro
nsgenua obssatenbHO CTpaxoBaHWE >KU3HW, 340POBbSA fvua, YyacTBYKOLWEro B
KIMUHUYECKMX UCCReaoBaHnaX (UCnblTaHMsX) MeguumHckoro usgenus. CTpaxoBaHue
NPOBOAMTCA 3a CYET CTOPOHbI, MPOBOASLLEN KIMHUYECKOE nccrnegoBaHme (MCnbiTaHue),
nmbo  MHaHCUPYIOWEN CTOPOHbI B MOPsiAKe, YCTAHOBIEHHOM  FPpaKgaHCKUM
3akoHogaTenbcTBOM Kbiproiackon Pecnybnuvku.

5. Jlnuo, npuHumarowee yyactne B KIUMHUYECKOM WUCCNedoBaHWM (UCMbITaHUN)
MEeOULMNHCKOro U3fenusi, MMeeT npaBo OTka3aTbCs OT yyacTus B HUX Ha nobor ctagun
npoBeAeHns uccnefoBaHuii (MCNbITaHUI).

6. 3anpewaeTtcs npoBedeHVWE KIMHUMYECKUX WUCCNedoBaHWA  (MCMbITaHUN)
MEeOULNHCKNX N3aennn Ha:

1) HecoBepLLUEHHONETHUX;

2) BepeMEeHHbIX XEHLUUHaX, KeHLMHax B NOCnepoaoBOM nepuoge (4o wectu
HeJenb rnocre poaos);

3) BOEHHOCNYXaLUKX;
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4) nuuax, oTOblBalOWMX HakaszaHMe B MecTax nuweHuss ceobodbl, nuuax,
HaxoOsLWMXCst oA CTpaXken B CrieACTBEHHbIX 3oNsATopax;

5) nMuax ¢ ncnxuyeckumm 3aboneBaHNAMU N/MNU NPU3HaHHBIX HeAEeEeCNOCOBHbIMM
B YCTAHOBNEHHOM 3aKOHOM MOpPsiAKe.

7. Nnua, NnpuHMMaloLLMe yyYacTue B KIMHUYECKUX UCCIEAoBaHUSX (MCNbITaHUAX),
nMbo nuua, npeacTaBnslOLIME UX UHTEPECHl, UMelT npaBo obanosaTb AENCTBUS
COTPYAHMKOB YMNOMHOMOYEHHbIX OpraHusauuii B cyaebHom nopsigke.

8. lNpoBedeHne KIMUMHUYECKOro uccrnegoBaHus (McnbiTaHust) 6e3 MUCbMEHHOro
cornacua U3MYecKoro nuua WNU ero 3aKOHHOro MpeacTaBuUTENs Ha yyacTue B
KIMUHWUYECKOM nccnenosaHun (UCnbiTaHUN) BrieYyeT OTBETCTBEHHOCTb B COOTBETCTBUMU C
YrofIoBHbIM 3akoHoAaTeNnbCTBOM Kbiprbidckon Pecnybnuku.

NnaBa 4. O6ecneyvyeHue KayecTBa, 3PPeKTUBHOCTU U
6e3onacHOCTU MeAULUMHCKUX n3genum

CraTtbsa 11. Hagnexawas perynsatopHas npakTuka B cpepe obpalieHus
MeAULMHCKUX u3nenuu

1. PerynupoBaHue cdepbl obpalleHns MeauunHCKUX U3genun ocyecTenseTcs B
COOTBETCTBUM C NpaBuiaMn Hagnexawlen perynsiTopHON NpakTUKW, yTBepXaaembliMu
KabuHeToM MWHUCTPOB MM UHBIMU MEXAYHaApPOAHbIMU LOroBOpaMu, BCTYMUBLUMMA B
Cuny B COOTBETCTBUM C 3akoHoaaTenbCcTBOM Kbiprbidackon Pecny6nmvku.

2. MNpaBuna Hagnexawen perynaTopHoOM NpakTuKn paspabaTbiBatoTcss Ha Gase
COOTBETCTBYHOLLMX PYKOBOACTB BcemMupHOM opraHusaumm 3gpaBoOXpaHEHNa UM UHbIX
9KBUBANEHTHbIX PYKOBOACTB (CTaHOAPTOB) perynaTopHOM NPaKTUKK, MPUHSATBIX B paMKax
MeXOYHapOOHbIX JOrOBOPOB, BCTYNMBLUNX B CUY B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM
Kbiprbiackon Pecnybnukn.

3. PerynupoBaHune cepbl 0bpalleHns MeauLMHCKNX N30eNUA OCYLLLECTBNSIETCA B
YCOBUSIX BHEAPEHUS 1 NoJ4epXaHUs CUCTEMbl 0becnevYeHnsa kKayecTBa B COOTBETCTBUMU
C NpaBunamMn Hagnexatwlemn perynsaTopHoOn NpakTuKun.

4. YNONHOMOYEHHbIN TOCYOApPCTBEHHbIN OpraH B cdepe 34paBOOXpPaHEHUS
BHeApsieT cucteMy obecrneyeHnsa Kkayectsa M NPOBOAUT HE MeHee OAHOro pasa B rog
OLeHKY cucteMbl obecneveHms KayecTBa Ha COOTBETCTBME TPeOOBaHUSAM M NpUHUMNAM
Hagnexawen perynsatopHOM npakTMKM C nNybnuvkauuen pesynbTaTOB OLEHKM Ha
omumanbHOM canTe  YMNOSIHOMOYEHHOrO0 roCyJapCTBEHHOrO oOpraHa B cdepe
3[paBoOOXpaHEeHUs.

CraTtbsa 12. ®nHaHcupoBaHue CUCTEMbI perynmpoBaHus obpallueHus
MeAULMHCKUX u3nenvuu

1. Cuctema perynupoBaHnsa obpalleHnss MEOULNHCKUX U3OENUN (hUHAHCUpYyeTCS
3a CYeT roCyAapCTBEHHbIX YCIyr, OKa3blBaeMblX 3asiBUTENsIM B COOTBETCTBUMM C
HacToAWMM 3aKOHOM, APYrMX WCTOYHUMKOB (OMHAHCUPOBAHWS, HE MpPOTMBOpPEeYaLnX
HacTosiweMy 3akoHy, a Takke LUeneBblX eXerogHblX nnaTtexen, B3UMaAeEMbIX C
NpOn3BOAMTENEN/U3rOTOBUTENEN nnn YNOSTHOMOYEHHbIX npegcraBuTenen
npounssoguTenen, ong:

1) pa3paboTku, BHEOPEHUS N NOAOEPKAHNA HAANEeXallen perynsaTopHOn NpakTUKu,
BKMOYAA CUCTEMY MeHedXXMeHTa KavecTBa YMNONIHOMOYEHHOrO rocygapCTBEHHOrO
opraHa B cdepe 30paBOOXPaHEHUS MO perynupoBaHuio cdepbl  obpalieHus
MeANLUUHCKUX n3genun,

2) obecnedyeHnss nepexoga cdepbl oObpalieHns MeaUUMHCKUX u3genui ot
HaUWOHaNbHOM CUCTEMbI PeryrnMpoBaHUsA K CUCTEME perynupoBaHus B pamKax akToB
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EBpasuniickoro akKOHOMMYECKOro coto3a No hopMMPOBaHMIO OBLLLETrO PbIHKA MEANLIMHCKNX
n3genuvn;

3) pa3paboTku, BHEAPEHNS 1 NOAAEP)KAHUSA INEKTPOHHOIO ynpaBreHusi B CUCTEME
rocyaAapCTBEHHOIMO perynupoBaHus obpalleHus MeOUUMHCKUX W3OENUn, BK4Yas
cosfaHuve n nogaepxaHve 6a3 AaHHbIX MEANLNHCKUX U3AENNA U MapKMPOBKKX ANN Lenew
NPOCNEXNBAEMOCTY;

4) npoeegeHndAa UHbIX pa60T N Mep, YCTaHOBJIEHHbLIX HAaCTOALLUM 3aKOHOM, NHbIMU
HOPMaTUBHbIMU NMPaBOBbIMU akKTaM Unn mexayHapoaHbiMmy Aoroeopamu, BCTynmBLLIMMn
B CUJTy B COOTBETCTBUN C 3aKOHOOATENIbCTBOM KprFbI3CKOIZ PeCI'Iy6J'II/IKI/I.

2. MNopsgok B3MMaHUSA €XErogHoro nnartexa, ero pasmep, a Takke KpuTepuu
0cBObOXOEHMS OT €XXEroqHoro nnaTtexa yctaHaesnueatoTcss KabuHeTtom MUHUCTPOB.

Cratbsa 13. JluueHanpoBaHue aesatTenbHOCTU B chepe obpaLteHus
MeAMWLIMHCKUX U3aenum

1. [esatenbHOCTb B cdepe obpalleHna MeauuMHCKNX U3OEennuin ocyLLecTBseTCS
npyv HaNUYUM NUUEH3NK, BblgaBaeMon YNOSTIHOMOYEHHbLIM roCcy4apCTBEHHbIM OpraHoOM B
cdepe 3O0paBOOXpaHEHWsl, B COOTBETCTBMM C TpeboBaHWAMWU HacToswero 3akoHa u
3akoHogaTtenbcTBa Kbiprbldackon Pecnybnvkm B cdhepe nNuueH3MoHHO-paspeLllnTensHom
CUCTEMbI B YacTU, He NpOTMBOpeYaLLen HacTosLweMy 3aKkoHy.

2. JlnueHsnpoBaHuo nognexar cregywwuve Buabl OeSTeNbHOCTM B cdepe
obpalleHns MeaNLUUHCKUX M3Oenuii: NpoM3BOACTBO MEAULMHCKUMX U3Oenvin, OnToBas
peanusaumnsa  (aUCcTpmbbloumsa) MeaVUMHCKUX WU3OEennin, POo3HMYHAa peanusaums
MeOULMHCKUX N3Oenni, N3rotoBneHmne MeamumMHCKUX N3aennin.

