PeweHuve CoBeTa EBpa3snnckom 3KOHOMMUYECKOM KOMUCCUUN
ot 12 peBpans 2016 r. N 29
«0 npaBunax NPoBejeHNA KINHNYECKNX U KNMHUKo-nabopaTopHbIx
ncnbiTaHUn (MccnegoBaHN) MeAVNLUHCKUX U3gennumn»

B cooTBeTCcTBMU C NYHKTOM 2 cTaTtby 31 JoroBopa o EBpasvmckomM 3KOHOMUYECKOM
coo3e oT 29 maga 2014 roga, nyHkTamu 4 n 5 cratem 4 CornaweHua 0 eguHbIX
NpUHYMNax v npasunax obpaweHna MegnyuHCKUX n3gennin (M3genmim meguymnHCKoro
Ha3HaYeHUda N MegUUNHCKOW TexXHWKWU) B pamMkax EBpasmmckoro 3kKoHOMUYECKoro
coto3a ot 23 pekabpa 2014 roga, nyHktamu 105 n 106 npunoxkeHna N 1 kK PernamenTy
paboTbl EBpa3sunckoy 3IKOHOMUYECKOW KOMWUCCUW, YTBEPXAEHHOMY PeweHvem
Boicwero EBpasmnickoro 3KOHOMMYECKoro coBeTta OT 23 pgekabpsa 2014 r. N 98, un
PeweHnem Boicliero EBpasmnckoro 3KOHOMMYeckoro coseta oT 23 gekabpa 2014 r. N
109 "O peanmsayuum CornaweHms 0 eAuHbIX NPUHYMNAx v npasunax obpaweHwms
MeguLVHCKNX nsgennn (M3genmin MeanynHCKOro Ha3HauyeHns N MeguLUHCKOWN TEXHUNKN)
B pamMmkax EBpa3snnckoro akoHoMmmnyeckoro coto3a" CoseT EBpa3nnickom 3KOHOMMYECKOW
Komwuccumn PELLINIT:

1. YTBepounTtb npwunaraembie [lpaBuna npoBefeHNd KIIMHUYECKUX W KITMHUKO-
nabopaTopHbIX UCNbITaHUN (UCCNEefOBaHNI) MeAULUHCKNX N3OeNNA.

2. YCTaHOBUTbL, UYTO ANS MeaMUUHCKUX W3Lenun KNaccoB MNOTEHYUMANbHOro pucka
npumeHenmna 3, 26 U MMNNAHTUPYEMbIX MEAULUUHCKUX WU3OENNA  KIWHUYECKME
NCNbiTaHWA (UCCNefoBaHMA) B Uenax perncrpayum AOSMKHbI MPOBOAUTLCA B dbOopMe
MHOIOUEHTPOBbLIX WCMAbITAHWW (UCCnegoBaHMN) WU COOTBETCTBOBATb O4HOMY W3
cnefyrowmnx ycnoBun:

d) KIMHNYeCcKMe WucnbiTaHWa (MccnefoBaHWs) NpPOBefeHbl B COOTBETCTBUM C
3aKoHOAATeNbCTBOM rocyfapcTs - unieHoB EBpa3sniickoro 3KOHOMUYeCcKoro co3a 1 Ha
nx Tepputopuax Ao 1 aHeapsa 2016 r. (no paTe nocnegHero BM3uTa nocnefHero
naymeHTa nnm cybbekTa ncnoiTaHus (MccnegoBaHns)) Ny NPOA0IKaNM BbIMONMHATLCA
Nno cocToaHMI0 Ha 1 aHBap4 2016 r. (Npy 3aBepweHHOM Habope nayneHToB);

B) kKNnMHNUeckne ncnbiITaHnsa (MccnegoBaHVA) NPOBEAEHBI HA TEPPUTOPUNAX FOCYAapCTB,
He ABNAKWMNXCA uneHaMmn EBpa3nnickoro 3KOHOMMYecKoro cow3a, 4o 1 aueapsa 2016 .
(no paTe nocnegHero BU3MTa MOCAeAHEro nayveHTa wunu cybbekTa wucnbiTaHu
(nccnepoBaHW4)) NN NPOAOIIKANM BbIMNOMHATBCA NO COCTOAHMIO HAa 1 aHBapa 2016 .
(npn 3aBepweHHoOM Habope naymeHToOB) B COOTBETCTBUM C PeEKOMEHAAUUNAMMN
Me>xxagyHapoaHoro doopyma perynatopos megmyuHckux nagenun (IMDRF);

B) KIIMHNYECKMEe NCNbiTaHnsa (nccnegoBaHns), MHUUMMPOBaHHbIe nocne 1 auBapsa 2016
r., NpoBeAeHbl B COOTBETCTBUM C NPaBoM EBpasnmckoro aKOHOMMYeCKoro cok3a, npu
3TOM OOHO U3 KIIMHUYECKUX MCAbITaHUA (MnccnepgoBaHWW) nNpoBedeHo B OAHOM M3
rocyaapcTs - unieHoB EBpa3unnckoro 3KOHOMUYEeCKoro cow3a.

3. HacTtoswee PeweHne BCTynaeT B cuiy No ucredeHun 10 KaneHAapHbIX QHEW C AaThl
BCTynsieHna B cuny NpoTokona, nognucaHHoro 2 gekabpa 2015 ropa, o npucoeguHeHUN
Pecnybnukn ApmeHuns Kk CornaweHnio o eanHbIX NpUHYMNax u npasuniax obpaweHusa
MeguLVHCKNX nsgennn (M3genmin MeanynHCKOro Ha3HauyeHns N MeguLUHCKOWN TEXHUNKIN)
B pamMmkax EBpa3unmnckoro 3KOHOMMYECKOoro cor3a ot 23 gekabpsa 2014 roga, HO He paHee
yemMm no mctedeHnn 10 KaneHpapHbIX AHEN C AaTbl opmymanbHoro onybnukoBaHua
HacToswero Pewerns.
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UneHbl
CoseTa EBpa3ninckon 3KOHOMUYECKON KOMUCCUMN:

Ot Pecnybnunkun ApmeHns
B.rabpuengan

Ot Pecnybnunkun benapycb
B.MaTioweBcknm

OT Pecnybnukmn KasaxctaH
b.CarnHTaes

OT Kbipreisckon Pecnybnukn
O.MaHkpaToB

OT Poccnickon ®egepayumu
W.lysanos

YTBEepXxaeHsbl

Pewenvem CoBeTa

EBpa3unnckor 3KOHOMUYEeCKOoW KOMUCCum
oT 12 doeBpana 2016 r. N 29
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NMPABUIIA
NPOBEAEHUA KNMTMHUYECKUX U KNMMHUKO-NABOPATOPHbIX UCNbITAHUA
(MCCNEAOBAHUUN) MEANLMHCKUX U3 AENTUN

. O6Wne nono>xeHnd

1. Hactoawwe lNNpaBuna pa3paboTaHbl B COOTBETCTBUM C MYHKTOM 2 cTaTtbu 31
[orosopa o EBpa3snnckom 3koHoMuyeckom coro3e oT 29 masa 2014 roga, nyHKTamm 4 n
5 ctatbu 4 CornaweHns o0 eagunHbIX NPpUHYMNax u npasunax obpaweHna meanymnHcKmnx
n3genun (M3gennn mMegnyUHCKOro Ha3HAYeHUsT U MegULUMNHCKON TEXHUKW) B pamMKax
EBpa3unnckoro sKOHOMMYEeCKOro cok3a oT 23 aekabps 2014 roga v ycTaHaBNMBaOT B
pamkax EBpa3nmnckoro akoHoOMM4yeckoro cor3a (ganee - Coro3) npaBuna npoBefeHusd
KIMVMHNUYECKNX U KIIMHWUKO-NabopaTopHbIX UCNbITaHUW (MCCnefgoBaHMn) MeanymMHCKNX
n3genumn.

2. Ona uyenen HacToswwux [paBun MCNONb3YHOTCA MNOHATUS, KOTOPble 03HauaroT
cnepyrouyee:

"aHanuT" - KOMNOHEeHT NpPobbI C 3MEPMBIM CBOVNCTBOM;

"aHanuTuueckana 3pheKTMBHOCTbD MEANLMHCKOro v3genusa Ans ANarHocTuKM in
vitro" - cnocobHoCTb MeguMUUHCKOro mn3genusa Ans AUarHocTUKW in vitro BbiIgBNATb
NPUCYTCTBUE WX ONpefensaTb COAEpPXXaHMe KOHKPETHOro aHanuta B buonornyeckon
npobe;

"ayaAnT KINMHUYECKUX ucnbiTaHunm (uccnepoBaHnn)" - cucTemaTmyeckas w
He3aBMCMMas NPoOBEpPKa AOKyMeHTauunm, MeponpusaTnin, CBA3aHHbLIX C NpoBefeHunem
NCNbITaHNA (MCCNefoBaHUA), U OEATEeNIbHOCTM CTOPOH, YYacTBYHOWMX B NpoBegeHun
KIMHWYECKOro ucnbliTaHna (uccnegoBaHuMs)  MeaAWUMHCKOro  u3genus, KoTopas
NpoBOAUNTCA AONA MOATBEPXAEHUS  BbINOSIHEHWA MEpPOoNpuUATUA  OUEHMBAemMoro
ncnbiTaHna  (nccnepoBaHud), diakTa MPOBEAEHUA  KIMHMUECKOro  UCNbITaHu
(nccnepoBaHu4), @ TakkKe ANg OUEeHKM COOTBeTCTBUSA npoyeayp cbopa, aHann3a gaHHbIX
N OTUYETHOCTU TpeboBaHMAM NpOrpamMmbl KIIMHUYECKOTO UCNbITaHUSA (MCCnenoBaHns),
CTaHAAPTHbIX OMNepayvoHHbIX npoyeayp W TpeboBaHMAM  3aKoOHOQATENbCTBA
rocypapcTts - uneHos Cowo3a;

"Bpowopa uccnepoBartenss" - CBOAHOE W3NOXEHVE aKTyanbHOW KIMHUYECKOW W
HeKnNHu4Yeckon nHdpopmayum ob nccnegyemom mMeguyUHCKOM U34enuu, OTHOCALWEeNncs
K KITMHNYEeCKOMY NCNbITaHUIO (UCCefoBaHno);

"ABOMHOM cnenon meTtoa" - npoyegypa KINMHUYECKNX NCNbiTaHn (MccnefoBaHning, B
KOTOpPOW CcybbekTbl ucnbiTaHMn (UCCefoBaHMM) U MCCneaoBaTeNn, yyacTByHWME B
nonyyeHnn n obpaboTke NepBUYHBLIX AAHHbIX, HE OCBEAOMJIEHbl O (PaKTUUECKOM
NPUMEHEHN K cybbekTam mcnblTaHUM (MCCneaoBaHW) BO3AENCTBUA MeAULUUNHCKOTO
n3pnenuvs;

"AN3anH KNUHNYECKOro ucnbiTaHusa (nccnegoBaHuA)" - MeToaoN0rMa NpoBefeHns
KIMMHMYECKOro NcnbliTaHnA (MccnegoBaHns) C yyacTUEM YenoBeKa B KavecTBe cybbekTa
nccnegoBaHmMs, € MNOMOLWbLHD  KOTOPOro MAaHMPYETCA NOoAyunTb CTaTUCTUYECKU
AOCTOBEpHbIE [JOKasaTenbCTBa KMHMYeckon besonacHoctn v 3ddekTMBHOCTU
NCcnbiTyemoro (Mccnegyemoro) MeaVUMHCKOro u3genus, BKAKuJakwwas B cebd
NCNONb30BaHNE KOHTPOSbHbIX rpynn cybbekToB ucnbiTaHMa (UccnegoBanms), u (nnn)
pacnpegeneHne cybbekToB wucnbITaHUM (UCCNegoBaHWM) NO rpynnam  CriyyavHbiM
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obpasom, n (Mnn) ncnonb3oBaHVe OQMHAPHOr0 UV ABOWHOIO CJIENOro MEeToAa, @ TaKXKe
BblOOP OCHOBHbIX U AONONTHUTENbHbIX KOHEUHbIX TOUEK;

"AoNonHUTEeNbHas KOHEYHaAa ToukKa" - nokasaTenb (nokasaTtenu), UCnosb3yembiv Ang
NPOBEpPKN AONONHUTENbHOW r’MNOTe3bl KINMHUYECKOro NCNbITaHns (uccnefoBaHmng);

"3aKOHHBbIN npeacTaBuTenn” - dV3Myeckoe N HPUANYECKOe 1Yo, KOTOpoe B
COOTBETCTBUW C 3aKOHOAATENbCTBOM rocyAapcTea - uneHa Coro3a vmeeT nNpaso AaBaTb
MHAOPMVPOBAHHOE COrnacue Ha yyacTme B KIMHUYECKOM UCNbITaHum (nccnegoBaHum)
OT MMEHU NOTEHUMANbHOro cybbekTa nucneliTaHnsa (nccnegoBaHmns);

"3agBuTenn” - wpuanyeckoe nnu usnyeckoe nMyo, SBNAKLWEECAS WHMLYMATOPOM
KIMHWYECKOro wucnbiTaHnga (MccnegoBaHud) M Hecywee OTBEeTCTBEHHOCTb 3a ero
opraHm3sayunio n (Mnm) UHAHCUPOBAHWE;

"HanBMAYyanbHas perncrpayuoHHasl KapTa"' - OOKYMeHT, npefHa3HaueHHbin Ang
BHECeHUs B Hero BCeW npegycMOTPEeHHOW MporpamMmMon UcnbiTaHusa (UccnepoBaHums)
nHdopmMaynm o Kaxxgom cybbekTe ncnoiTaHus (uccnegoBaHng);

"MHCNekKyns KIIVIHNYEeCKoro MCNbITAaHNA (uccnepoBaHmng)" - jencrteue
YNONMHOMOUEHHbIX  OpraHoB, 3akfwuyawujeecds B  odmymanbHOW  NpPOBEPKEe
AOKyMeHTayunn, obopynoBaHMs, WHbIX MaTepuanos, WMEHWNX OTHOWEeHUe K
KINMHWYECKOMY UCNbITaHMIO (MCCNefoBaHul) MeAUUNHCKNX N3Oenn, HaxXoasawmnxca B
nccnegoBaTenbCKOM LEHTPE, NOMELWeHNAX 3a9BUTENY, @ TAaKXKe B MHbIX OpraHn3aymnsx,
VMEKLWMNX OTHOLWEHVE K MUCAbITaHMK (UCCnefoBaHuio), B Nopsagke, YCTAHOBAEHHOM
3aKOHOAATEeNbLCTBOM rocyaapcTs - uneHoB Cold3a v MexayHapoaHbIMW AOr0OBOpaMu m
aKTamu, cocTasngawowmmm npaso Coro3a;

"HdpopMypoBaHHOe cornacve" - MNUCbMEHHbIV JOKYMEHT, B KOTOpPOM cybbekT
ncnbiTaHWga (MCCnegoBaHWS) WAWM ero 3aKOHHbIW NpeacTaBuTeNb NoATBepXXaaeTt
A0bpoBONLHOE COrNacve Ha yyacTme B KINVHUYECKUX UCNbITAHNAX (MccnegoBaHUsx) Ha
OCHOBaHUM NPeACcTaBAEHHOW eMy MOSIHOW MHQOpMayunM 0 KAVHUYECKOM UCMbITaHUN
(nccneposaHunn);

"ucnbiTyemoe (nccnegyemoe) meavuluMHCKoe usaenue” - MeguUUHCKOe wn3genue,
KOTOpoe B X0Ae KIMHWUYECKOro wWcnbiTaHusa (unconepgoBaHus) WAM KITUHUKO-
nabopaTopHbIX WCNbITaHUW (UCCNefgoBaHW) ANS  MeAUUUHCKUX U3genun  ang
ANArHOCTMKM  in  vitro oyeHwBaeTcs Ha npegmeT besonacHocT w (Unn)
3ddeKkTUBHOCTY;

"nccnegoBarenns” - hM3nyeckoe NMUo, OTBETCTBEHHOE 3a NPOBEAEHME KITMHNYECKOTO
NCNbiTaHWA (MCccnegoBaHns) B MeANLUHCKOW OpraHn3ayuv unm apyrom paktmnueckom
MecTe NpPOBEeAeHns UCNbITaHUA (UccnegoBaHUs) B Cllydae MNpOBEAEeHUS KITUHUKO-
nabopaTopHbIX WCNbITaHMW (UCCNefgoBaHW) ANA  MeAUUUHCKUX U3genun  ang
OVAarHocTukM in vitro. B cnyyae ecnm wucnbiTaHWe MPOBOANTCA KOMSIEKTUBOM
nccnegoeaTenenr,  pPykoBOAWUTENb  AAHHOrO  KOMIEKTMBA  ABASETCHA  [NaBHbIM
nccnenoBaTenem;

"knuHnko-nabopaTopHblie ncnbiTaHua (nccnepgoBaHUA) MeAVMLUHCKOro msgenus
ANS  AVArHocTukM in vitro" - cucTemMaTvuyeckne WCNbITaHUA aHanUTUUYecKux
XapaKTepuUCcTUK 1, roe NpUuMeHUMo, KInMHnyeckon 3ddeKkTUBHOCTW, NPOBOAMMbIE C
Lenbio yCTAaHOBNEHUS Uy NOATBEPXXAEHNS COOTBETCTBUS MeAULMHCKOro n3genvs ans
AVArHOCTUKM in vitro Ha3HauYeHno, yCTAaHOBNEHHOMY NPOVU3BOAUTENEM;
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"kKnuHuueckan 3ppeKTMBHOCTb MeAULUHCKOro n3genvs Ans AMarHoCcTuKm in vitro"
- cnocobHOCTB MeAMUMHCKOro wW3genus ONd [OUMarHocTuky in vitro noka3biBaTb
pe3ynbTaTbl, KOPPENUPYHOLWWE C KOHKPETHBbIM KIMHUYECKUM UK hrn3nonornyeckum
COCTOSHMEM B Uenesov nonynayun npu ero NPUMEHEHUN nNpegHa3HaUeHHbIM
nonb3oBaTenew;