Ha 6naHke nuueHsunm YKa3blBaeTCA BN J'II/ILI,eH3I/IpyeMOI7I OeATEeSIbHOCTH.

B nuueHann ykasbiBaeTcs paKkTUYeckuin agpec obObekTa, B KOTOPOM WK
NOCPeiCTBOM KOTOPOrO, OCYLLIECTBAETCS AeATeNbHOCTb. M3MeHeHne agpeca o6bekTa,
yKasaHHOro B NULIEH3UK, ABMAETCA OCHOBaHMEM AN nepeoopMIeHns NULEH3UN.

(DapMaLl,eBTI/I‘-IeCKaFI 0eATENIbHOCTb OOJIXHA OCYLLEeCTBNATLCA CTPOro no agpecy,
YKa3aHHOMY B JIMLIEH3UN.

Mpn N3MEHEHUN NULIEH3MaTOM MecTa OCYLLECTBMNEeHUs OeATeNnbHOCTU (nepexop,
nepeesg B [Opyroe MecTo, Apyrol oObekT) 3anpellaeTcs OCYyLIEeCTBNEHMe
dapMaLeBTUYECKol AeATENBHOCTN HA HOBOM OGbEKTe 0 MONyYeHUss HOBOWN NULIEH3NMW.

B cnyyae ocywecTBrneHus nuuUeH3naTtoM ONTOBOM W PO3HMYHOW peanusauum
MEANUNHCKUX U3OENUN Ha HECKOMbKUX pa3obLieHHbIX 0bbekTax BblgaeTcs oTAeNbHas
NNUEH3NS Ha KaXKabl OOBHEKT.

3. N'nueHanoHHble TpeboBaHMsA K opraHM3aumm dapmaLeBTUYECKON eATEeNBHOCTY,
BKItOYas Hann4ymMe COOTBETCTBYHOLLEN MaTepuanbHO-TeXHNUYecKol 6a3bl, kKBanvdukaumo
nepcoHana W KonM4yecTBO KBanMUUMPOBAHHOrO MepcoHana, a Takke nopsiaoK
npoBeAeHNs NIMLLEH3NOHHOIO KOHTpONs ycTaHaBnmBatoTcs KabuHetom MyuHUCTpOB.

4. CybbeKkTbl, OCyLIeCTBnAOWME OEATENbHOCTb ©0e3  nuUEeH3uKn, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHopaTenbcTBoM Kbiprbidckon Pecnybnukm o
NpaBOHaPYLLUEHMSIX.

Cratbsa 14. FlocypnapcTBeHHas permcrpaums MeauLMHCKUX U3aenum m
BHeCeHMe U3MEHeHUN B perMcTpaumoHHoe A0Cbe

1. MeguumnHckne nsgenusi BBO3ATCS, NPOU3BOAATCS, peanuayoTcs N NPUMEHSOTCA
Ha Tepputopun Kbiprelackon Pecnybnvku, ecnu  OHM  npownv  npoueaypy
rocygapCTBEeHHOW perncrpaumm, 3a UCKIIYEHWEeM crnyyaeB, MpedyCMOTPEHHbIX
HacTosALWMUM 3aKOHOM.
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2. ['ocygapCcTBeHHasa perucrpauus MeguumMHCKUX U34enun sBfseTca npoueccom
nonyyYeHns paspelleHns Ons MeguUMHCKOro MpUMEHEHUs MeOULMHCKUX U3genun Ha
Tepputopun Kbiprbiackon Pecny6nuvku.

Mpn rocymapctBeHHon peructpaumm B Kblprbidckon Pecnybnvke MeauuuHcKue
n3genusa MHOCTPaHHOIo NPOM3BOACTBA AOSMKHbLI UMEeTb NoATBeEPXAeHe 06 obpalleHnm
B Ka4yeCcTBe MeAMUUHCKUX U3LOenuin B cTpaHe-npousBoauTene Unu B Apyrnx cTpaHax u
NONyYNTb MOSTIOXUTENbBHYKO 3KCNEPTHYH oLeHKy 06 ux 6GesonacHocTu, KavecTBe U
3(PPEKTUBHOCTU C y4eTOM Kfnacca NoTeHUuanbHOro pucka npuMeHeHUs MeguLMHCKNX
nsgenun.

MponsBoguMTenb/ynoTHOMOYEHHbIV NpeacTaBUTENb NPOM3BOAMTENS MEOULMHCKOIO
nsgenua obasaH coobuwatb B YNOMHOMOYEHHbI TFOCYAApPCTBEHHbLIN OpraH B cdepe
3 paBooOXpaHeHnst 060 BCEX NBMEHEHNSIX OTHOCUTENBHO AaHHbLIX 3aperncTpupoBaHHOMO
MEANLUMHCKOrO Un3genus, 3asiBfeHHbIX MNpu  pernctpauun, ¢ npeaocTaBlieHneEM
ncyepnbiBatoLLen MHpopMaLMn 0 NPUYMHAX 3TUX UBMEHEHUIN U UX BO3MOXXHOM BIUSAHUN
Ha 3P EKTUBHOCTL, 6€30MNacHOCTb, KA4ECTBO MEAULMHCKOro N3genust.

BHeceHne nameHeHun B perncrpaumnoHHoe AoCbe OCyLlecCTBNnAeTCA Ha OCHOBaHUN
9KCNepTn3bl BHOCUMbIX N3MEHEHUN B pernctpaumoHHoe p[JoCbe B Te4YeHUne CpokKa
AencTeus perncTtpaumMoHHOro yaoCtoBepeHud.

3. lNopsgok pernctpaumm MeOUuUMHCKUX U3OEeNun, BHECEeHUS U3MEHEHUn B
peructpaunoHHoe pgocbe, obume TpeboBaHna K 6Ge3onacHOCTW, KayecTtBy W
3(hpeKkTMBHOCTKN, NpaBuna Knaccugukaunum MeauunHCKUX U3genum B 3aBUCUMOCTU OT
NOTEHUManbHOro pucka NpMMeHeHusi, Be4eHNA HOMEHKNaTypbl MEOULUNHCKUX U3LENUN,
npoBegeHnst akcnepTusbl 6e3onacHoCcTU, kadectBa U 3GPEEKTUBHOCTU MEAMUMHCKUX
nsgenun onpegenstoTca KabuHetom MUHMCTPOB, €CnM MHOE He NpPeayCMOTPEHO
MeXOyHapoOHbIMM  JOroBopamu, BCTYNMMBWUMMW B CUfly B COOTBETCTBUM C
3akoHogaTtenbcTBoM Kbiprbidckon Pecnybnuku.

4. MNMopsigok onpeaeneHns pasmepa nnatbl 3a rOCYAapCTBEHHYO perncTpauuio u
BHECEHUSI WU3MEHEHUA B perucTpauuoHHoe pJocbe yTBepxaaetcs KabuHeTom
MwuHucTpOB.

5. lpun pernctpaumm MeOULMHCKUX W3O0enun, NocTynawwmnx no JnHUK
MeXOyHapoaHOM JOHOPCKOW MOMOLLM B paMKax nporpamMmm B cdpepe 34paBoOXpaHEHUS,
a Takke  MeOVUMHCKUX  U3denuin, npuobpeTeHHbIX  4Yepe3  opraHusauun
(npeactasutenbcTBa), YyypexaeHHble OpraHusaumen  OO6beguHeHHbIX  Hauun,
3aknouyMBLUIME OOroBOp (cornaweHue, memopaHgym) ¢ KabuHetom MWHUCTPOB,
3asBuTENb 0CBOOOXOaeTCAa OT onnaTtbl pPacxodoB, CBHA3AHHbIX C  perucrTpauuven
MeOMLUMHCKUX n3genun, B nopsiake, yreepxxgaemom KabuHetom MuHucTpos.

6. [Ona meaouUMHCKUX u3genuin, npousBedeHHbIX Ha Tepputopun Kblprbi3ckomn
Pecnybnvkn Tonbko Ans uenen BbiBo3a (dkcrnopTta), TpeboBaHus Yyactn 1 HacTosden
CTaTbW He pacnpocTpaHalTca. Takvue MeguuuMHCKMe u3genuss  Moryt  ObiTb
3apernctpupoBaHbl Ha JOOPOBOSILHOW OCHOBE.

CraTtbsa 15. PeructpaumoHHoe yaocTtoBepeHue o rocyaapcTBeHHOU
perncTpauum MmeaULUHCKOro nsaenuvs

1. Peructpauma  MeOMUUHCKUX  u3Oenun  NOATBEpPXOaeTcd  Bblgaden
PEerMcTpaunoHHOro yoOCTOBEPEHUS O FOCYAAPCTBEHHOW pernctpaunm MeguumMHCKOro
nsgenua (ganee - perucTpaumMoHHOe yOOCTOBEpEeHue) B nopsiake, yTBepXOaemMom
KabuHeTom MuHucTpos.

2. PernctpaumoHHoe yaoctoBepeHue BblgaeTca 6eccpoyHo.
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3. lMpunoctaHoBneHne AencTeus perucTpaunoHHOro yOOCTOBEpPEHUS
OCyLLeCcTBNAeTCA  YNOMHOMOYEHHbIM  FOCYAapCTBEHHbIM  OpraHom B cdepe
3[1paBOOXpaHeHs B CneayroLwmx cryvasax:

1) no pesynbTataM MOHUTOPWMHra Ge3onacHocTW, kavecTBa M 3PPEKTUBHOCTU
MEOULNHCKUX M3Oenuii B MOCTPErMcTpauMoOHHbIA  nepuod - MNpyu  BbISIBNEHUM
NOTEeHLUNanbHOro CEpbE3HOro pucka Ans 06LLECTBEHHOro 300POBbS;

2) No pesynbTaTaM rocygapCTBEHHOrO KOHTPONSA 3a obpalieHneM MeauuMHCKUX
n3genunn - Npu HanMymMm pakToB N 06CTOATENBCTB CO34aHUSA YrPO3bl XXU3HU U 300POBbLIO
rpaxgaH u MeguuMHCKMX paboTHUMKOB MPU NPUMEHEHUN N IKCNyaTaumm MeanuuUHCKNX
n3genuvn.

3asBuUTEN B TEYEHME  CpoKa,  YCTAHOBMEHHOTNO  YMOSTHOMOYEHHbIM
rocydapCTBEHHbIM OpraHoM B cdepe 34paBoOXpaHeHusi, o06si3aH  yCTpaHUTb
obcToATenbCcTBa, MOBMEKWWE MNPUOCTAHOBMEHWE OENCTBUS  PerncrpaumMoHHOro
YAOCTOBEPEHMSI.

4. OcHOBaHUAMM ANA MPUHATUA pelleHnss 06 OTMeHe AeNCTBUSA (aHHYNMPOBaHUN)
perucTpaunoHHOro yaqoCcToOBEPEHNS ABNAIOTCS:

1) BbISIBrEHME Criy4yaeB NpeaocTaBlieHns 3adBuUTeNneM HeOCTOBEPHbIX CBEAEHWUN,
KOTOpble He MOrnn BbITb YCTAHOBEHbI NPU perncTpaunun MeguLMHCKOro n3genus;

2) BCTYNMBLLEE B 3aKOHHYIO CUIY peLleHne cyaa;

3) nonyyeHne M NoATBEPXKOEHME HOBbLIX CUCTEMHBIX AAHHbIX O MPEBOCXOACTBE

PUCKOB, CBAA3@HHbLIX C NPUMEHEHNEM UNKN SKCNNyaTaunen MeguLmMHCKOro nsgenusa, Hag
nosly4aemomn OT Hero nosnb3ou;

4) HeycTpaHeHMe OOCTOATENbCTB, MOBMEKWNX MPUOCTAHOBIEHNE [OENCTBUS
PEerMcTpaLMoHHOro Y10CTOBEPEHMSI.

5. lNMpnocTaHoBNEHNE U OTMEHa OEWCTBUSA (aHHYNMPOBaAHWE) PErmcTpaunoHHOro
yOOCTOBEPEHNSA NMPOBOAATCA B nopsiake, onpegensemom KabvHetom MuHUCTpOB, ecnu
MHOE He NpPenyCMOTPEHO MeEXAyHapOAHbIMM [OroBOopamu, BCTYMMBLUMMW B CUY B
COOTBETCTBUM C 3aKoHOoAAaTeNbCTBOM Kbiprbidckon Pecnybnuku.

Cratbsa 16. MeanumHckne nsaenus, paspelleHHble K TpuMeHeHuro 6e3
pernctpauum B Kbiprbizckon Pecny6nuke

locypnapcTtBeHHOW pernctpaumm Ha Tepputopun Kbelprbldckon Pecnybnuku He
noanexar:

1) meguumHckue un3genusi, marotoBrieHHble B Kbiprbidackon Pecnybnvke no
MHOMBUAYANbHLIM 3aKa3am UCKMIYUTESTbHO AN FIMYHOMO NOSIb30BaHUS;

2) obpasubl MegUUMHCKUX W3genuin, npeaHasHayYeHHblX Ans rocyaapCTBEHHOM
perucrpauuu;

3) ctaHaapTHble 06pasLbl MEAULMHCKUX U3OEenui;

4) 3anacHble 4acTu, KOMMSIEKTYKOWME W MNPUHAOSIEXHOCTU K MeLULMNHCKUM
n3genusam, paHee BBe3eHHble Ha TeppuTopuio Kbipreiackon Pecnybnuku;

5) aHaToMUYeckne moaenu, MeauUMHCKME Mynsikn, MaHeKeHbl-haHTOMbI;

6) MeauuMHCcKMe wn3adenusl, BBO3MMble (U3MYECKUMWU NMUAMW HA TEepPUTOPMIO
Kbiprbiackon Pecny6nuvku Ans NMYHOro nonb3oBaHus.

Cratbsa 17. locyaapCcTBEHHbIN peecTp MeaAULMHCKNX nsaenmn Kbiprbi3ackoun
Pecny6nukum

1. F'ocypapcTBeHHbIN peecTp MeauumHcknx msgenun Keiprbidackon Pecny®nunkm
(mnanee - Peectp) aBnsetca oduunanbHbIM 3MEKTPOHHBIM  JOKYMEHTOM y4yeTa
MEANLMHCKUX U3OENUIN, paspeLleHHbIX K npumeHeHunto B Kelprbidckon Pecnybnvike.
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2. BHeceHne B PeecTp mMeauuuHCKOro wusgenus, npoweawero npoueaypy
rocyAapCTBEHHOMW perucTpaumm, ocyLLecTBsSeTcs nocne ero permcrtpauumn nmbo co aHs
BHECEHUS YNOSIHOMOYEHHbIM rOCy4apCTBEHHbIM OpraHoM B cdbepe 3a0paBOOXpaHeHUs
N3MEHEeHUN B [OOKYMEHTbl PerMcTpaLMoHHOro OOCbe Ha paHee 3apernctpupoBaHHOE
MeanUUHCKOe nsgenve.

3. B PeecTtpe xpaHnTCa nepCcCoHnguumpoBaHHas UCTOPUS USMEHEHUN PeeCTPOBbIX
3anuncen C ykasaHMeM faTbl U BPEMEHM CO3[aHus 3anncen, a Takke MHJopmaumsa o
cTtaTtyce AeNCTBUS PerMcTpaumMoHHOro yaocTtoBepeHus (MpuocTaHoBIEHWE, OTMEHa ero
aencteus (aHHynupoBaHue). YoaneHune ceeageHnin n3 Peectpa He fonyckaeTcs.

BeneHne Peectpa ocyuwectBngetca  YNoOfIHOMOYEHHbIM  FOCy4apCTBEHHbIM
opraHom B cdepe 34paBOOXpPaHEHUdA. YMNONMHOMOYEHHbIM rOCYyAapCTBEHHbLIN OpraH B
cchepe 3apaBooxpaHeHnsa obecneymBaeT NOCTOAHHbBIN NyGANYHbLIA AOCTYN K PeecTpy Ha
CBOEM opuLMansHOM caunTe.

4. Mopsigok opMupoBaHMA M MpaBuna BeaeHust PeecTpa ycTaHaBnMBaloTCs
YNONTHOMOY€EHHbLIM rOCy4apCTBEHHBIM OpPraHOM B cdiepe 34paBOOXpPaHEHUS.

5. MeguumHckMe wusgenusa, ABNAKOLLUMECH CPeACTBOM W3MepeHun, nognexar
BHECEHMIO B COOTBETCTBYHOLLMA OCYAdAapPCTBEHHbLIN pPeecTp CPeacTB W3MEpPeHun wu
AOMycKalTCA K MNPUMEHEHUIO B Mopsgke, YCTAHOBMEHHOM 3aKOHO4ATESNbCTBOM
Kblprbiackon Pecnybnukn B cdpepe obecneyeHns eguHCTBa N3MeEpPEHNN.

Cratbs 18. MHCnekTUpoBaHMe NPOU3BOACTBA MeAULIMHCKUX usagenum

1. lHcnekTMpoBaHue Npou3BoACcTBa MEAULMHCKUX U3OENUNA SBAFETCH NpoLeccoMm
OLIEHKM MPOU3BOACTBA MEOUUMHCKOrO M3OEeNnuMss U CUCTEMbl MEHeI)KMEHTa KayecTBa
npoun3soauTensa MeanUMHCKOro n3genus. MHcnekTmposaHmMe Npon3BoACTBa NPOBOAMTCSA
B UENax noaTBepXaeHns BO3MOXHOCTUM MNpPOM3BOAUTL MEeAUUMHCKME  u3genus,
cooTBeTCTBylOWME TpeboBaHuAM 6Ge3onacHOCTU, kayecTBa U 3GPEPEKTUBHOCTU, WU
COOTBETCTBUA (PAKTUYECKMX AAHHbIX O MEAULMHCKOM U3Oenvn, MofyYeHHbIX B Xoae
NHCMNEKTUPOBAHMS npoun3soacTBa MeONLMHCKNX n3genun, 3asBIIEHHbIM
npousBoauTeneM MeEQULMHCKOIO U3aenusa B perucTpaunoHHOM AOChe.

2. Mo pesynbTaTtam NpoBeaeHHOIrO MHCMEKTUPOBAHUS NPOM3BOACTBA MEAULIMHCKNX
N34enuin ynonIHOMOYEHHbIM TOCyAapCTBEHHBIM OpraHoM B cdhepe 34paBoOOXpaHeHust
NPOU3BOANUTENIO MEAMUMHCKOIO W3AEnvsl BblOaeTCs COOTBETCTBYHOLLMNA AOKYMEHT CO
CPOKOM OEVNCTBUS B TEYEHWNE TPEX JIET CO AHS €ro Bblaayu.

3. Pacxogbl, cBsi3aHHble C NPOBEAEHMEM WHCMEKTUPOBAHUS MNpPON3BOACTBA
MEAMUVHCKUX  U3Oenun,  OCYLLEeCTBNSIKTCA 3a CYeT  CpeactB  3aaBuTens
(MHCnekTupyemoro cybbekTa).

Mopsimok onpegeneHns pasmepa nnaTtbl 3a MHCMNEKTUMPOBaHME MPOU3BOACTBA
MeANUVHCKMX nagenun yteepxaaetca KabnHetom MuHMCTpoB.

4. lHcnekTMpoBaHue Npomn3BoLCTBaA MEOVULIMHCKUX U3AENUA NPOBOAUTCS B hopMax
NepBUYHOro, nepuognyeckoro (NfaHOBOr0) W BHEMNSIAHOBOIMO  MHCMNEKTUPOBAHUSA
npou3BoACTBa.

[MepBMYHOE MHCNEKTMPOBAHME MNPOM3BOACTBA OCYLUECTBNSETCA B  paMkax
rocygapCTBEHHOW pernctpaunmn MeauumHCKNX 3genuin.