"KNMHNYEecKMe pAaHHble" - faHHble nNo be3onacHocTu n (Mnn) 3dPPeKTMBHOCTY,
NOSTYYEHHbIE NMPU KIIMHUYECKOM NPUMEHEHUN MeANLUNHCKOro nsgenms. KnmHnueckmmn
AaHHBIMN TakKXKe ABNYAKTCA AaHHble no besonacHocTn mn (Mnn) 3ddekTUBHOCTK,
Nosy4YeHHbIe npwu KIMMHUYECKOM NPUMEHEHUN MeanLNHCKNX n3genun,
3KBMBAJIEHTHOCTb KOTOPbIX PACCMAaTPUBAEMOMY MEANLVHCKOMY N3OENNO MOXET bbiTb
[0Ka3aHa;

"KNMVMHNYEecKne wucnbiTaHua (nccnepgoBaHUs) MeaULUMHCKOro m3genusa" - nioboe
ncnbiTaHWe (UCCnefoBaHME) C y4acTUEM YenoBeka B KauecTBe cybbekTa mcnbiTaHug
(nccnepoBaHug), npoBogMMOEe C  yenbkd wu3ydyeHms BesonacHoctm wn (nnn)
3ddeKTUBHOCTM WCMbITYEMOro (Mccnegyemoro) MegumuyuHckoro wusgenusa v (unw)
MeToAa AMAarHoCTUKN U SIEYEeHNS!, CBA3AHHOIO C ero NpUMEeHEHNEM;

"KNnUHUYecKoe fokasaTenbcTBo 3pchpekTMBHOCTM N BesonacHocTu meanLUVHCKOro
n3genua" - 0TUeT, NOATBEPXAALW U KNNHNYECKYH 3ddhekTBHOCTb 1 Be3onacHocTb
MEeANLVNHCKOro M34ennsa rnpu ero UCNosib30BaHMM NO Ha3HAYEHUHO, YCTAHOBNEHHOMY
Npon3BOAVNTENEM, HA OCHOBE KITMHNUECKNX AaHHbIX;

"KNUHUYecKoe fokasaTenbcTBo 3pchekTMBHOCTM 1 BesonacHocTn meanUVHCKOro
n3genuna anst AMarHoCcTUKM in vitro" - oTueT, cogep>xaw i AaHHble, NOATBEPXAAKOLW e
HayuyHyl0 0OOCHOBAHHOCTbL aHanuTa, aHanuTuueckyw 3EeKTUBHOCTbL W, rAe
NPUMEHNMO, KITMHUYECKY 3DheKTUBHOCTb MeANLVNHCKOIo U3Aennsa ofa AMarHocTuKn
in vitro npn ero NcNonb30BaHMM N0 Ha3HAUYEHWHD, YCTaHOBITIEHHOMY NPOV3BOANTENEM;

"KOMUTET NOo 3TUKe" - HEe3aBUCMMbIV 3IKCANEepPTHbIV OpraH, KOTOpPbI paccMaTpuBaeT
Bonpocbl obecneveHus npas, be3onacHoCcTM M OXpaHbl 340p0BbA  cybbekToB
NcnbiTaHun (MccneaoBaHnn);

"KOHTpONbHOEe MeauLUHCKOe u3aenve' - n3fgenvie, UCNofb3yemoe B KIIVHWYECKOM
NcnNbiITaHUM  (MccnegoBaHUK) AN CPAaBHEHUSE C MCAbITYeMbIM — (MCCnegyembim)
MeagULIMHCKNM N30ennem;

"KoopAavHaTop-uccnegoBaTens” - MCCegoBaTesflb, HA3HAaUYeHHbIA NPOU3BOAUTENEM
(ero ynonHoOMO4YeHHbIM NpeacTaBuTeneM) N OTBEYAKOWMIA 3a KOOpaMHayuio paboTel B
X0[€e MHOroyeHTPOBOro KIIMHNYECKOro NCNbiTaHna (MccnegoBaHng);

"MeavYMHCKne wuspaenvus ANS AWArHocTukM in vitro" - nwbble MHCTpYMEHTHI,
annapatbl, npubopbl, o0bopyaoBaHue, maTepuanbl, peareHTbl, KanubpaTopsbl,
KOHTPOJSIbHbIE MaTepuanbl U Npoyne U3genns, NPpUMeHsaemMble B MegULYUHCKNX Lensax
OTAENBHO WM B COYETaHUM Mexay cobon, a Takke BMecTe C NPUHAQNEXHOCTAMM,
HeobxogumMbIMN ONa NPUMEHEHUSA YKA3aHHbIX U3AENUA MO Ha3HadeHuto (Bkouasd
crneynanbHOEe NporpaMmmMHoe obecneueHune), N NpegHa3HaYeHHbIE MPON3BOAUTENEM AN
NPUMEHEHNA NpU unccnegoBaHuax in vitro obpa3yoB buonornueckux maTepuanos
yenoBeka Ans nonyvyeHms mHopMaymn OTHOCUTENbHO OU3MONOrMUYeckoro unm
NaToNoOrM4yeckoro COCTOSIHUS, BPOXAEHHOW NaTonormv, NpeapacnosioKeHHOCTU K
onpefeneHHoMy KIMHMUYEeCKOMY COCTOSIHUIO nnu bonesHu, cCOBMECTUMOCTUN TKaHEN C
noTeHUYmanbHbIM peyunmMeHToM, MPOrHO3VMPOBaHNS peakymn Ha TepaneBTUYeckme
BO3AENCTBUA, BbibOpa TepaneBTUYECKUX CPeAcTB 1 (M) KOHTPONS NeYeHmns;
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"MHOroyeHTpoBoe KIIMHUNuYeckoe (knuHuKo-nabopaTopHoe) ncnbiTaHne
(uccnepoBaHue)" - KIMMHNYecKkoe (knuHuko-nabopaTopHoe) ncnbliTaHne
(nccnepoBaHuWe), KOTOPOE NPOBOAUTCA B ABYX 1 bonee megnUMHCKUX OpraHmn3aymnsax no
eJuHOW nporpaMmme;

"MOHUTOPUHT KNMHUYECKOoro (KMnHnKko-nabopaTopHOro) ncneiraHmng (uccnegoBanmg)” -
LEeATenbHOCTb, CBA3aHHas C HabnwpgeHvem 33 X040OM  KIMHWMYECKOro (KIMHUKO-
nabopaTopHoro) wucnbiTaHua (MccnefoBaHWs) ANA NPOBEPKM TOrO, 4YTO AadHHbIE
nccnegoBaHVA NPOBOAATCS U 3aNVCLIBAKOTCA, @ OTYET 0 MOHUTOpPUHIre opMupyeTcy B
COOTBETCTBUM C MPOrpamMMon KIMHUYECKMX (KIMHMKO-NabopaTopHbIX) MCAbITaHUA
(nccnepoBaHu), LOKYMEHTUPOBAHHbIMU NpoyeaypamMun u HacToawmmm Npasunamu;

"Ha3zHaueHVe MeAVLVHCKOro msgenua" - pelleHvie npov3BoauUTENd B OTHOLIEHUN
yeneeBoro UVCNONb30BaHUA  MeOMUWHCKOro wu3aenuyd, OCHOBAHHOE Ha ero
cneyndpmnyecknx cBoncTeBax, obecneumBalowmx [OCTUKEHME Uenew MeaunyMHCKOro
MPUMEHEHNA N OTPaXXeHHbIX B TEXHUYECKUX XapaKTepUCTUMKax U MHCTPYKYUAX Mo
NMPUMEHEHNID;

"HayuHas ob6ocHOBaHHOCTb aHanUTA" - C(BA3b aHanNMTa C KIVHUYECKMM WNu
dm3nonornyeckmmM COCTOAHNEM OpraHM3mMa YenoBeka;

"oAVHapHbIN cnenon metoa" - npoyeaypa KIMHNYEeCKNX UCNbITaHN (nccnegoBaHum),
B KOTOPOW cybbekTbl ncnbiTaHWM (MCCNefoBaHWM) HE OCBEAOMSIEHbl O (PaKTUUECKOM
NPUMEHEHNN K HUM BO34eNCTBUA MeaANLUNHCKOro U3genns;

"OCHOBHAA KOHeYyHas TouKa" - MnokasaTenb (NokasaTenu), WCNofb3yembln ANH
NPOBEPKN OCHOBHOW rmMnoTe3bl KNMHUYECKOro NcnbliTaHnsa (uccnepoBaHns);

"oTUeT 0 KNUHNYEcKom (KnHukKo-nabopartopHom) ncnbiTaHum (nccnegoBaHun)” -
NMUCbMEHHOE ONuWCaHue  KIVHUYecKoro (KNMHUKOo-nabopaTopHOro) wcnbiTaHmA
(nccnepoBaHMsa) MeauUUHCKOrNO M34enns C ydacTMeM YenoBeka B KayecTBe cybbekTa,
0bbeanHAOWee KNMHNYeckoe (KNMHUKo-nabopaTopHoe) n cTaTucTnyeckoe onvucaHms,
npeacTaBneHne AaHHbIX U X aHanu3 No ycTaHoBNeHHon dhopMme;

"nepBuuHbIe AaHHbIe" - nobaa vHdopmayna B Buae OpUrMHanbHbIX 3anvucem wunu
3aBEPEeHHbIX KONU OPUTMHAanbHbIX 3aN1cen 0 KNnHmnuyeckux daktax, HabnwogeHnax un
APYrnx cobbITnax BO BpeMs KIMHUYECKNX UCNbITAaHUIA (uccnegoBanum), Heobxognmasn
LNS MOHUTOPMWHIA N OU4EHKW Pe3ynbTaToB KIIMHUYECKUX NCNbITaHNI (nccneqoBaHnny;

"nonpaeka K nporpamMmme umcnbiTaHMn (nccnepoBaHUN)” - NMUCbMEHHOE OnucaHue
n3MeHeHUn wnn OpManbHOE pa3bsiCHEHMEe TekcTa nporpaMmbl, KOTOpble
3aTparnesakT UM MOTyT NOBAWATb Ha AOCTOBEPHOCTb MOSly4aeMblX pe3ynbTaToB U
NCXO[ KIWHUYECKOoro NcnbiTaHng (uccnepoBanmng);

"npeagHa3HauveHHbIN Nonb3oBartens” - ocobag rpynna (rpynnsi) nuy, obo3HaveHHas B
CONpPOBOAVTENBHON [AOKYMEHTaymm K MefuUUHCKOMY W3[enui, KOoTopas MOoXeT
NPUMeHATb MeauUyHCKoe n3genne B COOTBETCTBUM C ero Ha3HayeHuewm;

"nporpamma KIMMHNYeCcKoro (knuHnko-nabopaTopHoro) mcnbiTaHnA
(uccnepgoBaHuA)" - LOKYMEHT, B KOTOPOM yCTaHOBNeHbl obocHoBaHue, yenu, gn3anH
KITMHNYEeCcKoro (knuHnko-nabopaTopHoro) McNbliTaHUA (nccnepoBaHmMA) "

npegnonaraemMmbii aHanus, MeTOAO0M0rns, MOHUTOPWHI, NpPOBeAeHve W BefeHune
3anncen o KNMHN4Yeckom (KnnHmnko-nabopaTopHom) ncnbiTannm (MccnegoBaHnmn);
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"cybEekT wncnbiTaHua (uccnepgoBaHuA)' - duv3uueckoe nMyo, y4yacTBykLjee B
KIMMHUYECKOM NCMbITaHUM (MCCefoBaHnn) B COCTABE rPynnbl, K KOTOPOW NPYMEHSeTCca
nccnegyemoe MeguynHCKoe nsgenve, nnbo B cocTaBe KOHTPOMALHOW Fpynnbl;

"TexHuueckun ann" - [OKYMEHTUPOBaHHbIe [aHHble, MNOATBEpXAdlowume
COOTBETCTBME MeanyuHckoro u3genma obwum TpeboBaHuam be3onacHocTn w
3ahheKTUBHOCTN MEAUUUHCKNX un3aenuin, TpeboBaHusM K WX MapKMpPOBKE W
3KCNNyaTaumMoHHOW  OOKYMEeHTayum Ha  HUX, YyTBepxaaembim  EBpasunckon
3KOHOMMNYECKOW KOMUNCCUEN;

"YyrNnonHOMOUYEeHHbIN opraH" - OpraH rocygapcTBeHHOW BacTu rocygapcrea - 4vieHa
Coto3a, YNoNHOMOUYEHHbIV Ha ocywecTereHne n (Unm) KoOoOpaAWHaAUno AedaTenbHOCTU B
chepe obpaweHns meguUNHCKUX N3LENNIA HA TEPPUTOPUK 3TOr0 rocyAapcTBa - UneHa
Cowo3a;

"ya3BuMble cybEeKTbI ucnbiTaHua (nccnegoBaHUA)" - NMYA, HA XKeENaHWe KOTOopbIX
yyaCcTBOBATb B KIIMHWYECKOM WUCNbITAHUWX (MCCnejoBaHMM) MOXeT 0KasaTb BIUSHUE
okmngaHne (obocHoBaHHoe wnu HeobocHoOBaHHOE) TeX WAM WHbIX MPEVMYL]ecTs,
CBA3@HHbIX C y4yacTMemM B WCNbITaHUX (UCCnegoBaHUKM), UM BO3MOXHblE CaHKYUW
BblLECTOAWWX NUY B Cflyyae 0TKa3a OT y4yacTmsa B ucnbiTaHum (nccnegoBaHum). K
ysA3BUMbIM CybbekTam ucnbiTaHma (MCcnegoBaHUs) OTHOCATCA ydawuvecsd BbICLUNX U
CpefHuX MeauyuHCKNX, hapMaueBTUUYECKMX W CTOMATOMOrM4yeckmx y4yebHbix
3aBefeHnr, MMAaZWnuM MnepcoHan MeauuunHCKUX ydpexaeHnn wun  nabopaTtopun,
BOEHHOCNY>XXALWMe 1 3aK/HYeHHbIe, a Takke bonbHblie, CTpagardwWve HeM3neyrnmMbiMun
3aboneBaHnamMn, nuya, Haxopdawuecs B [OMax MO yxopy, manoobecneyeHHbie w
bespaboTHblie, nuya be3 rpakgaHcTBa, NAUWEHTbI, HaXOAAWWECS B HEOT/IOXKHOM
COCTOSHMY, MNpeacTaBUTENM HaUWOHanbHbIX MEHbWUHCTB, be3gomHbie, bBpogdarwy,
be>keHybl, anaTpuabl, HECOBEPLUIEHHOMETHUE U NUA, HAXoAaWmecs Nog ONeKkow unu
noneunTensCTBOM, @ TAaKXKe N1ya, HecnocobHble AaTb NHOPMUPOBAHHOE COrNacue;

"3achchekTUBHOCTb MeAVLUHCKOro nsgenua"” - cnocobHOCTb MeANUMHCKOro n3genvs
COOTBETCTBOBATb HAa3HAYEHUNIO, YCTAHOB/IEHHOMY NPON3BOANTENEM.

Il. O6ocHoBaHuMe Be3onacHOCTU N KNVMHNYECKoN
3cphpeKTMBHOCTM MEAVULUHCKNX N34ennin, KpoOMe MeaNLVNHCKNX
n3agennmn gna ANarHocTukum in vitro

3. Ing pokasaTtenbcTBa besonacHOCTU U KNUHMYecKor 3dphekTUBHOCTN MEAVNLNHCKOTO
VN30ennsa NpoVu3BOANTESb AOSKEH:

a) onpegenntb TpeboBaHua n3 obwux TpeboBaHnin besonacHocTy 1 3P PEKTUBHOCTA
MeaVUVHCKUX wu3genui, TpeboBaHMM K uUX MapKMpOBKE W 3KCNAyaTayuoHHOW
LOKYMEHTauum Ha HUX, yTBepXaaemMbiX EBPaA3MNCKoOW 3KOHOMWYECKOW KOMUCCUENR,
[0OKa3aTenbCTBa COOTBETCTBUSA KOTOPbIM AOSMKHbI BbiITb OCHOBAHbl Ha KITMHUYECKUX
LAHHbIX;

6) onpepennTb KNMHMYECKWE AAHHbIE, OTHOCALWMECS K MEAUUNHCKOMY U34ENNK0 U ero
Ha3Ha4YeHWH, KOTOpble NOJSlydYeHbl NYyTEM MNOWCKA B Hay4yHOW nuTepaType, U3 0nbiTa
KIIMHWYECKOro MNPUMEHEHUS WAN W3  KIMHUYECKNX WCNbITaHUM (MccnegoBaHun)
MeauLNHCKOro n3genns;

B) O4EHUTb KIIMHNYECKNE AaHHbIE HA NPeagMET BO3MOXHOCTN UX UCNOSb30BaHNA Ang
pokasatenbcTBa besonacHocTy 1 3HEKTUBHOCTN MeANLNHCKOIo U3Aenng;
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r) NPOBECTU KINMHUYECKME NCNbITaHNS (MccnegoBaHn4) no Tem acnektam besonacHocTn
1 30 PEeKTUBHOCTN MEANLVNHCKUX N3OENNA, ANS KOTOPbIX HEAOCTAaTOUHO NMEKLWKNXCA
KIMMHNYECKNX AaHHbIX;

[) NPOBECTW aHanmM3 Kak bnaronpudaTHbIX, Tak 1 HebnaronpuaATHBLIX KIWHUYECKNX
AaHHbIX, MOJIYYEHHbIX MYTEM NOWCKa B HAy4YHOW NUTepaType, U3 onbiTa KIWHUYECKOro
NPUMEHEHNA WUNXW B  pe3ynbTaTe NpPOBEAEHUS  KIWHMUECKUX  UCNbITAaHUNA
(vccnepoBaHnnn), W coenaTb o0b00OCHOBaHHOE  3aKMHOUYEHWE 0O KIIMHUYECKOM
nokasaTtenscTBe besonacHocTy 1 3hHEKTUBHOCTN MeaVYUHCKOro nsgenud B hopme
oTuyeTa. AHanM3 NPoOBOANTCA C YUYETOM KJlacca NOTEHYWANbHOro pyUcka NPUMEHEHNS,
Ha3HaueHus n cneymdpmnyecknx ocobeHHocTen NpMMeEHeHNA MeAULNHCKOr0 U3Aenns.