Mepuogunyeckoe (NNaHOBOE) WHCMEKTMPOBaHME MNPOU3BOACTBA MNPOBOAMTCA He
pexe O4HOro pasa B Te4YeHue Tpex fieT nocne NepBMYHOro MHCNEKTUPOBAHMUS.

BHennaHoBOe WHCNEKTUPOBaHME MNPOU3BOACTBA MPOBOAMTCA MO 3asiBIEHUIO
npoun3soguTens MeANLNHCKUX U3LENNNA.

CtaTtbsa 19. OueHka KayecTBa U 6e3onacHOCTU MeAULMHCKUX n3genun

cbd.minjust.gov.kg



3axon KP ot 29 nexabps 2023 roma Ne 216 "O6 obpameHnn MeIUITMHCKAX WIS

1. OueHke kayecTBa 1 6e30MacHOCTU NoanexaT MeguuMHCKUe N3genus, BBO3nMble
B Kblprbiackyto Pecnybnuky w/vnn npousBefeHHble Ha Tepputopun Kbiprbi3ackom
Pecnybnukn, npegHasHayeHHble NS MeOUUMHCKOro NMPUMEHEHMSI B 3aBMCMMOCTU OT
Knacca nOTeHUManbHOro pucka MeauUMHCKUX W3L4enui, 3aperncTpupoBaHHble Wnn
BKIMIOYEHHbIE B ChneuunanbHbli nepedeHb MeOVUMHCKUX W3OENUR, paspeLUeHHbIX K
MeaMLUMHCKOMY NpuMeHeHuto 6e3 pernctpauuu.

2. o pesynbTaTamMm NpoOBEAEHHON OLEHKM KavYecTBa U 6€30MacHOCTU MegULMHCKNX
n3gennuin ynonHOMOYEHHbIM rOCyAapCTBEHHLIM OpraHoM B cdbepe 34paBOOXpaHEeHUs
BblAaeTCsl 3asBUTENIO COOTBETCTBYIOLLEE 3aKMvyeHWe O KayecTBe U 6e3onacHocTu
MeOWULMHCKOro n3genus.

3. lMopsagok npoBegeHUs oOUeHKM kadecTBa W 6e3onacHOCTW, onpefeneHus
KaTeropum 3apermcTpmpoBaHHbIX MEANLIMHCKNX U3LEeNWA, Noanexallnx OLeHKe kKadecTBa
n 6esonacHoOCTW, a Takke onpederneHns pasmepa nnaTbl 3a MNpoBedeHVEe OLEHKU
KayectBa M 06e30nNacHOCTM MeOVMUMHCKUX u3genuin  yteepxagaetca KabuHeTom
MwuHUCTpOB.

4. MeouumHCKMe n3genusi, He NpolUefllMe OLEeHKYy KayecTBa M Ge3onacHoCTH,
nognexart BbiBO3y C TeppuTopun Kbipreidackon Pecnybnukn, YHUYTOXEHUIO w/unn
YyTUNU3aLun B COOTBETCTBUM C NOpsAKOM, onpeaenseMbim KabnHetom MuHUCTpOB.

CraTtbsa 20. locyaapcTBEHHbIN KOHTPOSb U HaA30p B cepe obpaLeHns
MeAULMHCKUX U3aenuu

1. YNONMHOMOYEHHBbIN rOCYyAapCTBEHHbLIM OpraH B cdepe 34paBOOXPaHEHUA
NPOBOAUT KOHTPOSfb W Haa3op 3a cobnwogeHnem TpeboBaHuMW WM npasun B cdepe
obpalleHna MeanuUHCKUX U3genun, yCTaHOBSIEHHbIX HACTOALWMM 3aKOHOM.

2. KoHTponb 1 Hap3op 3a cobniogeHnem TpeboBaHunM n npasun B cdepe
obpalleHns MeaMUUHCKUX UW3Oenun MNpoBOAUTCA B LUEensx npenoTBpalleHus
NoCTynseHuns nnm HaxoXaeHus B obpalleHun HenoOpOKa4YeCTBEHHbIX,
danbCMUUMPOBaHHbLIX MEOVUUMHCKUX U3Oennin, MeOULUUHCKUX MU3Oennn C UCTEKLNM
CPOKOM rogHOCTU U CBOEBPEMEHHOIO U3bATUSA UX N3 ObpaLleHus.

3. MNMopsgok npoBedeHNs KOHTPOSS M Haa3opa 3a cobnogeHnem TpeboBaHun U
npasun B cgepe obpalleHnsa MeanunHCKUX n3genuin cybbektamm apmMmaueBTU4ECKOn
aeatenbHocTy yTBepxaaetca KabnHetom MuHUCTpoB.

Ctatbsa 21. MOHUTOPUHI 6e30NacHOCTU, KayecTBa U 3hpeKTUBHOCTH
MeAULMHCKUX U3nenvuu

1. YNONMHOMOYEHHbIM rOCYy4apCTBEHHbIM OpraHOM B cepe 34paBOOXpPaHEHUS
NPOBOOUTCA MOHUTOPUHI ©e30MacHOCTU, KavecTBa M 3PEEKTUBHOCTU MEAMLMHCKUX
n3genun c Uenbio npeaynpexneHns M BbigBNeHUs HebnaronpuatHbiX COBbITUMN,
co3alLmx Yyrpo3y XXM3HW U 300POBbI0 YenoBeka Npu MPUMEHEHUUM U 3KCnnyaTauum
MeOMLUMHCKUX N34eNun, B TOM YMCne Npyu B3aMMoaenCTBUN NX MeXay CODOMN.

2. Cybbektbl oOpaweHna MeauuMHCKMX u3genuin  obs3aHbl coobwaTb
YrNOSTHOMOYEHHOMY FOCy4apCTBEHHOMY oOpraHy B cdepe 34paBoOXpaHEHUs O
HebnaronpusaTHbIX  COBbITUAX  (MHUMOEHTE), CBA3aHHbIX C NpodeccMoHanbLHOM
AEeATENbHOCTbIO, OTCYTCTBUM OXnaaemon 3PeKTMBHOCTU, HENPaBUNBHOM NPUMEHEHUN
N aKcnnyaTtaumMm MeguumuHCKOro nsgenus, a takke obo Bcex crny4vasix, Co3garoLumx
Yrpo3y XWM3HW W 300POBbI0 rpaxdaH, yKasaHHblX B 4YacTu 3 HacTodwen ctaTbu, B
COOTBETCTBUM C MOPSOKOM NpPOBeOeHNs MOHWUTOpPUHra 6Ge3onacHOCTW, KavecTBa U
3 PEKTUBHOCTH.

3. ®akToM 1 06CTOATENBCTBOM, CO3AAKLMNUMMN YIPO3Yy XKMU3HU U 300POBLIO rpakaaH
Npu MNPUMEHEHUN W 3JKChnyaTauMm MeauUMHCKUX W3denuin (B TOM  4ucne npu
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B3aUMOLENCTBUM MEeOULMHCKUX U3gennuin mexay cobomn), cumtatrotca HebnaronpusaTHble
COBbITUS, KOTOPbIE NPUBENU K:

1) cmepTun Yenoseka;

2) 3aboneBaHuio U TpaBMme;

3) HapyLleH1o CTPOEHUS NN (PYHKLMA opraHn3mMa YerioBeka;

4) rocnuTanuaauun unn NPoasIEHNI0 CPOKOB TEKYLLIEN rocnuTanMsaumm,;
5) MeguLMHCKOMY, B TOM YMCIEe XMPYPruyeckomy, BMeLLaTernbCTBY;

6) dyHKUMOHANbLHOMY HapyLLEHMIO Yy nfoaa, ero rubenu, BpoOXXaeHHON aHoManum
nnM pogoBon TpaBMe.

4. MoHUTOPUHI 6e30MacHOCTU, kKayecTBa U 3PDEKTUBHOCTM MEANLIMHCKUX N30eNnNin
npoBoguTca B Nopsigke,  ycrtaHoBneHHoMm  KabuHetom  MuHuctpoB  nmbo
MeXOyHapoOHbIMM  JOoroBopamu, BCTYNMMBWMMW B CUIly B COOTBETCTBUM C
3akoHogaTtenbcTBoM Kbiprbidckon Pecnybnukn.

5. 3a cokpbITue criyvyaeB U CBEAEHWUN, NPEaYCMOTPEHHbIX YacTbio 3 HACTOALLEN
cTaTbW, nuvua, KOTOPbIM OHW CTanu W3BECTHbl MO pody WX MpodecCuoHanbHou
AEeATeNnbHOCTM, HeCyT  OTBETCTBEHHOCTb B COOTBETCTBUM C  YrOSIOBHbIM
3akoHogaTenscTBOM Kbipreidckon Pecnybnuvku.

~— N N N

naBea 5. NMpon3BoacTBO U peanusaunsa MeaULIMHCKUX
n3genum

Cratbs 22. O6LMe NOosIoXeHNA 0 NPOU3BOACTBE MEAULMHCKUX U3aenumn

1. CybbekTbl, ocywlecTBnawWME NPOU3BOACTBO MEOUUMHCKMX W30ennuin Ha
Tepputopun Keiprbidckon Pecnybnukn, opraHnsyloT CBOK AEATENbHOCTb NPU Hanmyuu
NUUEH3MK, NOMyYEHHON B nopsigke, yCTaHOBNEHHOM 3akoHoAaTenbCTBOM Kbiprbi3CcKom
Pecnybnukn B cpepe N1MUEH3NOHHO-pa3peLlnTeNbHON CUCTEMBI.

2. [Mpou3BoacTBO MEAULMHCKUX M3O0enNUA  W/MNKM  MX  COCTaBHbIX 4YacTewn,
cogepxawmx noTeHunanbHO TOKCUMYHbIE XMMWYECKMEe BeLLeCcTBa, OCYLLECTBMSAKTCA C
Y4ETOM NX KaHLEPOreHHOCTWN, MyTareHHOCTM UM BO3MOXXHOMO OTPULATENBHOIO BIIUSIHUS
Ha penpoayKTUBHYH (OYHKLMIO YenoBeka.