4. (0ObocHoBaHMe knMHU4Yeckon 3ddiekTUBHOCTM U Be3onacHoCcTM  [OSMKHO
OCHOBbIBATbCA HA KITMHUYECKMX AAHHbIX, NMOAYYEHHbIX NPY MPOBEAEHUN KITMHUNYECKUX
ncnbiTaHun (nccnegoBaHnn), ong:

d) VMMNAHTUPYEMbIX MEeAUUNHCKUX W3genum n MeguyuHCKNX W3genui Kknacca
NnoTeHYuWanbHOro pucka NpUMEeHeHuss 3, ecnM chneymanbHO He [0Ka3aHo, 4To
KnuHnyeckas 3ddekTBHOCTb 1 Be3onacHOCTb 3a9BNSeMOoro MegnyMHCKOro n3genns
MOXeT BbITb JOKa3aHa MHbIM cnocobowm;

6) megnuymHckux nspgenuin, yHKUMOHANbHbIE XapaKTePUCTUKN, NPUHYUN AEACTBUS,
Ha3HayeHue, MNOKa3aHUA K MeAuUVHCKOMY TMpUMeEHeHUd wunn ocobeHHocTwm
MeJNLNHCKOro NPUMEHEHNS KOTOPbIX PAHEE HE UCCNef0Banuch;

B) mMoaudomkayum MeguyUHCKNX W3Aennii, pPaHee [OOoNyWEeHHbIX K MeanUyUHCKOMY
NPUMEHEHMNIO, B CJlydyae, ecnm Npov3BeAeHHble N3MEHEHUS CBSA3aHbl C NOSBIEHVNEM
HOBbIX DYHKUMOHANbHbIX XapaKTePUCTUK, U3MEHeHVEeM NporpaMmmHoro obecnevenus,
npuHUMNa LENCTBUS, HAa3HAuYeHus nnm ocobeHHoOCTENn MeauUWHCKOro NpPUMEHEHUS,
KOTOpble paHee He UccneaoBasnuch;

r MeouUMHCKUX W3AenuiA, copepxXkawux HOBble, KOHTAaKTUPYHLWWE C OpPraHu3mMom
yesioBeka, paHee He M3y4yeHHble B YacTu bnonornyeckoro gencTemMa matepuansl UNu
M3BECTHble MaTepuanbl, KOHTAaKTUPYHOLWWE C TEMW OpraHamMmuy Unm TKaHs MW YenoBeka, B
OTHOLLUEHMW KOTOPbIX OTCYTCTBYET ONbIT X MEANLNHCKOro NPUMEHEHUS, U B Cryyae,
ecsIn TAaKoW KOHTaKT siBnsieTcs bonee npogomKnTenbHbiM, YEM paHee N3yueHHbIN.

5. KnuHnueckne paHHbIE, MOMAYUYEHHbIE MNPV NPOBEAEHUN KIIMHUYECKMX WCMbITAaHUNA
(MccnepoBaHW) UKW NpU NMPUMEHEHUW MEAMUMHCKOro M3AeNnusa B rocyfapcTeax, He
apnarwmxca uneHamu Coto3a, NPU3HAKOTCA B KAUECTBE WCTOUHUKA KITMHUYECKMX
AAHHbIX 0 MEANLUWHCKOM U34EeNVUN NPY BbINOSIHEHUW OQHOIO U3 CreayoLWux YCIoBU:

d) KIMHUYEeCcKMe AaHHble MoATBepPXAeHbl nybnukayvamu B cneymanmn3vpoBaHHbIX
>XXypHanax unu otuetamuv BcemvpHonm opraHm3sayuu 3paBo0XpaHeHmns no nporpamMmme
KOHTponga 6e3onacHocTn u 3ddekTUBHOCTU MeauynHckmnx wusgenun ("The WHO
prequalification project”), pa3meweHHbIMM Ha caviTe BcemupHOW oOpraHusaymun
34paB0O0XPaHEHVA B MH(HOPMaYNOHHO-TENEKOMMYHUKAUNOHHOW ceTn "VIHTepHeT";

6) npepcTaBneHbl pe3ynbTaThbl NPOBEAEHUA KIIMHUYECKUX UCNbITAHWUW (MCCNneaoBaHnin)
B COOTBETCTBUM C pekoMeHgaymsamm MexagyHapogHoro diopyma perynsaTopoB
MeguuymnHcknx umnsgenuni (IMDRF). [oka3aTenbCTBa COOTBETCTBUSA MNPOBELEHHbIX
KIMVMHNYECKNX WCMbITaHUW (MccnegoBaHUi) MeXXayHapoaHbiM TpeboBaHUaM AOMKHBbI
bbITb Bepndvynpyembi.
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KnnHunueckne faHHble ANg MeauUUHCKUX U3AEeNnn KnaccoB NOTeHUWManbHOro pucka
npumMmeHeHna 3 n 26 N MMNNAHTUPYEMbIX MEANLUHCKUX W3OENUA A0IMKHbI BbiTb
NoSslyyYeHbl B pe3ynbTaTe MNpoBeAeHUs KIVMHUYECKUX WCNbITaHUW (MnccnegoBaHUn).
KnuHunueckme umcnbiTaHug  (uccnepoBaHunsa) MeguLWMHCKUX  WU3Oenui  KNnaccoB
NOTEHYMNANbLHOro pucka MNpPUMEHEHUA 3 N 206 U MMNNAHTUPYEMbIX MeAUUMHCKNX
n3gennin, WHNYUUpoBaHHble nocne 1 gduBapa 2016 r., NpoBOAATCS Ha OCHOBeE
MHOMOUEHTPOBbLIX NCAbLITAHNA (MCCNefoBaHn), B TOM Yucsie B 0AHOM U3 rocygapcTs -
uneHoB Coto3a (ganee - rocyaapcTBa-yfieHbl).

6. KnuHunyeckme paHHbIE, nony4yeHHble ong apyroro meanyumuHCKoro mspennmd, mMmoryTt
BbiTb NMPUHATbBI K PpAaCCMOTPEHNIO TONbKO Npun npencrtaBiieHU O0KA3adTEeNnbCTB ero
3KBMBANIEHTHOCTW 3adBndemMmomMmy MegulymnHcKomMy wlsaenmnio npm oAgHOBPeMEHHOM
BbINOJNTHEHUNW Cneayrwnx YCHOBMﬁZ

a) paccmMmaTpuBaemMbie MeONLWVNHCKME U3paenmnyd NMerdT OAMHAKOBOE Ha3Ha4veHune;

B) TexHnueckmne n bruonornyeckrne XxapakTeEPUCTUKN PacCMaTpUBAEMbIX MeAULMHCKNX
VN30Eenni OQMHAKOBbI B TOV CTENEHW, KOTOPAs rapaHTUPYyeT OTCYTCTBME Pasnuunni B Nx
KnuHnueckon agdekTnBHOCTU 1 BesonacHocTw.

7. KnnHunueckoe paokasaTtenbcTBOo 3ddhekTuBHOCTM 1 Be3onacHoOCTM MeaunyMHCKOro
n3genug, Bknruawulee B cebs Bce KNMHMYECKMe AaHHbIe, HA KOTOPbIX OHO OCHOBAHO,
AOMKHO bbITb odopmnieHo B doOpMe OT4YeTa, ABNSAKLWErocs 4acTbio AOKYMeHTayuu
npon3BoguTens.

8. OTueT 0 KIMHWYECKOM [okKasaTenbcTBe 3ddeKkTUBHOCTM W be3sonacHocTw
MeLVLUMNHCKOro nsgenua oSKeH NoaaepXXnBaThCHa B aKTyarlbHOM COCTOSHUN C YY4ETOM
LAHHbIX, MOMYYEHHbIX B X04€e NOCTANPOAAXKHOI0 MOHUTOPUHIA 1 (UNn) Npy NOSABIEHNN
HOBOW NOATBEPXXAEHHOW WHIOpPMayMm mn3 HAY4YHbIX NUTEPATYPHbIX WCTOUHWMKOB,
Kacarouwencs ero besonacHocTy N 3PEKTUBHOCTI.

Ill. KomuTeTt no aTuke
9. B yensx oXpaHbl XXN3HW, 300p0BbA 1 NpaB cybbekToB ncnbiTaHMA (UCCNefoBaHMSA)
Npu NPOBEAEHNN KIIMHUYECKUX NCNbITAaHU (MCCNefoBaHnin) MeguynHCKUX U3genmin B
rocyaapcrBax-ysieHax AencTBYHOT KOMUTETbI N0 3TUKE.
10. B cBoen paboTe KOoMnTET NO 3TUKE PYKOBOACTBYETCH NMPUHYUMNAMU XenbCUHCKON
peknapayvun BcemupHon megmyunHckon accoymaymm 1964 roga "3trnyeckne npuHYmnnol
MeANLUUHCKUX MWCCnegoBaHUMA C  ydyacTMeM 4YenoBeka B KauvecTBe cybbekTa
nccnegoBaHma" n 3aKoHOAATeNbCTBOM FrOCYAapPCTB-UNEeHOoB.

11. OCHOBHbIMU npnHyunnamn eaTenbHOCTU KOMUTETA N0 3TUKe ABNATCA:

a) obecneuveHve npaB, be30MacHOCTM © OXpaHbl 340POBbA OU3MUECKUX N,
y4acTBYHOLWMX B KIIMHUYECKNX UCNBITAaHNAX (UCCNef0BaHNAX) MEANUMNHCKNX U3OENVIA;

6) cobniogeHve mopanbHO-3TUYECKNX HOPM 1 HOPM 0bujecTBeHHOM Mopanu;
B) cobniogeHne NpMHYMNOB ryMaHHOCTK;
r) HE3ABUCUMOCTb CY>KOEHUW;

n) cobngeHne KOHUAEHYMANbBHOCTY NONYYEHHOW MHGopMayuy;
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e) cobntogeHve HOpM Npod)eccMoHanbHOWM 3TUKK;

>X) HegonyweHne KoOHANMKTa NHTEPECOB.

12. OCHOBHbIMY OYHKUMAMW KOMUTETA N0 3TUKE ABNAOTCA:

d) pacCMOTPEeHVEe NPOrpaMm KIMHUYECKUX NCNbITaHNI (MccnegoBaHnn);

Bb) BblHeceHue 3akniouveHunsa o0b 3Tnyeckon obocHoBaHHOCTUM nNMbo 06 3TUueckown
HeobocHoOBaHHOCTK nposeneHnsd KIIMHNYECKUX  UCNbITAaHUN (nccnepoBaHuin)
MeaNLUHCKUX U3AENVA B paMKax NpeacTaBeHHOro NpoekTa NporpamMmmbl KMMHNYECKNX

NcnbiTaHUM (MccneaoBaHnn);

B) OLEHKA COOTBETCTBUA KBanudmkaymm nccregosaTens npeanaraeMomMy UCnbiTaHNIO
(nccnepoBaHuio).

13. 3asBuTenb [OOMMKEH MPeAcTaBUTb B KOMUTET MO 3TUKE BCE [AOKYMEHThI,
Heobxoavmble ANs NOMAHON U TWAaTeNnbHOW 3KCNepPTU3bl NNaHMPYEMOro UccneqoBaHuns.
3TW AOKYMEHTbI AOMXHbI BKNOYaTh B cebs:

d) 3asBfeHVe Ha PaCCMOTPEHUE;

6) nporpammy nnaHnpyemoro ucnbiTaHna (MccnegoBaHng);

B) nHaonBumayanbHble perncTpayuvoHHble KapTbl, AHEBHUKWN U BOMNPOCHUKWN, KOTOPbiE
npeacTonT 3an0NTHATb UccnegoBaTenam,;

r) OnucaHue [AaHHbIX nNo besonacHocTKn MmeanyunHCckKoro wm3spennsd, wmcnbiTaHme
(vccnepoBaHue) KOTOPOro 3anjlaHnpoBaHO, d TAKXKe ero TeXHN4Yeckme Xapaktepuctukn,
OdHHbleé NpoBeeHHbIX TOKCUKONOrnyeckKknx MCNbITAHWUA C ONNCAHUNEM cyujecTeyroujero
Ha AAQHHbIN MOMEHT KIIMHNYECKOoro onbiTa npnMmeHeHna mMeamnynHCKOro nspenng,

n) bpowopy nccnepoBaTtens;

e) TekywylH pegakyu pesome wuccnegosatens wm  (Mnu) Apyrme  maTtepwansl,
noaTBEpPXXAAoLWMe ero KBanngunkayuio;

X) mMaTepuanbl  (BKNHOYAsA  peknliaMHbie),  WUCNofib3yemMble NS MPUBJIEYEHUS
noTeHYnanbHbiX CybbekToB ncnbiTaHUA (MccnegoBaHns);

3) dbopMy MHPOPMUPOBAHHOIO COrMacus C ONMUCaHMEM MNpOLecca ero NosydYeHUst u
AOKYMEHTUPOBAHUSA, a Takke pgpyrme dopmbl, cogepXxawue wuHdopmayuno ansa
noTeHYnanbHbIX CybbekToB ncnbiTaHUA (MccnegoBaHns);

N) onMcaHme BCEX KOMMeHCaywun 3a ydyacTve B UCNbITaHUW (nccnegoBaHnmn) Ans
YUYaCTHUKOB UCNbITaHUA (MCccnegoBaHMs),  BKKOYAA  MOKPbITUE  pacxoioB  u

MeaVUWHCKYH NOMOLYb;

K) mHdopmayumio ob ycnoBugax BbINNAT M KOMNEHcayun cybbekTam wcnbiTaHuA
(nccnepoBaHngA);

1) onucaHue yCJ'IDBVII7I CTpaxoBaHM4 y4aCTHMNKOB UccneaoBaHnA;
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M) TMOMOXEHME 0 COrnacuu CcneaoBaTbh 3TUYECKUM npnHymnam, m3no>XeHHbiMm B
COOTBETCTBYHOWNX PyKOBOACTBAX;

H) npeabigywjmne peweHnsd, NnpuH4aTbie ApyruMmm KomMmmTeTamMm no 3TUkKe.

14. KoMuTeT No 3TUKe OOfMKeH pacCMOTPeTb BONPOC 0O NpOBefeHun npepnaraemoro
KIMMHWYECKOro wucnbiTaHnga (MccnefoBaHud) B COOTBETCTBYHOWME CPOKM U AaTh
3aK/QYeHne B NMUCbMEHHOM Buae, B KOTOPOM [OSMPKHO BbiTb maeHTUduUympoBaHo
ncnbiTaHve (uMccnegoBaHue) C yKa3aHWEM pPACcCMOTPEHHbLIX [OKYMEHTOB W AaThl
MPUHATUA PELLEHNSA:

a) 06 opobpeHnu (Bbigaye 3aKOYeHNd) Ha NPOBEAEHVE UCNBITAHNA (MCCnefoBaHns);

6) o BHeceHUN nN3MEeHeHM B NPeACTABMEHHYHD AOKYMEHTayud ANg nonyyeHus
opobpeHnsa (Bblgaum 3aKIOUEHNA) HA NPOBEAEHNE NCNLITAaHUA (MCCNefoBaHNS);

B) 06 oTkase B opobpeHun (Bblgaue 3akNKOUYEHUS) Ha NPOBEAEHME WCMNbITaHUA
(nccnepoBaHnga);

r) ob oTmeHe (MpuocTaHOBNEHWW) cAenaHHOro paHee opobpeHms (BbIAAHHOMO
3aKJTHOUYEHNS) HA NPOBEAEeHME NCNbITaHNSA (MCCNefoBaHNnS).

15. B cocTtaB koMuTeETa NO 3TUKE BKIKOUYaAKTCa nuya, obnagarowme B COBOKYMHOCTW
Heobxoaumow kBanudmkaymer v ONbITOM AAS PAacCCMOTPEHUSA U 3KCNEPTHOW OUEHKU
HayuHblX, MegNUUHCKUX W 3TUYECKUX acrnekToB NNaHUPYEeMoro WCnbiTaHUA
(nccnepoBaHug).

16. KomMnTeT no 3TUKe [OSMKEH OCYWecTBNATbL AEATENbHOCTb B COOTBETCTBUM C
AOKYMEHTaNbHO 0OdhopMneHHbiMM  npoueaypamun. Ero  peaTenbHOCTb  A0MKHA
COOTBETCTBOBATb HAacToAWuM lNMpaBunam 1 3aKoHOAaTeNbCTBY rOCYAAPCTB-UNEHOB.

17. KomuTeT nNo 3TMKe HeceT OTBETCTBEHHOCTb 3@ TO, YTO OH AENCTBYEeT MNOJSIHOCTbHO B
MHTEpecax MnoOTeHUManbHbiIX CybbLEKTOB wCnbITaHMA (MCccnefoBaHmMsl) C y4vyeToMm
MHTEepecoB 1 noTpebHocTen ysa3BMMbIX CyBBLEKTOB uMCnbiTaHUa (uccnegoBaHus), a
TAKKe HaNnMuu4 3aKOHHbIX NpeacTaBuTenen B cnyyvae nx HeobxognmocTn.