3. 3anpewaetcsa MpouM3BOACTBO MEAULUMHCKUX WU3OEeNui, He npoLlleawmx
rocygapctBeHHyto peructpauuio B Kbiprbidackon Pecnybnuke, 3a UCKIOYEHMEM
Npoun3BoACTBa ONbITHLIX 06Pa3LoB.

CraTtbsa 23. MapkupoBKa U ynakoBka MeaULIMHCKUX U3aenumn

1. MeguuMHcKoe usgenue A0MKHO MMETb MapKMPOBKY, COAepXKaLllyto 0QHO3HAYHO
NMOHMUMaeMylo, MONHYH0 M [OCTOBEPHYI, HEe BBOASALLYIO B 3abnyxaeHne MHMOopMaLmio
ana noTpebuTtens o coctaBe, CBOWCTBAxX, NPUpPoAe NPOUCXOXAEHWUs, NPOU3BOaUTENE,
aKCMnyaTauumn Unvm NpUMeHeHUn MeauLIMHCKOro n3aenus.

2. TpeboBaHMs K MapKMPOBKE M YNAKOBKE MEOULNHCKUX U3AENUA yTBEPXKOAKTCS
KabuHeTom MUHUCTPOB, ecnn UHOEe He onpeferieHO MexayHapOoAHbIMU AOroBopamu,
BCTYNUBLLUMMUW B CUIy B COOTBETCTBUM C 3akoHoAaTenbcTBoM Kbiprbidckon Pecnybnuku.

3. Ha meguumHckme usgenua, KoTopble MeXOyHapoAHble MeAuKO-CaHUTapHble
dopMUpOBaHUA U MeXAyHapoAHble CaHUTapHO-3aNuAemMuoriornyeckne  Gpuragpl
COOENCTBYIOLLEro rocygapctBa HaMepeHbl MCNofb30oBaTb HEMNOCPEOCTBEHHO MNpwU
OKasaHMM  MeOUUMHCKUX YCryr HaceneHuto, nocTpagaBlleMy B peaynbrarte
BO3HUKHOBEHUNSA 4Ype3Bbl4aHOW CUTyauum WU/MNU BOEHHbLIX KOHMPIMKTOB, AOMycKaeTcs
NPUMEHEHNE NHOW CUCTEMbI MapKUPOBKN B COOTBETCTBUMN C 3aKOHOOATENTbCTBOM 3TOrO
rocygapcraa.
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CrtaTbs 24. Peanusauua MegMUMHCKUX nsgenum

1. OnToBas M poO3HUYHas peanu3aumst MEOUUMHCKUX U3OENUA OCyLLEeCTBNSEeTCA
cybbektamu npu HanmMuun  nUUeH3un, BblJAaBaeMOW  YNOSIHOMOYEHHbIM
rocyaapCTBEHHbIM OpraHoMm B cd)epe 34paBOOXpPaHEHMsl, B COOTBETCTBMM C
TpeboBaHuAMM HacToswero 3akoHa M 3akoHogaTtenbcTBa Kbiprbidackon Pecnybnuku B
cdepe NUUEH3NOHHO-pa3pellnTeqlbHON CUCTEMbI B 4acTW, He npoTuBOpevallen
HacTosiLemy 3akoHy.

2. Peanusauunsa MeaNLMHCKNX n3genun MOXeT OCYLLECTBNATLCS
npou3BoanUTENEM/U3roToBUTENEM nnu YNONTHOMOY€EHHbIM npeacrtaBuTenem
npou3BoauTENS, OpraHu3aumsiMm ONTOBOM WM PO3HUYHOW peanu3aunm MeanLMHCKUX
n3genun.

PO3HUYHYIO peanusaumio  MeaMUMHCKUX U3Oenuid ¢ UCMONb30BaHWEM CceTu
NHTEepHEeT MOryT OCyLLEeCTBNSATbL NULA, UMEIOLLME NTMLIEH3UIO HA PO3HUYHYIO peanunaaumio
MEONLIMHCKUX U3Oenuii.

3. Jlvua, ocyuiecTBRsioWME peannsaumnio MeguUUHCKUX U3AENUIN, OOMKHbI:

1) cobniogatb TpebGoBaHWs, YCTaHOBMEHHblE MPOU3BOAUTENEM/U3rOTOBUTENEM
MEANLVHCKUX U3Oenui;

2) obecneynTb MOHTaX U Hanaaky MeauuMHCKOro U3aenus;

3) npenocTaBnATb TEXHWYECKYHD UM SKCMNyaTauMOHHYH  OOKyMEeHTauuro
NPOV3BOAMTENS/U3rOTOBUTENS, HEOOXOOUMYIO AN NPUMEHEHUS UNK 3KCnyaTauumn u
TEXHNYeCKoro obcnyXnBaHmMs MeguLMHCKOro U3genuns, nogaepxaHus ero B ucnpaBHoOM
N paboToCNOCOBHOM COCTOSAHUU;

4) obecneunTb NauueHTa, B CryyYae peanvsaumv MeauuUMHCKOro usgenus Ans
FIMYHOIO UCMONb30BaHNSI KOHKPETHbIM MauueHTOM, HeOOXOAMMOM TEXHUYECKON wu/unu
3KCNNyaTaLuMoHHOW JOKYMEHTaUmMen, NocTaBnsieMon ¢ MeAMLUUHCKUM U3OenneM, a Takke
NPOKOHCYNbTUPOBATL Er0 N0 BONPOcam NPUMEHEHUS AaHHOIO MeANLIMHCKOIo N3aenus.

4. 3anpewaeTca peanu3aumsa MeANLNHCKUX N3OeNnii;
1) BHE opraHM3aumin No peanu3aunn MeEANLMHCKNX N3OENUN;

2) HepobpokayeCcTBEHHbIX, (hanbCUPULMPOBAHHBIX, C UCTEKLUNM CPOKOM FOQHOCTH,
npuweawmnx B HEroAHOCTb;

3) BBe3eHHbIX Ha Tepputoputo Kbiprbidackon Pecny®nunkn no NMHUM ryMaHUTapHOM
MOMOLLN.

Cybbektbl cdepbl obpalweHus MEeOUUMHCKUX WU3OEeNuih  3a  HapylleHue
YCTaHOBIEHHbIX NMpaBun peanusauum MeANUUHCKUX U3OEeSNUA HECYT OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHoAaTeNnbCTBOM Kbiprblackon PecnyGnvkn o npaBoOHapyLUEHUAX U
YrOSIOBHbIM 3aKOHOAATESNIbCTBOM.

5. lMpousBogutenn MeOULMHCKMX W3LOEeNUin, a TaKkKe opraHu3auMm OnTOBOW
peanusaunun MeguLMHCKUX U34eNun UMeT NpaBo OCYLLECTBASATbL NOCTaBKMU:

1) nuuam, NMeLNM NMLEH3NI0 B cdhepe obpalleHnss MeANLNHCKUX N3LENUN;

2) opraHmsaumsaMm  30paBOOXPaHEHWA AONs  OCYLECTBNEHWA WX  YCTaBHOW
AEATENbHOCTMU;

3) Hay4YHO-uCCreaoBaTeNbCKUM OpraHn3aumsm - Ans Hay4yHo-uccrnegoBaTenbCKom
paboTbl, 06pasoBaTeNbHbIM yYpeXaeHNam - Ansa y4ebHbix uenen;

4) rocygoapCTBEHHbIM OpraHuM3aumsM, OKasblBaloWMM YCIyrn couunaribHOro
Xapaktepa, B nopsgke, ycraHosrieHHoM KabnHetom MUHUCTPOB;

5) pmsmyeckum n topuanYecKkMM nuuam, MMEKLUM FNLEH3NI0 HA MeAULMHCKYHO
AEeATeNbHOCTb, ANA oKa3aHUA MeauLMHCKON NOMOLLM;
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6) bmsnyecknm n OPUONYECKMM NULAM B Cryyae YpesBbl4anHbIX CUTyauun npu
HanuuMM paspeLleHns  YNosTHOMOYEHHOro rocyapCTBEHHOro opraHa B cdepe
3[paBoOOXpaHeHnss B nopsake, onpegensemMoMm YnofIHOMOYEHHbIM OCYAapCTBEHHbIM
opraHom B cdoepe 30paBOOXPaHEHNS;

7) HerocyaapCTBEHHbIM (HEKOMMEPYECKMM) OpraHM3aumsam Ofis OCyLLEeCTBIEHMUS
GnaroTBOpPUTENBHON OEATENBHOCTU MPU  HaNUuMM paspelleHnst YNOSTHOMOYEHHOro
rocy4apCTBEHHOro opraHa B cdepe 34paBoOXpaHEHUs W C NpefocTaBfeHnem
WHpopmauun o pacnpefeneHum  MeUuUUHCKUX MU3Aenuin B YNOSTHOMOYEHHbIV
rocyapCTBEHHbIN OpraH B cpepe 34paBOOXpPaHEHUS.

CraTtbsa 25. XpaHeHne MeaAULMHCKUX U3penumn

1. MeguumHckme n3genus AoSmKHbI XpaHUTbCA B YCIoBUAX, obecneunBaoLLnNX UX
Hagnexalilee Ka4eCctBo, B COOTBETCTBUMN C YCTAHOBJ1I€EHHbIMU Tpe6OBaHVIﬂMVI.

2. [MpaBMna XxpaHeHWa MeauUMHCKUX u3genun onpegensitotca  KabuHeTom
MwuHucTpOB.

3. He ponyckaetca npoaneHne cpoka rogHOCTU MeOUUMHCKUX  U3genun,
HaxoadaLwwmxca B obpalueHun Ha Tepputopun Kelprbidackon Pecnybnuku.