IV. Pa3pewieHre Ha npoBefeHne KIMHN4YecKnx
mcnbiTaHn (MccnegoBaHMN)

18. Ona npoBegeHUd KIMHUYECKOro WCNbiTaHUa (nccnegoBaHUs) MeauUyUHCKOro
n3genna (KpomMme MeaVUMHCKUX M3AEeNnnin Ang AMarHocTuky in vitro) pomkHo bBbiTb
NOJSIyYEHO pa3peLleHne YNoSIHOMOYEHHOr0 OpraHa rocyaapcTBa-ysieHa, Ha TeppuUTopun
KOTOPOro nfaaHnpyeTcd npoBefeHMe [aHHbIX WCNbITaHMA (uccnegoBaHmin). Ons
NnpoBefeHns KIMHUKO-NabopaTopHOro ucnbiTaHma (MccnegoBaHUs) MeauUUMHCKOro
n3gennua ang AuarHocTuku in vitro pgomkHo bBbiTb HanpaBneHo yBeAOMIIEHVE B
csobogHon dopmMe B YNOMHOMOYEHHbIA OpraH (3KCNepTHYH OpraHu3ayuio)
rocyfapcTBa-uysneHa.

19. [Ons nonyyeHVs Ppa3peLlleHnsl Ha MNpPOBELEHUE KIIMHUYECKOro MWCNbITaHUs
(MccnepoBaHMA) MeaUYUHCKOTO N3Aenns Npovu3BOAUTENb UMW ero YNoSIHOMOYEHHbIN
npeacTaBuUTeNb HanpaensgeT B YNOSHOMOUEHHbIA OpraH, Ha TEpPpUTOpUU KOTOPOro
NNaHNPyeTCa NPOBeLEHNE KIUHUUECKOro UCMbITaHNA (MCccnefoBaHns) MeauLMHCKOro
n3genus, 3adBfieHME Ha MOJlyYeHWE PaspeweHna Ha NpPOBefEeHUNE KIIMHUYECKOoro
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ncnbiTaHna  (uccnegoBaHmsl) no  dopme  cornacHo npunoxennto N1 c
CONpoBOANTENBHOW JOKYMEeHTayven, cogep kalwjen cnegyrowme ceeqeHuns:

a) 3asBfieHVe NpoV3BOAUTENS UKW ero YNoJIHOMOUYEeHHOro NpeacTaBuTens 0 ToOM, UTo
AAaHHOE MeauUMHCKoe w3genve YAOBMeTBOPSeT nNpuMeHMMbiM  TpeboBaHuam
besonacHocT v 3dhdeKTMBHOCTW, 338 WCKITHOYEHVMEM CBOWCTB W XapaKTepUCTUK
besonacHocTn 1 3dheKTUBHOCTN MEAVUUMHCKOro U34ennsi, KOTOpble AOMKHbI BbITb
nccnenoBaHbl B X0Ae KIMMHUYECKUX MCNbITaHUM (MccnegoBaHn), U UTO MO OTHOLUEHUIO
K HUM bBbinn nNpuHATBI Mepbl NPeaoCTOPOXXHOCTUM AN 3aWuTbl 340P0OBbA U
besonacHocTn cybbekToB ncnbiITaHnn (nccnegoBaHum);

b) konua 3aknUeHNs KoMMNTETa No 3TUKE, BblAJAHHOIO B COOTBETCTBMW C HAcToAWMnmMn
I'IpanmaMM, 3aBepeHHad nponssoguTenem ninn ero YNOJTHOMOYEHHbIM
npeancraBunTenem;

B) bObpowwpa wvccnegoBaTensi, COCTaBAeHHas B COOTBETCTBMM C TpeboBaHuamn
cornacHo npunoxeHuno N 2;

r) obpasey nHAMBMAYaNbHOWN PErncTpayMoHHON KapTbl cybbekTa nccnegoBaHms (npu
HaNnMunNn);

[) TEXHNYECKUA (havn Ha MeauyunHCKOe WU3aenvie, COOTBETCTBYHOWMW TpeboBaHmam
cornacHo npunoxeHuto N 3, 3a CKNOYEeHNEM CBOWCTB U XapaKTepucTmnk besonacHocTw
1N 3d0PeKTUBHOCTM MEANLNHCKOro U3Aenns, KoTopble AOJKHbI BbiTb onpegeneHobl B
X04e KIIMHNYeCcKnx ncnbitadunm (uccnenoBaHuin;

€) nporpamMma KIAVMHWYECKOro ucnbiTaHua (uccnegoBaHms) C  obocHoBaHmem
KONMyecTBa MeauUUHCKNX U34ennin, npeactaBnsaemMbiX Ansg KNMHUYeCKoro NcnbiTaHns
(nccnepoBaHu4A), CPOKM ee NPOBEAEHUNSA B COOTBETCTBMU C TpeboBaHMAM 1 COrnacHo
npunoxeHuto N 4;

>X) nepeyeHb HebnaronpudaTHbIX cObbITUIA (MHYMOEHTOB), B Clly4ae BO3HWKHOBEHUA
KOTOpbIX Heobxognmo coobwunTb B yNnONMHOMOUEHHbIVM OpraH (C yKka3aHMeM CpPOKOB
HanpaeneHnsa coobuenns);

3) KonNuMa aokymeHTa 06 ycnoBuax cTpaxoBaHUa Unm BO3MeELWEeHUdA (KomMmneHcayun)
BO3MOXXHOIo Bpeaa npu BO3HMKHOBEHUN HebnaronpumaTHbix cobbiTnin (MHYMAEHTOB) B
COOTBETCTBMM C 3aKOHOAATENbLCTBOM rOCyAapCcTBa-yfieHa, Ha TEePpPUTOpPUKX KOTOPOro
NPOBOAUNTCS KITMHNYECKOe ncnbiTaHue (MccnegosaHuve).

20. B cnyuae ecnu opurnHanbl JOKYMEHTOB COCTABfE€Hbl HA MHOCTPAHHOM S3bIKe, OHU
NpeacTaBNATCA C NepeBOA0M Ha PYCCKUI S3blK, 3aBEPEHHbIM NPOVU3BOAUTENEM NN
ero ynosIHOMOUYEHHbIM NpeacTaBUTEeNeM.

21. YNONHOMOUYEeHHbIN opraH (3KcnepTHas opraHu3ayuns) NnposBepseT KOMMEeKTHOCTb
NnpeAcTaBfneHHbIX MaTepuanoB U HanpaBnsdeT 3adBUTEND peweHne OTHOCUTEeNbHO
BO3MOXXHOCTW NPOBEAEHNS KITMHNYECKNX UCNbITaHWUNW (nccnegoBaHun) He no3gHee 30
pabounx gHen.

B cnyuyae HepoOCTaTOYHOCTM NPEeACTaBfIEHHbIX 3adBUTENeM MaTepuanoB U CBeaeHUN
ONS NPUHATUSA peWweHns 0 BO3MOXHOCTW MPOBeAeHUdA KIMHUYECKUX WCAbITaHnN
(nccnepoBaHM) yNONHOMOYEHHbIVW OpraH (3KcnepTHad opraHm3ayud) B TedveHume 5
pabounx Cc gHen co AHA MOCTYNNEHUA 3a9BMAEHUS O NOJIYYEHUMN Ppa3peLlleHnss Ha
NPOBefEHNE KIMHUYECKUX WUCNbITaHUW (uccnegoBaHMn) M CONPOBOAUTENbHOW
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AOKYMEeHTaumn Hanpasnset Npou3BOAUTENIKD WM ero  YyrnoJIHOMOYeHHOMY
NnpeacTaBUTEND 3anpoc O NpeacTaBfieHMM HeobxoauMmbix cBefeHunr (C yKasaHuem
XapakTepa 3amMmeyaHunn n cnocoba nx ycrpaHeHms).

YKasaHHbIA  3anpoc HanpaeBnseTcd OJHOKPaTHO U MoOXeT bbiTb nepepaH
NpoM3BOAUTEND UMM ero ynoSIHOMOYEeHHOMY NPeACcTaBUTENO JIMUHO NOoA4 Pacnumcky,
HanpaBfeH MO NOYTe 3aka3HblM MUCBMOM WX NepefaH B 3NeKTPOHHOW dopme
NoCcpeaCcTBOM MCNOSb30BaHUA TENEKOMMYHVKALMOHHbIX KaHanos cea3m nvubo B hopme
3MeKTPOHHOIo AOKYMEHTA, NOANVWCAaHHOI0 3M1eKTPOHHOV NOANUCHIO.

Mpon3BoguTenb MNM €ro ynosHOMOYEHHbIN NpeacTaBuTenb 0b693aHbl NpeacTaBuTb
OTBET Ha 3anpoc yNnosIHOMOYEeHHOro opraHa (3KCnepTHOW OpraHmM3ayun) B CPOK, He
npeBbiwarwmnn 60 paboumx fHEN COo AHA NOMAy4YeHMs 3TOro 3anpoca. B cnyuae
HenpeacTaeneHus No ucredyeHnn 60 pabouux gHen 3asBMTENnemM OTBETA HA 3anpoc
YyNOMHOMOUYEHHOro 0praHa (3KcnepTHOW OpraHM3ayvun) pewedHne nNpuHUMaeTcs
YNOMHOMOYEHHbIM OpPraHom (3KCNepTHOW OpraHm3aymen) Ha OCHOBAHUN OOKYMEHTOB,
MMeHLWNXCS B ero pacrnopsaxxXeHun.

Bpem4a co gHA HanpasneHus ynosIHOMOYeHHbIM OPraHoM (3KCnepTHOW opraHn3ayuven)
3anpoca Ao OHA NoflyyeHnd 0TBeTa Ha 3anpoc Un yBeAOMISTEHNS O HernpeacTaBneHuu
OTBETAa HaA 3anpoC He Y4uuTbIBABTCA NpU  WCYUCIIEHUW CPOKa MNPUHATUSA
YNOMHOMQOYEHHbIM OpraHoMm (3KCNepTHOW OpraHusayven) peweHud OTHOCUTEeNbHO
BO3MOXXHOCTWV NPOBEAEHUNSA KITMHUYECKUX NCAbITaHNI (MCcregoBaHUn).

B cnyuyae nNpuHATUA OTPUUATENbHOro PpeweHnss OTHOCUTENIbHO BO3MOXHOCTWU
NPOBEAEHNS KIAWHUYECKNX WCAbITaHUW (MccnegoBaHU) MeguyUHCKOro Mn3genuvs
YNOSIHOMOUYEHHbLIA OpraH yBefomMnsaeT NpPoOv3BOAUTENs UAW ero yrnosiHOMOYEeHHOro
npeacTaBuTens B NMCbMEHHOW hopMe nnuv HanpaeniseT NMMCbMO 3aKa3HbIM NOYTOBbIM
OTNpaBfiEHMEM C yBEAOMIIEHNEM O BpyuyeHun nmbo B ghopme 3neKTPOHHOr0 AOKYMEHTa,
NOANMCAHHOrO 3MIEKTPOHHOW MOAMWCBH, WKW B 3JIEKTPOHHOW (hOopMe NOoCpeacTBOM
NCNOoNb30BaHUA TeNeKoOMMYHMKAUWOHHbIX KaHanos cBaA3n. K nucbmy npunaraeTcs
3KCNepTHOe 3aknwuveHne € 0bOoCHOBaHMEM MNPUYMH OTKa3a B pPa3pelieHnn Ha
NpoOBefEeHNE KITMHNYECKUX NCNbITAaHUI (MCCnegoBaHnin) MeguymMHCKOro N34enus.

V. TpeboBaHua K MeANLYNHCKM OpraHM3ayusaMm, NpoBoASL UM
KIIMHUYeCcKMe n KnnHnko-nabopaTopHblie ncnbiTaHua (nccnegoBaHus)
MeAVLWUHCKUX usgenmm

22. YNONMHOMOYEHHbIe OpraHbl onpegendtoT NnepevyeHb OpraHn3aynmn, MMerLwunx npaso
NPoOBOAUTL UCNbITaHUA (UCCNefoBaHUA) MEeAUUUHCKNX U3enun B Yenax ux
perncTtpayumn (ganee - nepeyvyeHb OpraHn3ayunin), B KOTOPbIN BKITHOYAKTCA MeanLYuHCKne
OpraHm3aymmn anga npoBefeHnst KIMHUUYECKNX U KNUHMKO-NabopaTopHbIX UCNbITAaHUA
(nccnegoBaHWN) MegULMHCKUX U3OENUIA.

23. B nepeueHb oOpraHmMsayun BKIKYAKTCA MeOnUUHCKME OopraHmsayum Aans
NPOBEAEHNS KIIMHUYECKUX WCNbITaHUW (MccnegoBaHU) MeguUUHCKUX  MU34enun,
cooTBeTCTBYHOLWME cnegytowmum TpeboBaHuam:

d) Hannuue NMUeH3nnN Ha oCywecTBeHne MeagUUNHCKOW AeATenbHOCTU (C yKa3aHnem
nepeyHd paboTt (ycnyr), COCTaBN4aoWmMX MeOUNLNHCKYH LeAaTenbHoCTb),
COOTBETCTBYHLWEN HAa3HaueHUo u obnacTtu NpuMeHeHns MegnUUHCKUX W3Aenun, B
OTHOLWEHWN KOTOPLIX NPOBOAATCA NCAbITaHMSA (MCCNefoBaHns);
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B6) Hanuumne NoNOXeHNN (cTaHpapTHbIX onepayunoHHbIX npoyeayp),
pernamMeHTUpPYrWmnNX npoBeAeHNe  KIWHUYECKMX  UCNbITaHUW  (nccnegoBaHun)
MeaLUHCKUX N34enunn, 0XBaTbIBALWMX B TOM yncne:

kBanudmkaymnoHHble TpeboBaHna n obyueHne nepcoHana;

B3aMMOLENCTBME C KOMUTETOM MO 3TUKE;

nonyyeHve nHAOPMVPOBAHHOIO COrnacus;

NOPSAAO0K NPOBEAEHUNSA KITMHUYECKUX NCNbITaHNI (MCcnegoBaHnn);

perncTpayma v HanpaeneHue coobuweHnn o HebnaronpuaTHbIX cobbITUAX
(MHUMpeHTax) B yNOSIHOMOYEHHbI OpraH;

e BeJeHMVe 1 ydyeT AOKYMEHTayum KNMHUYECKOro NcnbiTaHus (MccnegoBaHug);

e obecneueHwne 3aWnTbl KOHMAGHYMANbLHOW MHAOPMaYn;

B) Hanuuue ycnoBUW [AnNs nNpoBeAeHUs 3aaBnsemMoro npounsa  KIMHUYEeCKnX
NCcNbITaHUM (MCCNefoBaHNN) MegULNHCKUX N30ennun;

r) HaNnuuymne ycnoBUN ANS NPOBEAEHNSA NHTEHCVMBHOW TEPANMN U peaHnmMayuu;

[A) Hanuuue nepcoHana, WUMewwero meaguynHckoe obpa3oBaHMe W JOKYMEHT,
NOATBEPXAAWNA NPOXOXKAEHME 0byueHMa npaBunamMm MNPOBEAEHUNSA KIMHUUECKUX
NCcNbITaHUY (Hagnexalwen KNMHNYeCKOW NpakTukn).

24. B nepeuveHb oOpraHmMsayun BKIKYAKTCA MeOnUUHCKME OopraHmsayun Aans
NpoBefeHNs KIMHUKO-NabopaTopHbIX UCABLITAHUA (UCCNefOBaHNN) MeaUUMHCKNX
VU34enun ong AMarHocTukuy in vitro, cooTBeTcTBYOWME cneaytowmum TpeboBaHuam:

d) Hannuue NUUEH3UN Ha OCYWEeCcTBEHWE MeAWUUWNHCKOW AeaTenbHocTn B obnactwm
nabopaTopHOW AnarHoCcTuKM (KNnHndeckas nabopaTtopHaga guarHocTumka);

B6) Hanuumne NoNOXeHNN (cTaHpapTHbIX onepayunoHHbIX npoyeayp),
pernamMeHTUpPYLWMX nposegeHmne KNHNKo-nabopaTopHbIX NCNbITAHUN
(nccnegoBaHUN) MeULMHCKNX U30ENUIA ANS OUarHoCTUKM in vitro, oxBaTbiBalOWUX B
TOM uucne:

e kBanudwmkaynoHHsie TpeboBaHma n obyueHne nepcoHana;

e NOpAA0K NOBepkM 1 kannbpoBkn obopynoBaHug;

® MOPAAOK NPOBEAEHUNS KIMHNKO-NAabopaTopHbIX MCNbITaHUI (MCCNefoBaHnNn);

e BeAEHME W Y4yeT [OKYMEeHTayunm KIMHWUKO-NabopaTopHbIX WCNbITAHUNA
(vccnepoBaHun);

e o0becneueHuve 3aWNTbl KOHUAEHYMANBHOW MHAOPMaynn.

25. YNOoNHOMOUYEeHHble OpraHbl paccMaTpuUBalOT 3a9BKU MeaUUNHCKUX OpraHmn3aymin o
BKJIHOUEHUN B NepeyeHb OpPraHM3ayun M KOMNAekT LOKYMEHTOB, NOATBepXAarwmnx
COOTBETCTBME MEOQULUMHCKOWN OpraHm3ayun TpeboBaHmnaM, yCTAaHOBIIEHHBIM MYHKTAMM
23 wn 24 Hactoawwmx [lpasun, n NpUHMMAET peweHve 0 COOTBETCTBUW UMK
HECOOTBETCTBUN MeULUHCKOW opraHm3ayum TpeboBaHmam HacToawmx lMpasun B
TeueHue 20 pabounx gHew co AHA N0AAYM YKA3aHHbIX JOKYMEHTOB.

B cnyyae nNpUHATUA PpeWweHnss 0 COOTBETCTBUM MEeLULUHCKOW OopraHusayum
TpeboBaHuam HacToAwmx MNpaBmn yNnoNHOMOUEHHbIV OpraH B TeueHue 3 pabouunx gHen
C AaTbl NPUHATUSA TaKOro PeLeHVs yBeAOMSISeT MeAMUMHCKYH OpraHvsayui o
NPUHATOM PELUEHUN B NTNCbMEHHOW hopMe.
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B cnyyae npuHATUA peweHWd 0 HeCcoOTBETCTBUU MeAUUMHCKOW OopraHm3aymmn
TpeboBaHuam HacToAwmx NMpaBnn ynofHOMOUEHHbIVi OpraH B TeveHuve 3 pabounx gHen
C 0aTbl NPUHATUS TaKOro peweHUs yBefomMngeT MeOUUWHCKYH) OpraHu3ayvi o
NPUHATOM peLeHnn B nucbMeHHow dhopme (C 0bocHOBaHMEM NPUYNH).

26. (ObxanoBaHve peweHns YNOHOMOYEHHOro OpraHa ocywecTBnseTcsa B
COOTBETCTBUW C 3aKOHOAATeNbCTBOM 3TOr0 rocyaapcTea.

27. YnonHomMo4eHHble oOpraHbl 0becneuynMBaldT XpaHeHue, CUCTEMATU3auuio,
akTyanusaymw m wmimeHeHue wuvHdopmaymm o6 opraHmsayuvsax, vMerwux npaso
NPOBOAUTbL WCMbITaHMA (MCCNefoBaHUsA) MeguUyUMHCKUX  MU3Jennmin B yenax ux
perncTpayunu, a Takke 3aWnTy 3ToM nHdopmMayumm 0T HECAHKUMOHUPOBAHHOIO A40CTYyNa.

MepeuveHb oOpraHuM3aymyi pasmMewaeTcd Ha CanTax YNOSHOMOUYEHHbIX OPraHoB B
MHAOPMAUNOHHO-TENIEKOMMYHUKAUUOHHON ceTn "VIHTepHeT" M B OTKPbLITOA 4acTu
nHdpopmaymnoHHon cuctemsbl Coto3a B cdhepe obpalweHns MeguynHCKNX n3genni.

KoHTponb cobnwogeHna mMegnyuHCKUMKW OpraHusayuammn, MMenwunMnm npaBo Ha
NpoBeAEHNE KIMHNUECKNX UNN KINMHUKO-NabopaTopHbIX NCNbITaHUA (MCCneaoBaHnin)
MeanUUHCKUX  mn3genuin, TpeboBaHm Hactoawumx [lpaBun  ocywecTBnseTcd
YNOSIHOMOYEHHbLIM OpPraHoM B Nopsake, YCTAaHOBSIEHHOM 3akOHOAATeNbCTBOM 3TOrO
rocygapcraa.

28. VcknwueHve  MeaVYWHCKOW  OpraHusayum 13  NepevyHs  opraHusayuvmn
OCyWecTBNAETCA YMNOJHOMOUYEHHbIM OpraHoOM rocyfapcTBa-yfieHa B Cleaylwux
cnyyasax:

a) NocTynfeHne 3asBneHns ob ncknyeHn MegnUyNHCKON opraHn3aymm n3 nepeyHs
OpraHv3ayunii, NoaANMCaHHOTO PyKOBOAUTENEM MeANLNHCKOW OpraHmn3aymnu;

6) no pe3ynbTaTtam koHTponsa 3a cobniopgeHvem MeguUVHCKMMKW OpraHm3ayusmm
TpeboBaHuM HacToAwWwwmx MNpaBunn, oCcyWecTBASEMOro yNoAHOMOYEHHbBIM OpPraHoM.

29. YNoNHOMOYEHHbIE OpraHbl B TeveHme 3 pabounx gHew c aTbl BHECEHMNSA U3MEHEHUIA
B CBEAEHUVd, Ccoaep>kaljuecss B nepeyHe opraHm3ayun, obecneuvBardT pa3meljeHue
COOTBETCTBYHLWEN MHDOPMAYMn Ha CBOUX 0pMUManbHbIX CaiTax B MHOOPMayuoHHO-
TenekoMMyHUKaynoHHOW ceTn "MIHTepHeT", @ Takke ee npeacTasneHve B EBpasunnckyro
3KOHOMWYEeCKyHd KOMWUCCUK C WCNoSb30BaHWMeEM CpPeacTB  UHTErpupoBaHHOW
nHdopmaymnoHHon cuctembl Coro3a.

30. [lpepocTaBrieHMe 3avMHTEPECOBaHHbIM JnMyam cBepeHun 06 opraHunsaymsax,
BKITHOUEHHbLIX B MNepeyYeHb O0OpraHMsaynin, OocywecTBnseTcs YNOSHOMOYEHHbIMIN
OpraHamu B COOTBETCTBUW C 3aKOHOAATENbLCTBOM rOCyAapCTB-UfeHoB.

VI. TpeboBaHunS K NpoBeAEHNIO KIMHNYECKUX UCMbITaHNN
(uccnegoBaHMN) MeAVLVHCKUX N3gennn

31. KnunHunueckme wucnbiTaHna (MccnegoBaHUd) MEONUUHCKUX W3Oenuii  OOSDKHbI
NPOBOAUNTLCA B COOTBETCTBUM C NpUHYMNnamm XenbCUHCKOW Aaeknapayvn BcemupHon
MeguuymHckon accoyuvayum 1964 ropga "I3Tnyeckme NpUHUMNbL  MeanyUHCKNX
NCcCnefoBaHnN C y4acTUEM YenoBeka B KauecTBe cybbekTa nccnegoBaHua”.

KnuHunueckne wcnbiTaHua  (MccnegoBaHnd)  MeAWMUWMHCKUX  U3OENUi  JOSDKHbI
NPOBOANTBLCSA HAa OCHOBE NPOrpaMMbl KNMHWYECKOr0 UCNbITaHNSA (MCCNefoBaHns) Takum
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obpasom, uTobbl pe3ynbTaTbl NCNbITAHUA (MCCNEaOBaHWUNM) MO NOATBEPAUTL UK
OMNpPOBEPrHYyTb 3asBfIEHHbIE MPOW3BOAMTENEM KIUHWYECKyld be3onacHocTb W
3ddoekTnBHOCTL. KonnuecTBo npoBeaeHHbIX HAbnwoaeHnin oomkHoO BbITb AOCTAaTOUHbBIM
ansa Toro, ytobbl obecneunTb CTAaTUCTUYECKYHD 4OCTOBEPHOCTb, BOCMPOM3BOAMMOCTb
pe3ynbTaToB 1 Hay4HYyH 060CHOBAaHHOCTL BLIBOAOB.

32. KnunHunueckme wucnbiTaHnga (MccnegoBaHUd) MEONUUHCKUX W3Oenuii  OOSKHbI
NPOBOAUNTBLCA B YCNOBUSX, YCTAHOBJSIEHHbLIX MPOWU3BOAUTENEM ANd NPUMEHEHUS
MeANLVNHCKOro N34enmns, N 4OJMKHbI BbITb NpegycMoOTpPeHbI MPOrpaMMon KNMHNYECKOTo
ncnblTaHnsa (nccnenoBaHmg).

33. ViccnepoBaTenb HECET OTBETCTBEHHOCTb 3a NPOBeAeHMEe KIMHNUECKoro UCNbITaHus
(nccnepoBaHns) MeanuyMHCKoro mnagenuvs. ViccnegoBaTenb AOMMKEH MMETb AOCTYN KO
BCEM MMEWUMCA TEXHUYECKUM W KIIMHUYECKMM [aHHbiM 06 wuccnepyemom
MegVULUUHCKOM U3Lennu.

34. Ona obecneueHns wunccnepoBaTenen HeobxogmbiMm obbemom uvHopmayum o
MEeANLUVNHCKOM WU3OENNUN NPOM3BOAUTENb WNW  YNOAHOMOYEHHbIA MNpeacTaBuUTEeNb
npon3BoauTena npeactaBnseT bpowtopy wccnepoBaTenss B COOTBETCTBUM  C
TpeboBaHuaAMMN, NpeaycMOTPEHHbIMU NpunoxeHmnem N 2 K HacToawum MNMpasunam.

35. NporpamMmma KIMHMYEeCKOro UcnbiTaHUAa (MccnegoBaHns) AOMXKHA BKIKOUYaTh B ceb4
CBEEHNS B COOTBETCTBUM C TpeboBaHmnaAMN, npeaycMoTpeHHbIMN npunoxeHnem N 4 kK
HacTosawmm lNpasunam.

36. OnvcaHve gM3amHa KIVMHUYECKOro UCnbiTaHng (uccnenoBaHns) OOMKHO BKIKOUYATb
B ceb4q:

a) cTpaTtermio obecneyeHnst KIIMHMYECKOW 3HAUYUMMOCTM M HayyHoOW oBocCHOBaHHOCTKY
pe3ynbTaToB c obocHoBaHnem ee Bbibopa;

6) OocHOBHblIE 1 [OMNONHMTENbHbIE KOHEYHble TOUkM C obocHoBaHuem umx Bbibopa w
N3MepeHus.

37. lporpamMmma KIAMHMYECKOro uWcnbiTaHma (MccnegoBaHWUs) COrNacoBbiBaeTCs C
MegLYUHCKUMUW OPraHn3aymnsamMmm u KoopanHaTopoM-uccnegoBaTenemM npy nposegeHnmn
MHOrOYeHTPOBbIX UCNbITaHUN (MCCNeqoBaHU) U YTBEPXAAeTcss NPoM3BOANTENeM NN
ero yrnosIHoMo4YeHHbIM npeacTasuTenem.

38. [ng npoBefeHns KIMHWYECKOro WwcnbiTaHusa (MccnepoBaHud) MeauUMHCKOro
n3genuga Npovu3BOAUTESNb NN ero YyNoSHOMOUYEHHbIV npeacTaBuTens NpeacrtasnseT B
MeaUMHCKYH0 OpraHvsayuvio criegyrowme AOKYMeHTbl (B crnydyae ey OpUrvHansl
LOKYMEHTOB COCTaBJfIeHbl HA MHOCTPAaHHOM $13blKe, OHW NpeacTaBnaArTCa C NepesoioM
Ha PYCCKMWA 43blK, 3aBEepeHHbIM Mpou3BoauTeneM WM ero YnosHOMOYEHHbIM
npeacrtaBuTenem):

d) pa3pelleHre yNnorHOMOYEHHOr0 OpraHa Ha NpoBefeHne KITMHMYECKOro UCnbiTaHns
(MccnepoBaHMA) MeQUUVMHCKONo U3genus;

6) 3asBneHne Ha nNpoBeAEHME KIIMHWYECKOro MWCnbiTaHUs  (UccnegoBaHUs)
Me[VLUNHCKOro U3genus;

B) 3asdBneHve C nNOATBEPXAEHWEM TOro, 4YTO [AaHHOE MeaunUyWHCKOe Wu3genue
YyAOBNEeTBOPSAET BCEM NpuMeHMbIM TpeboBaHuam besonacHocTn n 3ddpekTUBHOCTH,
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NCKMHUYasa Te CBOWCTBA W XapaKTEPUCTUKW, KOTOPbIE AO/MKHbI BbiTb nccnegoBaHbl B
X0/ KIMMHNYECKNX UCNbITaHUI (MCcnefoBaHnni) MeauLuHCKNX U3Oenni;

r) bpowopa nccnepoBaTens;
L) NPOEeKT NPorpamMmbl KITIMHNYECKOro UCNbITaHUA (MccnegoBaHug);

e) obpa3ybl (obpasey) mMeauMUMHCKOTo M3genns BMECTe C NPUHA[NEXHOCTAMM,
HeobxoaMMbIMM ONS NPUMEHEHUSs MeAVuUMHCKOro U3genus no Ha3HauyeHuo (npu
HaNMMUYN NPUHAANEXHOCTEN);

>XX) CBeAEeHMs 0 COOTBETCTBUMM MeaunuyunHckoro usgenust obwumm TpeboBaHusm
beszonacHocT u 3ddEeKTUBHOCTU MeaAuUUHCKUX un3aenuin, TpeboBaHmam K unx
MapKWPOBKE 1 3KCNyaTayWOHHOW AOKYMEHTAUWUN Ha HUX;

3) MHCTPYKYWUA N0 NPpUMEHEHMIO (3KCNyaTayMOHHAs OOKYMEHTAYMs) Ha MeanynHCKoe
n3genve c NpPUHAQNIEXHOCTAMKW, HeobxoaMbIMU NS MPUMEHEHUS MeauUUHCKOro
N34enns No Ha3HayYeHuo (NPU HANNYUN NPUHAANEXHOCTEeNn);

1) OOKYMeHTbl (MaTepuansbl), cogep>kawue pe3ynbTaTbl COBCTBEHHbIX WUCNBLITAHUNA
(nvccnepoBaHu)  Npov3BOAUTENd, B TOM UWCAEe aHanu3 [AaHHbIX MNPUMEHEHU S
MeaVUUMNHCKOro nsgenmns (Npyn Hannuun);

K) pe3ynbTaTbl UCMNbITAHUA B Uenax yTBEPXAEHUA Tuna CpeacTB usmepeHun (ong
MeoNUUHCKUX WU3Aenun, BKITHKOYEHHbIX B MNepeyeHb MeaUUNHCKUX  U3[enun,
OTHOCAWMXCA K CpeacTBaM W3MepeHur, B OTHOWEHUW KOTOPbIX MNPOBOAATCA
NCNbITaHWA B Uenax yTBEPXAEHUHA TUna cpeacTs U3MepeHunn);

n) opobpeHne komMuUTeTa NO 3TMKE HAa MpOBeAeHMe KIWHWYECKOro WCNbITaHus
(vccnepoBaHWS) MeAMLVHCKOTO U3enng;

M) KOnusi AoKyMeHTa 06 ycnoBusiX CcTpaxoBaHUS UM BO3MeLleHUs (KoMneHcayumn)
BO3MOXXHOIo Bpeaa npu BO3HUKHOBEHUW HebnaronpuaTHbix cobbiTun (MHYWaeHTOB),
OCYLecTBNSIEMbIX B COOTBETCTBMW C 3aKOHOAATENbCTBOM rOCyAapCTBa-usfieHa, Ha
TeppuToOpMX KOTOPOro MNPOBOAUTCA KIWHWYECKOE WCNblTaHMe (MccnegoBaHuMe)
MeaunLWUHCKOro u3genvs;

H) dbopMa MHPOPMKUPOBAHHOIO COrNacus;

0) ddopMa NHANBUAYANbHOWN PErMcTPaynoHHOW KapThl;

n) dopMbl 0TYETA 0 HEBNAroNpuUATHBIX COBBLITUAX (MHYMAEHTAX);
p) doOpMbl 0TYETa O HEAOCTAaTKax MeANLVNHCKOro N3Jenns;

C) dopmMbl OTUETOB O KIIMHUYECKOM WCNbITaHUX (UCCNeagoBaHUN) MeauUyUHCKOro
n3genuns, BKNHUYasa NPOMEXYTOUHbIV OTYeT.

39. lNpoBegeHve KIIMHNYECKOro UCNbITaHUA (MccnegoBaHnUs) MeguUMHCKOro U34enus
Krnacca NoTeHYManbHOro pucka npumeHeHus 3 unm 26, a Takke MMNNAHTUPYEMOTO
MeanLUVHCKOro wn3genua ocyuwectenseTcda B obasaTtenbHom nopsagke B dhopme
MHOMOLUEHTPOBbIX NCNbITAHUA (UCCNefoBaHM), B TOM Yucsie B O4HOM U3 rocyhapcTs-
UJIEHOB.
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40. OTueT 0 KINMHUYECKOM ncnblITaHun (nccnegoBaHum) (C npunoxxeHnem obobuwatowmx
Tabnuy (rpadukoB) pe3ynbTaToOB UCNbITAHUA (MCCNEAoBaHUW) C COOTBETCTBYHOLWEN
cTaTucTtnyeckon o0bpaboTkom M KOMMEHTapueB K HUM) [OMKEH cojepxXkaTb
KPUTMYECKYH OLEHKY BCEX AAHHbIX, NOSTYUYEHHbIX B X04e UCNbiTaHun (nccnegosaHun), B
TOM 4uCNe HeraTUBHbIX AaHHbIX. TAaKkoW OT4YeT AosmkeH bbiTb cocTaBneH no dpopme
cornacHo npunoxeHuto N 5, nognncaH nccnegoBaTenaMy U yTBEPXKAEH PYKOBOAUTENEM
MeAVUUNHCKOW OpraHmn3ayun.

Mpn npoBegeHUM MHOMOUEHTPOBbLIX KIWHUYECKMX WCnbiTaHun (1nccnegoBaHum)
cocTaBnsgeTca obwmin oTyeT, KOTOPLIA AomkeH BbITb nognmucaH vccnegoBaTenaMum um
PYKOBOAUTENAMN MEAUUMHCKNX OpraHm3aymim u yTBEepXAeH KOoOpAWHATOpPOM-
nccneposaTenem.

41. 3agBUTeNb MMEET NPaB0O KOHTPONIMPOBAaTh NPOBEAEHNE KITMHUYECKOr0 UCNbITaHNSA
(MccnepoBaHMA) MEAUMUMHCKONO M3AEeNnns Ha BCeX 3Tanax NocpeacTBOM Ha3HaueHus
N1y COOTBETCTBYHLWEN KBanudvkaymm n NpoBefeHns npouesyp MOHUTOPUHIA UNn
HEe3aBNCVMMOW OLEHKW COOTBETCTBUSA C UeNbH NOSlyYeHNSA AOCTOBEPHbIX AaHHbIX.