CraTtbsa 26. Bo3Bpar, yHUUTOXEHUE U YTUNU3aLnsa MeGULUNHCKUX usnenumn

HepnobpokayecTBeHHble, hanbCUdULMPOBaHHBLIE, C UCTEKLLMM CPOKOM rOAHOCTU U
npuwegwmne B HErogHOCTb MeaULMHCKNE n3genna nognexaT obsisatensHoMy BO3BpaTy
NOCTaBLUMKY WAN  YHUYTOXEHUIO/yTUNM3auunm B COOTBETCTBUM C  MOPSLKOM,
onpegenseMmbim KabnHetom MUHUCTPOB.

Mnaea 6. UHpopmauma n peknama MeaULMHCKUX U3[ennmn

Cratba 27. UHcpopmauma o MeauLMHCKNX U3aenmax

1. Ilobaa wvHdopmauua O Bcex 3Tanax obpalleHns MeOULMHCKUX W3genvn,
BBe3eHHbIX Ha Tepputoputo Kelprbldckon Pecnybnuvku n nponsseaeHHbIX B Kblprbl3CKon
Pecnybnuke, 3a ucknto4yeHmem KoOHpmaeHUManbHON, A0mMKHA ObiTb B OTKPbITOM JOCTYNE.

2. [lonyckaeTcsa ncnonb3oBaHue nobbiX MaTepuarnbHbIX HOCUTenen nHgopmawumm
0 MEeOUUMHCKUX M3Oenusax, No3BOMSWNX XpaHUTb, nepedasaTtb U UCMNONb30BaTh 3Ty
MHopMaLnio 6e3 NCKaKEHWIA.

3. WHdopmauuss 0O MeOUUMHCKMX M3Jenuax MOXeT nybnumkoBaTbCsl B
cneumanu3mpoBaHHbIX U 0OLLMX NeYaTHbIX N UHBLIX N3OAHUSX.

4. Mpn npuobpeTeHnn MeauUMHCKOro u3aenus Ans NUYHOMO UCMNONb30BaHUSA
rpakgaHe UMEKT MpaBO Ha Mony4YeHWe MHdopMauuyM O Hagnexawlem NpPUMeHeHUK
MEeONLIMHCKOro u3aenvst u Bcelt HeobXoaAMMON TEXHUYECKON U/Mnn SKCnnyaTalMoHHON
[OKYMEHTaUun, NoCTaBNseMOon ¢ MEAULMHCKUM U3OeNMeM.

5. Ilnuo, npegocTtasnsoLee MeOULMHCKYO YCIyry MO MMNNaHTauumM MeamUUHCKOro
nspenus, 06s3aHo NPeaoCTaBUTb NaUUEHTY NOSHY MHOPMaLMIO 06 UMNNaHTUPYEMOM
n3nenuu, BKNOYaA HaMMeHoBaHWe MeOULMHCKOro u3genusl, ero npou3BoauTens,
MoZenb 1 Cepuio.

CraTtbAa 28. KoHTponb peknamMmbl MEAULIMHCKUX U34eNun

1. Peknama 3apeructpupoBaHHbIX MEAULMHCKUX W3Oenuin OcyLlecTBnsieTcss B
cooTBeTCTBUMN C TpeboBaHnsaMK 3akoHoaaTenbcTBa Keiprbidckon Pecnybnuku B ciepe
peknambl ¢ y4eToM ocOBeHHOCTeN, NpefyCMOTPEHHbIX HACTOALMM 3aKOHOM.

2. Pa3smelleHune (pacnpocTpaHeHme) peknambl MeANLNMHCKUX N3ennin NpoBoaUTCS
TOMNBLKO NPWU HanNU4nn y peknamogartens nosIoKUTENbHOIO 3aKMYeHUs no pesynbtatam
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3KCNepTU3bl  peKknaMHoro  maTepuana  MeauuMHCKUX — M3Oenui,  BblAaHHOMo
YNONTHOMOY€EHHbLIM rOCy4apCTBEHHBIM OPraHOM B cdiepe 34paBOOXPaHEHUS.

Mopsigok npoBedeHus 3KCMepTu3bl pPekraMHbIX  MaTtepuanoB  MeaULMHCKUX
nsgenun yctaHaenmaetcs KabnHetom MUHMUCTPOB.

Mpn pekname MeaUUMHCKUX W3OENWMA yKasblBalOTCS HOMEP PEerMcTpauyMoHHOro
YAOCTOBEPEHMUS 1 HOMEP 3aKITOYEHNsT pEKambl.

3. Peknama megunuuHCKMX u3genuin OormkHa cofepXaTb YKasaHue Ha TOo, 4To
AaHHas WHdOpMauus HOCUT peKnaMHbIA XapakTep, a Takke Ha HeobxoaumMmoCTb
O3HaKOMJIEHUSI C MHCTPYKUMEN MO MPUMEHEHUIO UMM PYKOBOACTBOM MO 3KCnnyaTaumm
MeANUUHCKOro N3genust Unun noslyYeHnsa KOHCynbTaunmn cneumnanmcToB.

3anpelyaeTtca uckaxeHne MHopMauun, codepkalleincs B pekname, KoTopas
Mpowna 3KCNepTM3y YMONHOMOYEHHOTO T[OCY[lapCTBEHHOrO oOpraHa B cdepe
34paBOOXPAHEHNS.

4. Peknama He AOOMMKHA NpeacTaBnATb MEAMUMHCKOE M3Aenue Kak yHuKamnbHOE,
Hanbonee adpdekTnBHOE, Hanbonee TouHoe, Hanbonee 6e3onacHoe, UCKMIOYUTENBHOE
Mo OTCYTCTBMIO HebnaronpusitTHoro cobbiTvs (MHUMAEHTAa), He AOfKHa BBOAWUTbL B
3abnyxgeHme OTHOCUTENbHO COCTaBa, MNPOUCXOXOEHUS, HOBU3Hbl MeOULMHCKOro
n3genus.

5. BanpelaeTcs:

1) peknama MeOUUMHCKMX W3Oenuin, He 3apeructpupoBaHHbIX B Kblprbi3ckom
Pecnybnuke;

2) pacnpocTpaHeHue B Lensix peknambl 06pasLoB MeauUUHCKNX U3OENUIA;

3) pacnpocTpaHeHue 1 pa3meLLeHne peknaMbl MeOULMHCKUX U3OENUIA B MeCTax u
opraHu3auusix, He MMEILLIMX OTHOLUEHMSI K HasHa4YeHWHo, UCMOMb30BaHMIO U OTMYCKY
MEONLIMHCKMX U3Oenuii;

4) pasmelleHre peknambl MEOUUMHCKUX U3OENUIA HA TPAHCMOPTHLIX CPeAcTBax M
OCTaHOBKax 06LLEeCTBEHHOIO TPaHCMNopTa;

5) paameLLeHne HapyXHOW peknamMmbl MeOULNHCKUX N30ennn;

6) ncnonb3oBaTtb 06pa3 Bpaya, nsobpaxeHve nwogen B MeANLUHCKON YHU(opMe,
npuBnekaTb Anst peknaMmbl MEOULUHCKNX 1 hapMaLeBTUYECKUX pabOTHUKOB, CCbINaThbCs
Ha MHEHMEe W3NEeYMBLUMXCA NaUMEHTOB M  UMX POACTBEHHMKOB BO uM3bexaHue
BGECKOHTPONBHOIO UCNOSb30BaHUSA MEOULMHCKUX U3OENWI;

7) npuBnekaTb Ans peknambl AeTel, UCNoNb30oBaTb NX M300paxeHns u ronoca B
pekname MeauMUUHCKUX U3Aenuii;

8) ykasbiBaTb B pekrname Ans HacereHust crnocobbl feyYeHus cregyowmx
3aboneBaHun: 3aboneBaHu, nepenaloWUXCca MOMOBbIM MNyTEM, OHKONOMMYECKUX,
NCUXUYECKNX, NOBEAEHYECKMX PacCTPOMCTB (3aboneBaHui), onacHbIX WUH(EKLMOHHbIX
3abonesaHun, BUY-nHdekumn, Tybepkynesa, caxapHoro guabera;

9) ccbinmaTtbCqd B pekname Ha pekoMeHOauun  y4YeHblX, CheumanucToB
3[paBOOXpPaHEHUs, a TakKe OOIDKHOCTHBLIX JUL, rOCYyAapCTBEHHbLIX OpPraHoB, KOTOpble
MOTYT MOOLPATb MPUMEHEHME U/MNN HAa3HaYeHUe MeOULNHCKUX U3Oenui;

10) npuBOAMTbL B pekname WHOPMAaLMIO, HE UMEIOLLY0 HEeNoCpeacTBEHHOro
OTHOLUEHUS K MEAULIMHCKOMY U3AENuIo;

11) npegnaraTb MeOUUUHCKUME U3OEenvs B KayecTBe nogapka npu ux fnokyrke B
opraHusauusax peanusauum MeanLNHCKUX N3Oenuvn;

12) ykasbiBaTb MNOKasaHWs K TMPUMEHEHUIO MEeOULMHCKUX W3Oenun, He
cofepalumecsi B UHCTPYKLMKU MO UX NPUMEHEHMIO.
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6. B cnyyae HanoxeHns orpaHWYeHUW YMNOSTHOMOYEHHbIM TOCYyAapPCTBEHHbLIM
opraHoMm B cpepe 3OpaBOOXpaHEHUA Ha MNPOU3BOACTBO, MOCTaBKY, W3roTOBMEHUe
MeANUMHCKOro U3fernuvs, a Takke B cryyasx NpMoCTaHOBIIEHUS UMW OTMEHbl AeNCTBUSA
perncTpaunoHHOro yaocToBepeHns, peknamogaTernib 06a3aH npekpaTuTb AeNCTBUS MO
pekname MeanuUUHCKOro nsaesnusi.