VIl. ObocHoBaHue knnHnueckon adpdpeKkTMBHOCTU U BesonacHocTn
MeAVLVHCKUX n3genvun anga ANarHocTukuy in vitro

42. [loka3aTenbCTBO COOTBETCTBUA MEAULUWUHCKUX U3O0enni ong AUarHocTukKKM in vitro
o0bwmm TpeboBaHuam besonacHocT n 3EKTUBHOCTM MEOUUUHCKUX W3Aenuwn,
TpeboBaHUAM K X MAapKMPOBKE 1 3KCNAyaTayWOHHOW AOKYMEHTAUNM Ha HAX BKIOUYaeT
B cebsa obocHoBaHue knuHMuYeckon 3ddeKTUBHOCTU M Be3onacHOCTY MeanUMHCKNX
n3genun gns AnarHocTuku in vitro.

ObocHoBaHue KMHUYeckow 3ddekTUBHOCTM M Be3onacHOCTM OCHOBLIBAaeTCA Ha
onpegeneHnn N MNOATBEPXKAEHUWM  HAyyHOW  0DBOCHOBAHHOCTM  aHanuTa,
aHanuTuueckor 3ddeKTNBHOCTY W, TAe NPUMEHUMO, KITMHNYEeCKoW 3hheKTUBHOCTH
MeaVLUVHCKOro usgenusa Ans AuarHocTuky in vitro npm ero wvcnonb3oBaHuu Mo
HA3HAUYEHWID, YCTAHOBNEHHOMY NPOM3BOAVTENEM.

43. OnpepeneHve wnu nNoATBepXAeHWe HayuyHou 0600CHOBaHHOCTW aHanuTa He
apnseTcsa HeobxooumbiM B Crlyyae, ecnn CBSA3b aHanMTa C KIAWHUYECKUM Unn
n3MONorMyeckMm COCTOSSHUEM OpraHM3mMa 4enoBeka XOpOoWOo W3BEeCTHa W
OCHOBbIBAETCHA Ha AOCTYNHOW MHAOpMaynn.

44. [Ind HOBOro aHanuTa WM HOBOr0 HA3HAYeHUd MeONLUHCKOro mnigenvs ang
ANArHOCTUKM in vitro HayyHas 0BOCHOBAHHOCTb aHanMTa MOXEeT BbITb yCcTaHOBNeHa
O4HVUM UKW HECKONBbKMMK cregytowmmm cnocobamm:

d) Ha OCHOBE K/AVMHWYECKOro OnbiTa MNPUMEHEHUS MEeAUNUNHCKUX Wu3penun pans
AVArHOCTUKM in vitro, onpegensiowux TOT Xe aHannUT N C TeEM XXe Ha3HauyeHnewm;

6) Ha ocHOBEe faHHbIX HAYYHOW NNTEpPaTYpbI;

B) B X0Ae KIWHUKO-NabopaTopHbIX MCNbITaHUA (MCcnegoBaHUn) MeauUyUHCKOro
n3gennsa ans amarHoctTuky in vitro.

45. AHannTuyeckas 3eKTUBHOCTb AOMKHA DbiTb ycTaHOBNEHa N NOATBEPXAEHA
pe3ynbTaTamMuy KIMHUKO-NabopaTopHbIX ncnbiTaHun (nccnegoBaHu) MeguyuHCKOro
n3genua ans AMarHocTuky in vitro gng 3asengemoro mMeguyvHCKOro msgenusa ang
AnarHocTuku in vitro.
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B cnyyae HeNpuUMEHMMOCTW MOoKasaTenenm aHanuTUYeckonw W KIIMHMYEeCKOoW
3ddeKTUBHOCTU K MeauUMHCKOMY W3AenU ONng AnarHoCTuku in vitro knmHuko-
nabopaTopHbie NCNbITaHUSA (MCCNeaoBaHUA) MegULUNHCKOro N34enns Ansa oMarHoCcTuKmn
in vitro He npoBoOAATCA.

46. OnpepeneHve wnun TMOATBEPXAEHME KIAMHMUYECKOW 3eKTUBHOCTM B XO[e
KNWHMKO-NabopaTopHbIX UCNbITaHUW (MCCNeaoBaHUN) MeAUUMHCKOro u3genusa angd
OVNAarHocTuKKM in vitro He gaBngaeTca HeobxoguMbIM ANA MeOUUUWHCKUX WU30enuin ang
ANArHOCTMKM in  vitro, AN9 KOTOPbIX KIMHUYecKkass 3deKTUBHOCTb LENIMKOM
onpegensieTca aHanuTmnuyeckor 3ddeKTUBHOCTLHO M 3TOT DAaKT XOPOLIO U3BECTEH U
OCHOBbIBAETCSA Ha AOCTYNHOW MHdpopmayun.

47. KnnHnuyeckasa 3apdpekTUBHOCTb MEANLWUHCKOIo U34enns Ansa AMarHocTukny in vitro
MOXXeT BbITb yCTaHOBNEHA OA4HMM UNU HECKONBKUMW cnegytowmmmy cnocobamm:

a) B X0Ae KIVWHWKO-NabopaTopHbIX MWCNbITAaHUA (MCcCcnegoBaHU) MeauUUMHCKOro
n3genns ans amarHoctTuky in vitro;

6) Ha ocHOBEe faHHbIX HAYYHOW NNTEpPaTYpbI;

B) Ha OCHOBE K/IMHWYECKOro O0nbiTa MNpPUMEHeHUs MeMUUHCKOro wusgenus Ang
LMarHoCTUKW in vitro B rocygapcreax-yneHax.

VIil. TpeboBaHuns K NpoBeAeHNIO
KNMHMKo-nabopaTopHbIX ncnbiTaHum (nccnegoBaHuUn) MeANLMHCKUX
n3agennmn gna ANarHocTukum in vitro

48. KnnHnyeckve ncnbiTaHug (MccnegoBaHns) MeguyHCKNX U3Aenun Ans AMarHocTkn
in vitro npoBogaTca B dopme KNMHUKO-abopaTopHbIX ncnbiTaHUin (MccnegoBaHUn)
MeaguLNHCKNX U3Oennn ans ouarHocTuku in vitro.

KnuHuko-nabopaTopHble umcnbiTaHus (UCCNEAoBaHWS) MeauUUHCKUX WU3Jenin Ansg
AVArHOCTMKM in vitro [OMKHbI NPOBOAUTLCSA HAa OCHOBE MNPOrpaMmmbl  KIMHUKO-
nabopaTopHbIX MCNbITAHUA (UCCnegoBaHur) Takum obpa3om, uTobbl pe3ynbTaThl
ncnbiTaHun (MccnegoBaHWUv) MOMAM NOATBEPAUTL WM ONPOBEPrHYyTb 3asiBJSIEHHbIE
NpOV3BOAUTENIEM XAPaKTEPUCTUKU  aHanutunueckon 3ddiekTMBHOCTUM W, rge
NPUMEHVMO, KIMMHNYECKOWN achdhekTUBHOCTY, KONn4ecTBOo npoBeAeHHbIX
nabopaTopHbIX TECTOB AOMKHO ObITb AOCTAaTOYHbIM Ang TOro, 4tobbl obecneunTsb
CTAaTUCTUYECKYH AOCTOBEPHOCTb pe3ynbTaToB NCNbITaHNI (MCcnegoBaHnn).

49. MNMporpamMmma KIIMHUKO-NabopaTopHbIX UCNbITAHUA (UCCNefoBaHMA) AoMmMkHA bbiThb
CoCTaBneHa B cOOTBeTCTBMU € TpeboBaHusamm cornacHo npunoxeHuto N 6.

50. VcnbitaHua (uccnepoBaHus) MenuUUHCKUX U3Lenuid Ans AUMarHocTukM in vitro,
NpegHa3HaueHHbIX ANS UCNONb30BaHUA NUUaMW, HE UMERWUMUA MeLULUHCKOro
obpasoBaHusa B o0bnactu knNuHWYeckow nabopaToOpHOW AWArHOCTUKW, AOJDKHbI
NpoOBOAUTLCA B  YCNOBUSAX, MOAENMPYHOWUX YCNOBUSA  WCMNOMb30BaHWA  3TUX
MeANLUNHCKUX N3AENNIA N0 Ha3HaYeHUHo.

51. KnnHnko-nabopaTopHble UcnbiTaHUsA (MCCNefoBaHns) MeULUUHCKNX U3aenun ans
AVArHOCTUKM in vitro, NnpegHasHavyeHHbIX ANS NPUMEHEHUS B COUETAHMKW ApPYr C APYyrom
B BMAE aHANUTUYECKNX CUCTEM, MOryT NPOBOAUTBLCA B paMKax OAHOro UCMNbITaHUS
(nccnepoBaHus) (BMecTe € NpUHAANeXHoCcTaMn, HeobxogMmbIMn onsg NCNonb30BaHUS
MeanLVUHCKOro N34enmns no HasHauvyeHunto).
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52. Npobbl, ncnonb3yembie B KNMHUKO-N1abopaTopHbIX NCAbITaHUAX (MCCIef0BaHNAX)
MeaVLUVHCKUX U3Lenni AN AuarHocTuky in vitro, moryT BeiTb cobpaHbl 13 HECKONbKNX
WCTOYHMKOB, BKIHOY@d OCTaTouyHble 06pa3suybl, apxmBHble 0bpasybl  wnu
yeneHanpasneHHo oTobpaHHblie obpasysbl.

OcTaTouyHbiMKY 0Bpa3yamm cumTaroTca ocTaTkm obpa3yos, cobpaHHbIX B Xoae nevebHo-
AMarHoCTMYecKoro npoyecca.

K apxuBHbIM 06pa3yam nnm npobam oTHOCATCA OxapakTepun3oBaHHble 0bpasybl nnu
npobsbl, KoTOpbie bbiINM 0TOBpaHbl paHee N NoAy4YeHbl U3 PeENO3UTOpPKMEB (B TOM Yucne
BbaHkn TkaHew, cTaHAAPTHbLIE NAHEeNN, My3enHbIe TEeCT-LUTAMMbI Y MHbIE KOJNNEeKYunn).

Mog yeneHanpasneHHo oTobpaHHbIMY 06pa3yammn NnoHMMAaOT 0bpasysbl, KOTOpbIe BbinNn
B34ATbl Y NAYMEHTOB CNeymnanbHO AN UCMNO0Nb30BaHUA X B KOHKPETHOM MCNbITAHUN
(nccnegoBaHum). B gaHHOM cnyyae oT NayueHTa AOMKHO BbiTb NONyYeHo nognucaHHoe
UM MHCPOPMKMPOBAHHOE cornacume.

53. Pe3ynbTaTbl TecTMpoBaHua npob B xope KNIMHMKO-NabopaTopHbIX MCNbITAHUNA
(vccnepoBaHW) MEeOVYUMHCKOro w3genusa Ans AMarHoCTUKWM in vitro He [JO0SmKHbI
NCNoNb30BaTbCAd ANA APYrMX Uenen, KpoOMe OUEHKW ero aHanmtuyeckon n (nnw)
KNHnueckon 3pekTMBHOCTN, €ecnu  3Tuueckme coobpaxkeHnsi, NOMAHOCTbLHO
pasgensiemble  BCeEMWU nccnegoBaTensaMuy,  ydyacTBYHOWMMUA B MCNbITaHUW
(nccnepoBaHun), He  npepnonaraldoT  obpaTHoe  (BkNwuas  HeobxogmmocTb
nHdopMupoBaHua cybbekToB wucnbiTaHuM  (UCCNegoBaHuM) 0O pesynbTaTax
TecTupoBaHusa). B Takom cnyyae wuccnepoBaTenb NpuHUMMaeT Ha ceba nonHywo
OTBETCTBEHHOCTb 3a NOCNeACTBUSA NMHOMO NCNOSIb30BAHUA NOSTYYEHHbIX AAHHbIX.

54. KnnHunko-nabopaTtopHble ucnbiTaHna (MCCcnefgoBaHns) MeguUUHCKNX U34enun ang
ANArHOCTUKK in vitro HoBbIX nnn ocobo onacHbIX MHpeKYMoHHbIX 3aboneBannii nmbo
peako BCcTpevawwumxcss 3aboneBaHnin, B TOM  uncne NpPUPOAHO-0YATrOBbIX
NHpeKYnoHHbIX 3aboneBaHnii, MorytT npoBoAUTbCA B nabopaTopHbIX ycnoBUSaX C
NPUMEHEHMEM apXuBHbIX 0bpa3yoB wn (unm) o06pa3yoB, NOMAYYEHHbIX T[EHHO-
VHXXEeHepPHbIM cnocobom. B yka3aHHbIX Cllyyasx NpoOv3BOAUTENb MO COrNacoBaHMKd C
YNOSIHOMOYEHHbLIM OpPraHoM roCyAapCTBa-yfieHa MpoBOAUT MOCTPErncTpaymoHHbIN
KIMWHNYECKNIA MOHUTOPUHT be3onacHocTy n 30eKTUBHOCTU MEAULNHCKNX U3OENNN B
COOTBETCTBUWX C NpaBunamMuy NpoBeAeHNS MOHUTOpuHra besonacHocTw, KavecTBa w
3ddhekTUBHOCTU MeanLUHCKNX n3nenvmn, yTBEep>XaaemMbiMun EBpasunckon
3KOHOMWYECKOW KOMMUCCUEeW, C Uenbk MofayvYeHUsa CTaTUCTUUYEeCKU [OCTOBEPHbIX
XapaKTePUCTUK NX aHANNTUYECKoW 1 (unun) KnnHmnyeckom 3dodekTMBHOCTU.

55. [Ona npoBegeHunst KIWHMKO-nNabopaTtopHOro wcnblTaHua (UccnefoBaHus)
MeONUMHCKOro wu3genua ansg AunarHoctukn in vitro npoussoguTens wunm ero
YNOSIHOMOUYEHHbIA MpeacTaBuUTeNnb NpeacTaBnsgeT B MEeAUUMHCKYHD OpraHm3ayuvio
cnegywowme [OKYMEHTbl (B Cflyyae eciu OpUruHanbl JOKYMEHTOB COCTaBJfieHbl Ha
WHOCTPAHHOM 43blKe, OHW NpeacTaBAAdTCA C nNepeBOAOM Ha PYCCKUA  A3bIK,
3aBepeHHbIM NPOV3BOAUTENEM UM €ro YNoAHOMOYEHHbIM NpeacTaBuTenem):

a) 3asBJfIEHME O MPOBeAeHUN KIMHUKO-NabopaTopHOro mncnbiTaHua (MccnenoBaHUS)
MeaANLWNHCKOro n3genma onsg AnarHoctukny in vitro;

6) 3asBneHve c noaTBepXXAEHVMEM TOro, UYTO AaHHOEe MeauyWHCKoe wu3genve Ans

AMAarHoCcTuku in vitro ynoBneTBopseT BCEM NpMeHMbIM TpeboBaHusam besonacHocTun
1 3 hEKTNBHOCTY, UCKITHOUAsA TE CBOWCTBA U XapakKTEPUCTUKWU, KOTOPbIE A0MKHbI BbiThb
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nccnefoBaHbl B XOAE  KIWMHUKO-NAbopaTopHbIX  MCNbITaHUA  (MCCnegoBaHWn)
MeaANLWNHCKOro n3genma onsg AnarHoctukny in vitro;

B) NPOEKT NpOrpamMmbl KNMHMKO-NabopaTopHOro ncnbiTaHna (MccnegoBaHng);

r) obpa3sybl (obpasey) mMegnUUHCKOro mM3genusa Ans AWarHocTukn in vitro BmecTte c
NPUHAANEXHOCTAMW, HeobxoaMbIMKU AN NPUMEHEHUSA MeAWUUMHCKOro M3penus no
Ha3HavYeHW (NMPY HANVUUNN NPUHAANEXHOCTEN);

L) CBEAEHMA O COOTBETCTBMM MeAMUMHCKOro wu3genus obwum TpeboBaHmnam
besonacHocT ”n 3deKTUBHOCTM MeaAUUMHCKUX un3genuinn, TpeboBaHuam K ux
MapKMPOBKE 1 3KCNJTyaTayMOHHOW AOKYMEHTAUNN Ha HUX;

€) MHCTPYKYWS Mo NPUMEHEHUIO (3KCNNyaTayuoHHAA JOKYMEHTAUUs) Ha MegnynHCKOoe
n3genve ans AuarHoctuku in vitro c¢ npuHagnexHocTamu, HeobxogumbiMn ang
NPUMEHEHNA  MEAWLUWMHCKOro  WU3Aenus N0 Ha3HaveHmw  (Npy Hanuuun
npuHaanexHocTen);

>XX) AOKYMEHTbl (MaTtepuansl), cogepkawjue pesynbTaTbl COBCTBEHHBLIX MCNbLITAHUNA
(nccnepoBaHu) Npov3BOAUTENd, B TOM 4UuCie aHanm3 [aHHbIX NpPUMEHeHUd
MeanLMUHCKOro U3genusa ans ouarHocTuku in vitro (npy Hannuun);

3) pe3ynbTaTbl UCABLITAHUA B Uenax yTBepXAeHWs Tuna CpeacTts mamepeHun (B
OTHOLWEHUN MegNLUHCKUX U3Aenun ANs ANarHoCTUKY in vitro, BKIHOYEHHbIX B NepeyveHb
MeaLUHCKUX N34eSnii, OTHOCALMXCS K CpegcTBam N3MepeHunii, B OTHOLEHNN KOTOPbIX
NPOBOAATCH UCNbITAHUA B UENAX YTBEPXAeHUs Tuna cpeacTs NUSMepeHunn).

56. Nporpamma kKNHUKO-NabopaTopHbIX NCABITAaHUIA (MCCIeA0BAHNN) MEeAUYUHCKOrO
n3genua ong AMarHocTuKY in vitro cornacosbiBaeTcd C MeNYUHCKUMMW OPraHn3ayuamm
n yTBEpPXKAAeTCa NPON3BOAUTENEM UM ero YyNofHOMOYEHHbIM NpeacTaBuTesnem.

57. Tpwu npoBegeHUn KIWHMKO-NabopaTopHbIX UCObITAaHUA  (MCCNeaoBaHW)
MeLVUMNHCKOro n3aenmns ansa onarHocTukny in vitro ocywecTteBnaTCca:

a) npoyeaypbl B COOTBETCTBMX C NPOrpaMmMon KITMHUKO-NabopaTopHbIX UCNbITAHUNA
(nccnepoBaHu);

6) BegeHne ogHO3HAUHO UAEHTUMYMPYEMBIX 3aNNCEN NO OUEHKE (DYHKUWOHANbHbIX
XapaKTepPUCTUK, COaepXXalwx BCe pe3ynbTaThl U3MEpPeHUI;

B) OUEHKA U aHanu3 NoONy4YeHHbIX AdHHbIX C Henbo NoaTBep>XAeHUA NX COOTBETCTBUA
3addBJ1IEHHbIM XdPadKTEPUCTUKAM;

r) popaboTka 3KcnnyaTaynmoHHOW OOKYMEHTAUuUW NpPOWU3BOAUTENSA Ha MeauynHCKOoe
n3genue ansa AMarHoCTuky in vitro no pesynbTaTamMm UcnbITaHUW (MccnegoBaHun) (Npwu
HeobxogumocTn).

58. Pe3ynbTaTbl UCALITAHUW (MCCNefoBaHUN) MegULMNHCKOro N3enns Ansa ANarHoCTukn
in vitro cumTalTCca OTpuUYaTeNbHbIMW B CNlyyadx, ecnv pe3ynbTaTbl KIWHUKO-
nabopaTopHbIX NCNbITAHNIA (MCCNEea0BaHU) MEANLWUHCKOro N3Aenns ans onarHocTukmn
in vitro cBuaeTenbCTBYHOT 0O TOM, 4YTO aHanuTuyeckas wu (MNK) KINHUYeCKas
3ddeKTUBHOCTbL  YKa3aHHOro  MEeAWLUWMHCKOro  WU3OEeNnnUsa  HMXKe  3aaBJIEHHOW
npovsBoguTenem.
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59. OTueT 0 KIMHMKO-NabopaTopHbIX NCNbITaHUAX (UCCNEefOBaHNAX) MeAUUNHCKOro
n3genus anga AmMarHocTukn in vitro QofmKeH CogepXXaTb KPUTUUECKYH) OUEeHKy BCex
LAHHbIX, NOSIYUYEHHLIX B XOA4€ UCNbITaHUW (MCCNegoBaHMin), B TOM UYNCE HeraTUBHbIX
AaHHbIX. Takowv oTueT fosmkeH bbiTb odopmiieH no dopme cornacHo npunoxkeHnio N 7,
noanucaH wvccnegoBaTenaMuy WM YyTBEPXKAEH  pykoBoguTenemMm  MeguuyUHCKOW
opraHusayun.

B cnyuae npoBegeHUss MHOFOUEHTPOBbLIX KIWHUKO-NabopaTopHbIX MCNbITAHUNA
(nccnegoBaHu) MeOULMHCKOTO U3genud Ons gumarHoctuky in vitro coctaensaercsa
obwnii oTUeT, KOTOPLIN A0MKeEH BbITb NOANVCAH UCCNegoBaTeENAMU U PYKOBOAUTENAMMN
MeLVNUNHCKUX OPraHn3ayunni n yTBepXXaeH KOOpAMHATOpPOM-uccnegoBaTenem.
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NMpunoxxeHwne N 1

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

(dbopma)

3A4BINEHUE
Ha pa3peLleHne NPoBeAEeHNS KNUHUYECKUX NCMbITaHWIA
(uccnenoBaHMIN) MEAVULMHCKOTO U34enns

(KpaTkoe HaMMeHOBaHME MeLULUHCKOrO n3genus (Npy Hannu4vunm))
N____oT"__"“_ 20__r.
1. HanmeHoBaHve v agpec Npov3BoaNTeNs ___ _ _ o o
2. Agpec mecTa npov3BOACTBA MeAULUHCKOro m3genus (NpovM3BOACTBEHHON
MOWaaKU) o
3. HaumeHoBaHWe 1 agpec ynosIHOMOYEHHOro NpPeaCcTaBUTENs npousBoauTens (B
Cryyae NMpovM3BOACTBA He HA TEPPUTOPUAX rocyaapcTB - uneHoB EBpa3unmnckoro
3KOHOMMYECKOoro col3a)
4. amunnmna nms, oT4YecTBO (MpW Hanuuuu), agpec, Homepa TenedioHa v dpakca,
aApec 3NeKTPOHHOV NoYThbl (MPY HANWUXX) KOHTAaKTHOrO N1La No AaHHOMY 3a9BNEHNIO
5.Mpwv NoBTOpHOW Nogaye 3a9BfIEHUS NO AAHHOMY MeAULMHCKOMY N3Aennio gaTta v
HOMEp Mpeabigywero 3a9BNeHNs __
6. MonHoMoUMs Ha NPOBEAEHUE KIAMHUYECKUX WCMAbITaHWA (MccnenoBaHuin)
7. Mepviog BpEMEHW NPOBEAEHNS KINTUHUYECKUX UCNbITAHWA ___
8. [laHHbIE 0b nccnepgoBaTensx, KOOpaunHaTope-uccnegoBaTene
(NP HANMMYNNY
(0.1N.0. (npn Hanuuum), mecTo paboThbl, AOMKHOCTb, HayYHas
cTeneHb (NpyY HAaNU4nKn))
9. MpeHTudomkayma n onucaHve nccnegyemoro MegulyuHCKOro wusgenus, BKruas
nepeyeHb WCMNOMAHEHWN, KOHUrypaymi u MNpUHAANEXHOCTEN, Ha KOTopble
pacnpoCcTpaHAaTCA pe3ynbTaThbl UCNbITAHNN
10. Ha3HaueHne megMyMHCKOro n3genma

12.Kog Buaa B COOTBETCTBUM C HOMEHKNATYPOW MEAUUUNHCKUX W3AENni,
npyMeHsemMolri B pamkax EBpasvmckoro 3KOHOMMYECKOro Cow3a
13. Yenwu v runoTesbl KNIMHWYeCKoro ucnblTauva ___ . __
14. KonnuecTtBo cybbekToB ncnbiTaHnm (uccnefoBavnm) ___ ___ ___ ______ __________
15. KonuuecTtBo 3K3emMnngpoB ucoiegyemMoro MeauyvHCKOro usgenud
16. MegnymnHckas opraH13aymsa NpoBeAeHNs UCNbITaHNN (MCCNefoBaHU) C yKa3aHUeM
agpeca, HomepoB TenedioHa M doakca, a TaKKe afpeca 3NIeKTPOHHOW NoYTbl (Npw
HamMUYUY)
Moanuce pyKoOBOAUTENS OpraHM3ayMm NpOU3BOACTBA WM YNOSIHOMOYEHHOro
npeacTaBuTens:

(®.1.0. (npy Hanuuwnu), mecTo paboThbl, AOMKHOCTD)
Mognwuck 3aaBuTend:

(®.1.0. (npy Hanuuwnu), mecTo paboThbl, JOMKHOCTD)
MepeueHb NpunaraemMbliX JOKYMEHTOB:
1) nporpamMmma KIMHNYecKnX UCNbITaHnNM (MccnegoBaHnn);
2) ...

Info@goszdravnadzor.ru




Mpuno>xxexHue N 2

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

TPEBOBAHUA
K COAEP>KAHUIO BPOLUIOPbLI UCCIIEAOBATENSA O MEAULIMHCKOM U3 AEJITN
(KPOME MEAVULWUHCKUX U3AENUA NS AQUATHOCTUKMU IN VITRO)

l. 06w ee onncaHue MegULMNHCKOro usgenus

1. bpowiopa wuccnepoBaTens [OMMKHA COAEpPXXaTb Creaylwy MHopmayuio c
ONMMCAHMEM MeauLUVUHCKOro N3genns:

d) HANMEHOBaHVE MegVUMHCKOro U3genns;

6) obwee onncaHmne n Ha3HAYeHVE MEQNLUMHCKOro U3genns;

B) MHChbopMayus, No3BonawWas nageHTudnynpoBaTb MegUYVUHCKOE N3enve, B TOM
yuncne HoMep mMogenu, BKIKYas HOMep ncnonHeHus (mogudpmkaymm) (Npy Hanu4vum)

WS CCbINKY Ha NAEHTNUYNPYIOLW N HOMEP MOAENN;

r) BUA MeAWUMHCKOro u3genua B COOTBETCTBMM C HOMEHKaTypow MeauyMHCKUX
n3genun, npumMmeHgemMon B pamMmkax EBpa3nnckoro sKOHOMMYecKoro cor3a;

n) nHdopmMayms o npegHa3HavYeHHbIX NOb30BaTeNsax;
e) NPUHYUNbl AeCTBUSA MeAULYUHCKOro N3aenus;

>XK) KNacc pvcka M NpyMeHMMbie KnaccMdVKayuoHHbIE NMpaBuna B COOTBETCTBUM C
npasunamn  knaccmduvkaymm  MeguUMHCKUX — u3genum B 3aBUCUMMOCTU  OT
NOTEeHYManbHOro pyucka NpUMeHeHud, yTBepXxaaemMbiMn EBpasnmnckomn aKoOHOMMYecKomn
Komuccmen;

3) oNMcaHne HOBbIX CBONCTB U XdpPaKTepncTtmnk MeanymnHCKoro mspennsd,;

Nn) onucaHve npUHAANEXHOCTEeN, APYrNX MeanyUHCKUX W3AennMn n n3genun, He
ABNAOWMNXCA MeQNYUHCKMMKW, HO MpeaycMOTPEHHbIX [ANnsd  UCNOoMb30BaHUA B
KoMBuHaywum c nccnegyemMbiM MEAULNHCKUM N3LENNEM;

K) onucaHue un (Mnn) nepeyvyeHb BO3MOXHbLIX WCAOMHEHUN (KOHurypayuin)
nconegyemoro MeguymMHCKOro nsgenus;

n) obwee onncaHve OCHOBHbIX OYHKLUMOHANbHbIX 3IEMEHTOB, BKHOYasa AnarpaMmmel,
doTorpachmm 1 PUCYHKWN, [LEMOHCTPUPYHOLME OCHOBHbIE 4YacTu (KOMMOHEHTbI)
MeJUUMNHCKOro u3penus v BkAJawwme B ceba noacHuTenbHble Hagnucwy,
AOCTATOUHbIE ANS NOHMMaHusa guarpamm, potorpadpuii n pUCyHKOB;

M) ONMCaHMe maTepuanos, BCTYNawWmMX B HENOCPEACTBEHHbIN U ONOCPef0BaHHbIN
KOHTAKT C TefioM yenoBeka.
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Il. MpMmeHeHe mMeaULVHCKOro nsaenvs

2. bpowwpa wuccnefoBaTens [OMMKHA COAEpXKaTb cnefywouwy vHdopmMayuio o
NPpUMEHEeHNN MeJULNHCKOro N3enmna:

d) Ha3Ha4YeHne MegnLYNHCKOro n3genuns;

6) MHCTpYKUMK No MOHTaXy (BBOAY B 3KCANyaTayuto);

B) UHCTPYKUMS N0 NPUMEHEHMIO, BKITHOYAsA YCOBUSA TPAHCNOPTUPOBKN U XPaHEHUS.
lll. CBeaeHus 0b ncnbiTaHNMAX MegULUHCKOIo nsgenuvs

3. bpowiopa wccnepoBaTens [OOMMKHA COAEpXaTbh Crefgylowyl uHdopmMauvio o
NPOBEAEHHbIX PAHEE UCTbITAHNAX MEAVLIUHCKOr0o U3Aenns:

a) pe3ynbTaTbl JOKITMHNYECKUX NCCReg0BaHN U NCALITAHNIA;

b) nmerowmecs KNMHMYecKne gaHHble, B TOM Yucrie:

AaHHblE  HAY4YHOW JUTepaTypbl OTHOCUTENbHO KOHCTpPykKyuun, be3onacHocTw,
3dPeKTUBHOCTM N HA3HAUEHWUS AHANOMMNUHbLIX WM 3KBMBANEHTHbIX MeanLUHCKUX
n3genumn;

AaHHbIE  HAY4YHOW JUTepaTypbl OTHOCUTENbHO KOHCTpPykyuun, be3onacHocTw,
3deKTUBHOCTM N HA3HAUEHWUS aAHANOMMNUYHbLIX W 3KBUBANEHTHbIX MeanLUHCKUX
VN30EenUn TOro >Xe NPOM3BOAUTENS, BKIHOUAs AaHHble 0 BpeMeHU mx obpaweHmns Ha
pbiHKE, @ Takke cBefeHnsi 0bo Bcex BbIABNEHHbIX npobnemax c be3onacHoCTbHO 1”

3(phekTUBHOCTLIO U NPEANPUHATBIX KOPPEKTUPYHOLWNX OENCTBUSAX;

B) pe3ynbTaTbl aHanmM3a puckoB, cBegeHnss 0 nobouHbix 3ddhekTax u
NPOTUBOMNOKA3aHNAX;

r) nepeyeHb BO3MOXHbIX HebnaronpuaTHbix cobbiTUn  (MHYWMAEHTOB) 1
HebnaronpusaTHbIX BO3AENCTBUN MEANLVNHCKOro N34enms;

o) nepeyeHb CTaHOAaApTOB, NPMMEHAeMbIX B NOJTHOM obbeme nnm yacTnuHo.
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MpunoxxexHne N 3

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

TPEBOBAHUA
K COAEP>XAHUIO TEXHUYECKOIO ®AUINA HA MEQULUWHCKOE U3AENVE
(KPOME MEAULWUHCKUX U3AENUA NS QUATHOCTUKMU IN VITRO)

l. 06w ee onncaHue MmegULMNHCKOro usgenus

1. TexHnueckun chann AOMKEH COAEpXXaTb Cregyrowyd nHopMayni C ONUCaHneM
MeaVUUNHCKOro U3genuns:

a) HAMMeHoBaHMe MegUUVNHCKOro u3aenus;

b) obwee onncaHve n Ha3HaveHe MeguLUUHCKOro n3genug;

B) MHhbopMmayus, no3sonsgowas noeHTudnynpoBaTb MeauyUHCKOe n3genve, B TOM
uncne HomMep MoOAenu, BKAKUasi HOMep UCNOoMAHeHUs (NpY HanMuynn) N CCbiNKy Ha

NAeHTUUMPYOWNIA HOMEP MOLENN;

r BUA MeAWUMHCKOro u3genua B COOTBETCTBMM C HOMEHKaTypow MeauyMHCKUX
n3genun, npumMmeHgemMon B pamMmkax EBpa3nnckoro sKoOHOMMYecKkoro cor3a;

[) NpeaHa3HayeHHble NoNb30BaTenu;
e) NPUHYUNbl AeCTBUSA MeAULYWUHCKOro N3genus;

>K) KNnacc NOTEeHUMANbHOr0 pUCKa MPUMEHEHUS N MPUMEHUMbIE KIlaccnnKaynoHHbIE
npasuna B COOTBETCTBMM C NpaBunamu knaccudukaymm MeguyuHCKUX U3pennuin B
3aBUCMMOCTN OT NOTEHYMANbHOro pUCKa NPUMEHEHNS, yTBepXXaaeMmbiMun EBpasunckon
3KOHOMMNYECKOW KOMUNCCUEN;

3) 0bbACHEHME CBOVICTB N XapakTepucTUK MeauyHCKOro n3aenns;

N) onucaHve npUHAANEXHOCTEeN, APYrNX MeanUUHCKUX W3AennMn N W3genun, He
ABNAOWMNXCA MeQNUUHCKMMKW, HO MpeaycMOTPEHHbIX [ANns  UCNONb30BaHUS B
KOMBUHayum c paccmMaTpyBaeMbIM MEANLVUHCKUM U3[ENTNEM;

K) onucaHume un (Mnn) nepeyvyeHb BO3MOXHbLIX WCAOMHEHUN (KOHurypayuin)
paccmMaTpuBaemMoro MeguyuHCKOro n3genus;

n) obuwee onvucaHMe OCHOBHbIX OYHKYWOHANbHbLIX 3MeMeHToB (AuarpamMmbl,
doTorpadhmm 1 PUCYHKW, AEMOHCTPUPYHOLWME OCHOBHbIE 4YacTu (KOMMOHEHTbI)
MeaVUWHCKOro n3genuvs, Bkiovawwme B cebsa nosicHalowWme Hagnucu K guarpamMmmam,
chboTorpadmsam v pucyHkKam);

M) ONMCaHMe maTepuanos, BCTYNawWmMX B HENOCPEACTBEHHbIN U ONOCPef0BaHHbIN
KOHTAKT C TesioM yenoBeka.
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Il. ONnncaHne meaAULVHCKOro nsgenns

2. TexHnuecknri doamn [OSMKEH COAEPXXaTb MEpPeyYeHb OCHOBHbIX XapaKTepUCTUK,
pPa3MepoB M yKa3aHWI No 3KCcnayaTayum MeauyuHCKoro usgenus, ero UCNoSIHEHUN n
NPUHAANEXHOCTEN, KOTOPbIE UMEKTCA B TEXHUYECKOW JOKYMEHTaUMnM MeguLUHCKOro
n3genua v Apyrux mMaTepumanax, AOCTYMHbIX KOHEUYHOMY MOSb30BaTesld, a Takxe
nepeyeHb NPMMEHAEMbIX NPOVU3BOAMTENEM CTaHAAPTOB.

lll. Ccbinka Ha noaobHblie n npeagbiaywmne mogudukaymm
MeaANLYUHCKOro nsgenvs

3. B cnyuae wucnonb3oBaHma wuHopmauunm 0 nogobHbix wvnu  npepbigywmnx
MoandvkKaymax MeguyuHCKOro U3genmsa Ansg A0Ka3aTenbCTBa COOTBETCTBUA 0bwum
TpeboBaHuam  be3onacHocT ”  3PEKTMBHOCTM  MEAULUUHCKUX  U3OENUNA,
TpeboBaHMAM K UX MAPKUPOBKE W 3KCNAYyaTayuoOHHOW [OKYMEHTayuu Ha HUX,
yTBepXaaemMbiM EBpasunckon 3IKOHOMWYECKOW Komuccven (ganee - obwwuwe
TpeboBaHug), TexHUYeCKNIA hann JOSDKEH CogepXkaTb KpaTKoe OnmcaHue:

a) npepbigywunx mMoagundoukayur paccmMaTpyuBaeMoro MeauyuHcKoro msgenus (npw
HaNnMunNn);

6) nopobHbIX Mogndnkaynmn mMegnUNHCKUX U3OENNA, Haxoaawmnxcsa B obpawennn B
pamMmkax EBpa3nimnckoro 3aKOHOMWYECKoro co3a 1 Ha MeXXAyHapOoAHbIX PbIHKAX.