MnaBa 7. BB0o3 1 BbIBO3 MeAULMHCKUX n3genum

CtaTbsa 29. BB03 1 BbIBO3 MeAULMHCKUX U3aenun

1. BB03 MeauuMHCKUX wu3genun Ha Tepputopuio Kbipreidckon Pecnybnukm
OCYLLEeCTBNAETCS B COOTBETCTBUN C HACTOALLMM 3aKOHOM, MOJSIOXKEHUAMMU HarloroBoro,
TaMOXeHHOro 3akoHogatenbctBa Kbiprbidackon Pecnybnuku, 3akoHogaTenbcTBa
Kbipreiackon Pecnybnukm B cdhepe rocyaapCTBEHHOIO perynnpoBaHns BHELLHETOPrOBOM
AEATENbHOCTU, a Takke MeXAyHapoAaHbIMW A0roBopamMu, BCTYNMBLUMMW B CUIy B
COOTBETCTBUM C 3aKoHOoAaTerNbCcTBOM Kbiprbidackon Pecnybnuku.

2. BBo3 wmeguumHckux wusgenun Ha TeppuTtoputo  Kbiprbidackon Pecnybnvku
OCYLLECTBNSAETCA MNPU HanNuUuMM CBEOEHWA O BKIOYEHUUM MEOUUMHCKUX U3OENUA B
PeecTp, 3a ucknoveHnem cnyyaes, NpeayCMOTPEHHbIX YacTbio 4 HACTOSALWEN CTaTbW.

3. B cnyyasx korga MeauUMHCKME UW3Oenvst He BkNtodeHbl B Peectp, BBO3
MEONLIMHCKMUX U3L4ENUA OCYLLIECTBSIETCS NPU HaNMMYMM 3aKmnoyeHus (paspeLumTenbHOro
[OKYMEHTA), BbIAAHHOIO YMONIHOMOYEHHbLIM FOCYAapCTBEHHbIM OpraHoM B cdepe
3QpaBoOXpaHeHus, B nopsigke, onpeaensiemom KabuHetom MuHuCTpoB.

4. 3aknioyeHne (paspelumTenbHbli OOKYMEHT) Ha BBO3 MEAMLUMHCKOro uagenus
Bbl4aeTCs B Crieaylowmx cnyyasx:

1) BBO3 CTaHAaApTHbIX 06pa3sLoB MeaULMHCKUX U3Oenui, npeaHasHa4YeHHbIX Ans
3KCMNepTU3bl MEOULMHCKUX U3OEnniA;

2) BBO3 He3aperncTpupoBaHHbIX MEOULMHCKMX M3Oenuin, npeaHasHadeHHbIX ANns
OCYLLECTBIEHMS permcTpauumn MeamunHCKUX N3aenuin;

3) BBO3 HE3aperncTpuMpoBaHHbIX MEOANULMHCKUX MU3Oenui, npegHasHavyeHHbIX AN
oKasaHNs MeAMLMNHCKON MOMOLLM MO KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauueHTa
nmbo okasaHust MEeAMLMHCKOW MOMOLUM OrpaHUYE€HHOMY KOHTUMHIEHTY MauueHTOB C
penkon n/mnun ocobo TAKENoW NaTonormen;

4) BBO3 KOHKPETHOM NapTUM MEAMLMHCKUX W3OEeNUA, NpefHa3HadYeHHbIX Ons
KINMMHNYECKMX UccneagoBaHnm U/vnm UcnbiTaHUM, HE3aBMCUMO OT Hanuynsi CBEOEHUA O
BKNtoyeHnn B PeecTp;

5) BBO3 He3aperncTpMpoBaHHbIX MEAULMHCKUX U3Oenuin, npeaHasHadYeHHbIX ans
BHEOPEHUS WHHOBALMOHHbLIX MEAULIMHCKMX TEXHOMOMMi, a Takke Ans npoBeaeHust
HayYHbIX U MHbIX UCCNEAOBaHUIN 1 pa3paboTok B MeanUmHe;

6) BBO3 HE3aperMcTpMpoBaHHbIX MEAUUMHCKUX M3Oenui, npeaHasHayYeHHbIX Ans
MCMNOmNb30BaHUA B KayecTBe BbICTABOYHbIX 00Opa3LoB 6Ge3 npasBa uX AanbHenLlen
peanusauuu;

7) BBO3 3aperncTpupoBaHHbIX N HE3aperncTpUpoBaHHbIX MEAULIMHCKNX N3AENUIA N0
rocygapCTBEHHbIM nporpaMmaM B cdepe 34paBOOXPaHEHUSs WM MO FIMHWUK
rymaHuTapHom NOMOLLN;

8) BBO3 3aperucTpMpOBaHHbIX U HE3APErUCTPUPOBAHHBIX MEOULMHCKUX U3Oenun,
npegHasHa4YeHHbIX 415 OKa3aHusi NOMOLLM NPU Ype3BblYarHbIX CUTYaUUSX;

9) BBO3 MEAUUMHCKUX W3OENUN B COCTaBe MeOMUMHCKMX HabopoB W yKnagok,
npegHa3Ha4YeHHbIX HEernoCcpeaCTBEHHO MPWU OKasaHUW MeAMUUHCKUX YCIyr HacemneHuto,
nocTpajasLLEMY B pe3yribTaTe BO3HUKHOBEHNS Ype3BbIYaNHOM CUTyaLMmn U/Uv BOEHHbIX
KOHQOINKTOB;
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10) BBO3 MeOVLMHCKUX N3OeNnNin, KOTOpble MeXayHapOoaHble MedMKO-CaHUTapHble
OpMMPOBaHNA W MEeXOyHapoOHble CaHUTapHo-anugemMuornornyeckue  Gpuragbl
HamMepeHbl MCMNoNb30BaTb HENOCPeaCTBEHHO TMpU  OKa3aHUM MeOULMHCKUX  YCryr
HaceneHuio, NocTpagaslleMy B pe3yfnbTaTte BO3HUKHOBEHUS Ype3BblbaniHOM cUTyaumu
N/MNn BOEHHbIX KOHMINKTOB;

11) BBO3  He3aperucCTpupoBaHHbIX  MEAWUUHCKUX  U3genvin B pamKax
MeXOYyHapOoOHbIX JOrOBOPOB, BCTYNMBLUNX B CUINY B COOTBETCTBUM C 3aKOHO4ATENbCTBOM
Kblpreiackon  PecnyGnuvkn, ana peanu3auum  nporpaMmm/mpoektoB B cdepe
34paBOOXpPaHEHMS.

5. Hanuumna ceegeHuMn O BKOYEHUN MeOUMUMHCKUX u3genun B PeecTtp w/unu
3aknoyeHns  (paspelmTesibHOro [OKYMeHTa) Ha BBO3 MeAWMUMHCKOro  usfgenus,
BblaBaeMoro YNOSTHOMOYEHHbIM rocygapCTBEHHbIM opraHom B cthepe
3[paBooXxpaHeHus, He TpebyeTcsa B CrieQyoLmx cryyvasx:

1) BBO3 pU3MYECKUMU NMLAMU 3apEerncCTPUPOBaHHbIX U HEe3aperncTpupoBaHHbIX
MEONLIMHCKMX U3OEeNniA B KayecTBe TOBAPOB ANs JIMYHOrO Nofb30BaHUS;

2) BBO3 3aperncTpmpoBaHHbIX U HE3aperncTpupoBaHHbIX MEAULMHCKUX U3Oernuvn
ANS NevYeHna naccaXxvpoB W YSIEHOB 3KUNAaXKeW TPaHCMOPTHbIX CPeacTB, NoesgHbiX
Gpurag v BoguTenen TpPaHCNOPTHbLIX CPeACTB, NPUObLIBLLMX HA TAMOXEHHYIO TEPPUTOPUIO
EBpa3snnckoro 3KOHOMUYECKOro co3a, B anTeykax nepBon MOMOLLM 3TUX TPAHCMOPTHbLIX
CpeacTB B OrPaHWMYEHHOM  KONMYyecTBe, oOnpedenieHHOM  3akoHo4aTenbCTBOM
rocygapcrea MX peructpauuun, ecnm MHoe He NpefyCMOTPEHO 3aKoHOAAaTeNbCTBOM
Kbiprbiackon Pecnybnunkmn B cdpepe TaMOXXEHHOro peryfimpoBaHus;

3) BBO3 3apermcTpmMpoBaHHbIX U HE3aperMcTPUPOBaAHHbIX MEeOULMHCKUX U3L4ennii
ANS FIeYEHUs1 YYaCTHUKOB odumuManbHbIX MeXOyHapoOHbIX HayyHbIX, KynbTYPHbIX,
CMOPTUBHbIX MEPOMNPUSATUI N YH4ACTHUKOB MEXAYHaPOAHbIX 3KCNeaNLNIA;

4) BBO3 3aperncTpupoBaHHbIX U HEe3aperncTpupoBaHHbIX MEOUUWNHCKUX U34enui
ANS1 UCNonb30BaHUs paboTHUKaMKU OMNIIOMaTUYECKOro Kopnyca unn npegcraButensamm
MeXOYHapOoOHbIX OpraHM3auun, akkpeamToBaHHbIX B Kbiprbidckon Pecnybnuke.

6. [lopsgok BBO3a MEAUUMHCKUX uU3genun Ha Tepputoputo  Kblprbi3cKom
Pecnybnuku, onpeaeneHuns kateropum MeauumMHCKNX n3gennin, paspeLlleHHbIX K BBO3Y Ha
OCHOBaHUW 3akNioveHuss (paspeLlumMTenbHOro [[OKyMeHTa) Ha BBO3 MeAMLUHCKOro
n3genusa ynonHOMOYEHHOro rocy4apCTBEHHOro opraHa B cdpepe 34paBoOXpaHeHus, a
TaKke Bblgauu 3aKIOYEHUS WM OTKasa B BblAaye 3akriyeHus (paspeLlumTenbHOro
AOKyMEHTa) Ha BBO3 MeAMLMHCKOro nsgenus yctaHasnmpaetcs KabnHetom MuHuUcTpos.

7. MeguumHckne nsgenus, npegHasHayeHHble Ansa rymaHuTapHbIX Lenen, BBO3ATCA
Ha Tepputopuio Kbiproiackon Pecnybnuku B nopsgke, onpegensiemom KabGuHetom
MwuHucTpoB.

8. OcTaTou4HbIA CPOK FOAHOCTU MEeOUUMVHCKUX W3OEeNvA, BBO3UMMbIX MO JIMHUMK
rymaHUTapHou nNoMoOLUW, K OgaTe BBO3a LOSMKEH COCTaBfsATb HE MeHee [ABeHaauaTtu
MecsaueB Ond MeAMUUHCKUX M3OEeNUnM CO CPOKOM rogHocTu Gonee O4HOro roga M He
MeHee 50 NpoLEeHTOB OT BCEro cpoka rogHOCTU - ANt MeAULMHCKUX U3OeNNn CO CPOKOM
roAHOCTW OOVH rog U MEeHee.

[laHHblEe Tpe6OBaHI/1$I HE pacnpocTpaHAlTCA Ha wu3genma MeaununHCKOro
Ha3Ha4YeHuA, AnAa KOTOpbIX HE yCTaHaBIIMBAOTCA Tpe6OBaHI/IFI No CPOKYy rogHocCTu, a
TakKxXe B CJiydadX OKa3aHuA a,D,peCHOIZ NMOMOLLN.

Cratbsa 30. Jluua, nmerowme nNpaBo Ha BBO3 MeAULMUHCKUX U3genium Ha
Tepputopuio Kbiprbizackon Pecnybnukm

Ha tepputoputo Kbipreidckor Pecnybnvkn meguumHcKue n3gennsa MoryT BBO3UTb:
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1) npousBoaMTENN  MEAVMUMHCKMX U3genui ana  uenem  CoBCTBEHHOro
Npon3BOACTBA;

2) dapmaueBTUYECKME OpraHM3aunn, 3aHMMalomMecss OMTOBOM peanuaaumen
MeANUUHCKUX n3aenun,

3) Hay4HoO-uccregoBaTenbCkne opraHusauun, obpasoBaTernbHble OpraHu3auuu
BbiCLLEro npodeccmoHanbsHoro obpasoBaHusl, NPOU3BOAMTENN MEOULMHCKUX M3OENUn
Ansa pas3paboTok, uccrnefoBaHnin, KOHTponst 6e3onacHoOCTU, kadecTBa, 3PEKTUBHOCTH
MEOULNHCKMX U3OENNA NPY HaNM4Ynmn paspeLleHns ynonHOMOYEHHOMO rocyAapCTBEHHOMO
opraHa B cepe 34paBOOXpPaHEHNS;

4) opraH13saLmm 3gpaBoOXpaHeHNs1 BHE 3aBUCUMOCTM OT hopM COBCTBEHHOCTU AN
OCYLLECTBMNEHUA MX YCTABHOM AeATENbHOCTM B nopsiake, onpegensiemom KabuHeTom
MwuHuCTpPOB;

5) opraHusauun, ocyllecTBnswLWME BBO3  MEOULUMHCKMX  U3Zenunm  no
rocygapCTBEHHbIM nporpaMmaM B cdepe 34paBOOXPaHEHUss WM MO FIMHWUK
ryMaHuTapHOW NOMOLLN;

6) dunanyeckme nuua Ang NIMYHOro UCNONb30BaAHNS;

7) ynONHOMOYEHHblE MpeacTaBuTenbCTBa (bunuansl) Unn [OBEpeHHble nuua
MHOCTPaHHbIX OpraHuM3aumin - gepxaTtenen perncTpaumoHHbIX YOOCTOBEPEHUN W/MNn
npousBoguTenen MeanumMHCKUX 3genuin ona uenen permcrpaumm n/mnmn aKkecnepTunaol,

8) opraHuMsauuu, OCYLLEeCTBASKOWME BBO3 MEOUUMHCKUX MU3OeNunM B pamkax
MeXOYyHapOoOHbIX JOrOBOPOB, BCTYNMBLUNX B CUIY B COOTBETCTBUM C 3aKOHO4ATENLCTBOM
Kblpreiackon  Pecnybnukn, gns  peanusauum  nporpaMmm/npoektoB B cdepe
34paBOOXPaHEHMSI.

Cratbs 31. 3anpeLlieHHble K BBO3Yy MeAULIMHCKME u3aenuvs
1. 3anpewaetca BBO3 Ha Tepputoputo Kelpreidckon Pecnybnuvku:

1) He3aperncTpMpoBaHHbIX MEOULMHCKUX U3genvin, npeaHasHavyeHHbIX AN
rYMaHuTapHbIX Lenen, npu OTCYTCTBUW perncTpauumn B CTpaHe-npousBoguTene unu
CTpaHe-O0oHOopE;

2) HegobpokavyeCTBEHHbIX /UK hanbCUOULMPOBAHHBIX MEOULMHCKUX U3OESUN;

3) MeauuMHCKMA un3fenui, ObiBlUMX B ynoTpebneHuu, B crydae OTCYTCTBMUSA
AOKYMEHTOB OT MpOu3BOAMTENSA, MOATBEPXAAWNX (PakT MX BOCCTaHOBEHUSA
(Mogudumkaumm) n BO3MOXHOCTU AN MEOULMNHCKOTO NPUMEHEHNS;

4) MeANLUNHCKUX U3OEeNUI, 0O UCTEYEHUS CpOKa FOAHOCTU KOTOPbIX OCTaeTCA MeHee
O[HOMN TPEeTU OT BCEro Cpoka rogHOCTU Ha MOMEHT BBO3a Ha Tepputoputo Kbiprbi3ckon
Pecnybnuku, 3a ncknoyeHmem MeauumMHCKNX U3genumn, He MMeKLLMX CPpoKa roAHOCTM.

2. lNonoxeHne nyHkTa 4 4Yactn 1 HacTosILEN cTaTbW HE PacnpPOCTpPaHseTCs Ha
MeANUVHCKNE Un3denusi, npeaycMoTpeHHble ctatben 16 M 4vactbto 5 cratbm 29
HacTosiLero 3akoHa.

Cratbs 32. OTBETCTBEHHOCTb CYyObLEKTOB OOpalleHnss MeaAULIMHCKNX
nspenvn

Jlnya, BMHOBHLIE B HapyLweHnn HacTtodLllero 3akoHa, HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUN C 3aKOHOOATEJIbCTBOM Kblpfbl3CKOI?1 PeCI'Iy6J'II/IKI/I O MnpaBOHapyLWeHnAax n
YronoBHbIM 3aKOHOAAaTEeJ1IbCTBOM.

MnaBa 8. 3aknrounTenbHbIe NONoXeHnsA

Cratbs 33. NepexoaHble NONOXEHUA
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1. TpeboBaHua npaBun Hagnexawen npakTukn ana cybbekToB obpalleHuns
MeanuuHcknx magenun Kelprolackon Pecnybnukm BcTynawoT B cuny He nosgHee 31
nekabps 2030 roga B nopsgke, yctaHoBneHHOM KabnHetom MWHUCTPOB, ecnv MHOE He
npeaycMoOTPEHO MeXAyHapOoa4HbIMW 4OroBOpaMu, BCTYNUBLLUMMMK B CUITy B COOTBETCTBUM
C 3akoHogaTenbcTBOoM Kbiprbidckon Pecny6nuvku.

2. PeructpaumoHHble yOOCTOBEPEHWs, BblAaHHblE Ha MeOWUMHCKME Wu3denus,
3aperncTpmpoBaHHble Ha Tepputopun Kbipreidcko Pecnybnunkm o OHs BCTYNNEHUs B
cuny HacrosiLero 3akoHa, 4eNCTBUTENbHbI 40 UCTEYEHMS CPOoKa UX AENCTBUS.

Cratbs 34. BctynneHue B cuny HacTosiLero 3akoHa
1. HacTtosawmn 3akoH BCTynaeT B Cuiy co AHs odumumnanbHoro onybrmkoBaHus.

2. KabmHeTy MUHUCTPOB B LUECTUMECHYHbIN CPOK MPUBECTM CBOW pELLUEHMS B
COOTBETCTBME C HACTOSALUNM 3aKOHOM.

3. MpnsHaTb yTpaTUBLLIUMK CUNY:

1) 3akoH Kbipreidckon Pecnybnuku "O6 obpalleHnn MeguumHCcKnx msgenumn” ot 2
asrycta 2017 roga Ne 166 (BegomocTtun Xoropky KeHewa Kbipreiackon Pecny6nukn, 2017
r., Ne 7-8, c1.768);

2) 3akoH Kbiproisckon Pecnybnvkun "O BHeceHMM W3MEHEHUM B HeKoTopble
3akoHogaTtenbHble akTbl Kbiprbiackon Pecnybnukn (B 3akoHbl Kbiprbidackon Pecny6nmvku
"O6 obpauleHnn nekapcTBeHHbIx cpeacts”, "O6 obpauleHnM MeanunHCKux nsgennin™)”
oT 3 mas 2018 roga Ne 44 (BegomocTtun Xoropky KeHewwa Keipreidckon Pecnybnukn, 2018
r., Ne 5, cT.277),

3) crartbto 3 3akoHa Kbiprbidckon Pecnybnvkn "O BHeCeHUW W3MEHeHWn B
HeKoTopble 3akoHoaaTenbHble akTbl Kbiprbidackon Pecnybnuku (B 3akoHbl Kblprbl3ckomn
Pecnybnukn "O mexayHapooHOW —ypesBblManHon —nomowwm”, "O6 obpauieHun
nekapcTBeHHbIx _cpeacTts”, "O6 _obpauieHnn meguumHckmx msgenmn")' ot 25 asrycra
2020 roga Ne 144 (raseta "OpkuH-Too" oT 1 ceHTsa6pa 2020 roga Ne 69).

Mpe3npeHT
Kbiprbizckon
Pecny6nuku C.H.)KanapoB

MpuHAaT XXoropky

KeHewem

Kbiprbizckoun

Pecny6nukm 22 Hos6psa 2023 ropa
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