IV. ConpoBoaguTenbHas nHcpopmayua
4. TexHnueckun d)avin 4omKeH CoOAepXaThb:

d) [OaHHble 0 MapKUPOBKE MEAULMHCKOro W3Aenmsi M ero ynakoBKu (NpPOeKThbl
MapKUpOBKW);

6) MHCTPYKUMIO NO NPUMEHEHUIO (IKCMYAaTaUVMOHHYH AJOKYMEHTAUN) MeauLUHCKOro
n3genus.

V. NMpoekTupoBaHmne u paspaborka megnyuHckoro usgenusa

5. TexHnueckun hanin JOMMKEH cogep>kaTbh MHAOpMaynio, NO3BOASKOWYH MONYYUTb
obwee npeactaeBneHve 06 OCHOBHbIX CTAAMAX NPOEKTUPOBAHUA pacCMaTpyBaemMoro
MeauUUHCKOro mngenusa. [aHHasa nHdopmayma moxeT BbiTb npepcraBneHa B Buge
brnok-cxembl npoyeccos.

VI. MNpon3BoACTBEHHbIE npoLecchbl

6. TexHnueckmnn hanin JOMMKEH cogep>kaTb MHAOpMayuo, NO3BOASAKOLWYH MONYYUTb
obwee npegcTaBneHne 0 NpoV3BOACTBEHHbIX Npoyeccax. laHHaa nHdphopmayms MoxXeT
bbITb NpeacTaeneHa B Buge bnok-cxembl Npoyeccos, gakwouwjen obujee npegcraBneHme o
npoussoacTee, cbopke, 3aKNUUTENBHLIX UCABLITAHUAX MEAUUVHCKOro usgenisa u
OKOHYaTeNbHOW yNakoBKe ro0TOBOro MeauyuHCKOro n3genuvg.

VII. NMpon3soacTBeHHbIe Niowanku
7. B TexHnyeckoMm dpavine [OMKHbl BbITb MAeHTUMUMPOBAHbI NPOVW3BOACTBEHHbIE

nnowankn, Ha KOTOPbIX OCYyWecTBASeTCs MPOU3BOACTBEHHAs AEATeNbHOCTb MO
paccMaTpuBaeMoMy MeanyUHCKOMY nsgenuio. Ecnv gns agaHHbIX NNoWaaok uMerTcs
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cepTUMKaTbl CUCTEMbI MEHEAXXMEHTA Ka4ecTBa WY PAaBHOLUEHHbIE JOKYMEHThI, TO UX
KOMWUX AOSMKHbI BbITb NPUNOXEHbI K TEXHUYECKOMY dhaniny.

VIil. CBepeHuns o cooTBeTcTBUM 06Wnm TpeboBaHusam

8. TexHunueckni chavn QoMmkKeH BKKUYaTbh B cebda cBegeHUsa 0 COOTBETCTBMU 0bwnm
TpeboBaHuaM.

IX. Pe3ynbTaTtbl aHann3a v ynpasneHNsa pUcKoMm

9. TexHuueckunn dhamn [OMDKEH CoAep>XaTb KpPaTKUA  MNepeyvYeHb  PUCKOB,
MAEHTNPUMPOBAHHbBIX B NPOLUECcCce aHanm3a pucka, n onmcaHme cnocobos ynpasneHus
3TUMW PUCKAMU B Uengax CHUXXKeHUA X A0 4ONYCTUMOro YPOBHS.

X. leaTenbHOCTb N0 Bepumkaymm n sanuaaymmn
10. TexHnueckun diavin JOMKEH COAepXaTb Cnegyrlwue CBeAeHUHA N JOKYMEHThl No
Bepucpmkayum wn Banupayumun, KOTOpbie WCNOMAb30BanuMcb AN9 [0Ka3aTenbCcTBa
COOTBETCTBUA MeauUUHCKOro wusgenua obwum TtpeboBaHmam (B TOM uwmcnie no
npuMeHUMocTy 0bwux TpeboBaHnn):

d) pe3ynbTaTbl UCMbITAHNI B UCNbITAaTeNbHbIX NabopaTopuax (YeHTpax);

6) pesynbTaTbl NabopaTopHbIX U (MNN) 3aBOACKNX UCNBITAHUIA, B TOM YUCME pe3ynbTaThl
NCNbITAaHWUW B YCNIOBUAX, UMUTUPYHLWNX 3KCNyaTayWOHHbIE;

B) pe3ynbTaTtbl nabopaTopHbIX WCNbITAHWA HA >XWBOTHbIX AN NOATBEPXXAEHUS
NpPaBUbHOCTN KOHUENYMX rOTOBOro MeaNLYWUHCKOro N3aenns;

r) Oeknapayun COOTBETCTBMA CTaHAaApTam M3 MepeuyHs CTaHAapToB, B pe3ynbTaTe
NPUMEHEHNS KOTOPbIX Ha [A0BpoBONbHOVW OCHOBE MNOSIHOCTbIO WAWM  YACTUUHO
obecneumBaeTca cobniogeHne cooTBETCTBUA MEOUUWMHCKOrOo u3genus obwum
TpeboBaHuaM;

[) Oeknapayun COOTBETCTBUSA CTaHAApTaM, KOTOPbIE HE BKIKOUEHbl B YKa3aHHbIN B

NOANYHKTE 'T" HACTo4dWero NnyHKTa nepeyYeHsb, C obocHoBaHuEM nX npnMmeHeHuns;

e) 0630p onybnnkoBaHHbIX nuTepaTypHbIX NCTOUYHMKOB KacaTenbHo
paccMaTpuBaemMoro MeauyuHCKOro nsgenms nnm nogobHbix MeanyMHCKUX U3aenmni.

11. TexHnueckun danin AOMKeH CoOAepXKaThb:
a) cBegeHVs 0 buonorvyeckor COBMECTUMOCTY;

6) cBepeHMs 0 NekapCTBEHHbIX CPeACTBax, BXOASALWMX B COCTAB pacCcMaTpyBAEeMOro
MeNLNHCKOr0 N3ENns;

B) cBefgeHunsa o buonornueckonn besonacHoOCTV MeaNLUHCKNX N3NV, BKITHOYAoLWWX B
cebs kKneTkn, TKaH NN NX NPOU3BOAHbIE, B3SThIE Y UENOBEKA WU XXNBOTHbIX;

r) CBeAeHns 0 MeToaax cTtepunmsayunu;

A0) cBefeHMs 0 BepuddukKayum w Banugaymu nporpammHoro obecneueHust npw
NPOEKTMPOBAHNN MEeANLNHCKOro N3aenuns;
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e) otueTr 06 o0bocHOBaHuM kNMHMYeckon 3dddhekTUBHOCTM W be3onacHocTw
MeaVUWHCKOro n3genuvs.

12. I3no>keHne pe3ynbTaToB NPOBEeAEHHbIX KINMHUYECKNX UCNbITaHUNM (MccnepoBaHnin),
KpOMe BbIBOAOB, AOJKHbI BKINOUaTb B cebs npoToKonbl ncnbiTaHU (MCCNegoBaHnn) B
nonHom obbeme.

13. TexHnuecknii aavin OMKeH COAepXKaTb NepeyeHb BCeEX MAaTEPMANOB, HAXOAALNXCSA
B HENOCPeACTBEHHOM UM ONOCPej0BaHHOM KOHTAKTe C OpraHM3MoM NayueHTa, ecnu
Ang Toro, uTobbl oxapakTepu3oBaTbh U3MUECKUE, XMMNYECKME, TOKCUKONOrnyeckmne v
buonornueckne xapakrtepucTmku MmaTtepuana, HeobxogMmo B COOTBETCTBUMM C
pe3ynbTatamMmy  aHanusa  pUCKOB  NpoOBecTu  ucnbiTaHua  Buonorunueckon
coBMecTumMocTu. B TexHuuecknii chann cnegyeT BKNHOUUTL NnogpobHyo nHdopmaywmio
0O MPOBEAEHHbLIX UCMABLITAHWAX, NPMMEHEHHbIX CTaHOAPTaX, NPOTOKONAx WMCAbITaHURA,
aHanM3 NoslyYeHHbIX JAHHbIX N KPAaTKOE N3M0XKEHWE Pe3ynbTaTOB UCNbITAHNN.

14. Ecnn mMeguymnHCcKoe m3genue BkO4YaeT B cebs nekapcTBeHHble cpeacTBa, TO
TexHnueckun damn AOMKeH CoaepXxaTb NogpobHyd nHdopmMaumi 0 NpUMEHSEMbIX
NeKkapcTBeHHbIX CpeacTBax, WX npoum3BoauTene (MpoM3BOAMTENSAX), MNpUYMHE
BKIIKOUEHUS B MeAunymMHCKoe wu3genve, Be3onacHocTn NpUMEHEHWS N MexaHu3me
LENCTBMA B COCTaBe wu3genus npu npegycMOTPEHHOM MNPUMEHEHUN, [OKYMEHT,
NOATBEPXAAWWWA  perucTpaymid  nekapcTBEHHOro cpeacTtBa B CTpaHe -
Npov3BOAUTESNE NEeKapCTBEHHOIO CPeACTBa.

15. TexHunuecknii davin QOMMKEH COAEPXaTb NepeyeHb BCEX MAaTepuanoB XUBOTHOMO
WX YEerioBeYeCKOro MNPOUCXOXAEHWS, UCMONb30BaHHbIX B MEAULWNHCKOM W3[Eenuun.
TexHuueckun davn [oOmMKeH cogepxaTb noapobHywd wmHdopmauymw ob  3Ttux
MaTepuanax, OTHocawylca K Bblbopy wucTOuHMKOB (LOHOpPOB), B3ATUHO npob,
obpaboTke, xpaHeHuKO, nccnegoBaHWlo W obpaweHnlo C TKaHAMMW, KIeTKaMu W
BeLecTBaMM XVBOTHOMO U YeNoBeYeCKoro NpovCXoXAeHVS.

B TexHnueckun chanin cnegyeT Takke BKKOYATb pe3ynbTaThl Banuaaywum npoyecca,
NoATBEPXAAKOWWE Hanuume npoM3BOACTBEHHbIX npoyenyp, MUHUMU3UPYHOLWNX
buonornueckme pmcku, B YacTHOCTM B OTHOLUEHUN BUPYCOB U Apyrux Bo3bygutenen
bonesHen.

Take cnegyeT BKIKOUATb OMNUCAHWE CUCTEMbl XPaHEHWS 3anuceinl, No3BOoNSHLWen
OCYWEeCTBNATb MPOCNEeXMBAEMOCTb OT WCTOYHMKOB MaTepuanoB [0 [rOTOBOrO
Me[VLUNHCKOro n3genus.

16. B cnyuae ecnnm megnyuHCKoe w3aenne nNocTaBnsgeTcsds B CTepubHOM Buge,
TexHuyeckun dpavn A[O/MKEH CoAepykaTb CBEAEHMA 0O Banugayum npoyecca
ctepunusaymn (BKIKOUAs WCNbiTaHMa Ha buonornueckyd Harpysky, Hanuuume
MAPOreHHbLIX BEeLWecTB, HanMume OCTAaTOYHOro KofmyecTBa CTepunmsyrowjero
BEWecTBa) U 0 Banugayuu npoyecca ynakoBbiBaHUA. MHopmayma o Banugayumm
AOJDKHA BKIHOUYATb B cebs npnMeHeHHbIn MeToA, AOCTUTHYThIV YpOBEHb 0becneueHuns
CTEPWUIIBHOCTW, NPUMEHEHHbIE CTAaHAAPTbl, MPOTOKON CTepunmM3aynmn, pa3paboTaHHbIN
B COOTBETCTBMM C 3TUMWN CTaHAapTaMu, WU KPaTKOE W3N0XEeHUe MoJflyYeHHbIX
pe3ynbTaToB.

17. TexHunuecknin chan [OMKeH CogepXkaTb CBEAEHMS 0 NpoLecce NPOeKTUPOBaHUSA U
pa3paboTkm nporpamMmmHOro obecneveHus n Banuaayum nporpamMmmHoro obecnevenus,
NCNOMb3yeMOro B TrOTOBOM MEAMUWHCKOM u3genuu. YkKasaHHad uwHopmayusa
BKNHOuUaeT B cebsa kpaTkoe n3noxkeHne pesynbTaToB AeaTenbHOCTY No Bepudivkayumm,
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Banujaymm U1  pe3ynbTaTOB  MWCNbITAHWUA, BbINOMHEHHBIX B  OpraHusayuvu-
NpoM3BOANTENE, @ TAKXKE CBEAEHMVS O BCEX MMEKLNXCA KOHDUTypaymax annapaTHbIX
CPeacTB M OMEepPauuOHHbIX CUCTEMAX, MAEHTUUYNPOBAHHbLIX B CONPOBOAVTENbHOWN
AOKYMEHTayuu.

18. TexHuueckun diavn [OMKEH cofgepXxaTb WHAOPMAUMKd O NPOBEAEHHbIX
NCCNeaoBaHUAX Ha >KMBOTHbIX [AN9  NOATBEPXAEHUS COOTBETCTBMA  0bwmm
TpeboBaHuam (Npyn Hanuumun). B TexHunuyeckom dhanne AomkHbl BbiTb onucaHbl yenu
YKa3aHHbIX UCCNeA0BaHniA, METOLONOrNS, Pe3ynbTaTbl, aHANW3 N 3aKTHYEHUS.

Info@goszdravnadzor.ru




NMpunoxeHue N 4

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHWN
(nccnepoBaHN) MeAULVIHCKUX N3genun

TPEBOBAHUA
K COAEP>XKAHUIO NPOIrPAMMBbI KITMHNYECKOIO UCMNbITAHUA
(UCCNEAOBAHNA) MEAULIMHCKOIO N3aenusa

l. 06w ee onncaHue MegULMNHCKOro usgenus

1. lMporpamMmma KIMHWYECKOro ucnbiTaHus (MCCneaoBaHnMs) [OOSDKHA COAepkaTb
cneaylowy MHpopmayuio € onMcaHneM MmeauyHCKOro n3genmns:

a) HAaMMeHoBaHVe MegULNHCKOro N3fenvs;

6) npon3BoauTEnb U YNOMHOMOUYEHHbIA MpeacTaBUTENb MeaWuUWHCKOro m3genus c
yKa3aHuem agpeca, Homepa TenedoHa, 3IeKTPOHHOW NOYTbl 1 KOHTAaKTHOro Nnya;

B) 0bwjee onncaHme n Ha3HavYeHVe MeguLUUHCKOro usgennsg;
r) Hpopmayusa, No3BoNAKWas NMAEHTUOUYMPOBATb MeAVUUMHCKOE U3[enve, B TOM
uncre HoMep MOAEenNu, BKIO4Yas HOMeEP NCNoNHeHna (moandpmkayum) (Npy HanM4Ynm)

WS CCbINKY Ha NAEHTNUYNPYOLW N HOMEP MOAENN;

L) BUO MEeANUWHCKOro mn3genms B COOTBETCTBMM C HOMEHKNATYpOW MefnyUHCKUX
n3genun, npumMmeHgemMon B pamMmkax EBpa3nnckoro sKOHOMMYecKkoro cor3a;

e) rpynna naynveHToB N MeAUUUHCKUE MNOKas3aHusd, AN KOTOPpbIX MNpefHa3HaueHo
MeauLyVUHCKoe u3aenve;

>K) Ha3Ha4YeHne MeguUNHCKOro u3genus;

3) KNacc pucka v NpUMeHMbIe KNaccudUKaAUMOHHbIE NMPaBuia COracHo npasunam
knaccuduvkaymm MeguyuHCKUX U3Lenuri B 3aBUCMMOCTU OT NMOTEHYMANbHOro pucka
NnpUMeHeHuns, yTBepxaaemMmbiM EBpasnmnckomn 3KOHOMMNYECKOW KOMUCCHeN;

1) 0bbsACHEHME HOBbIX CBOVICTB 1 XapakTepUCTUK MeQULUMHCKOro U3genus;

K) ONMcaHve Toro, Kak 40CTUraeTCcy NpoceXXrnBaeMoCTb BO BpeMSA 1 NOCse NpoBefeHunsd
KIMVMHMYECKOro wucnbiTaHnsa (uconefoBaHny) MeguyuHCKoro msgenms (C NoMoLwbHO
NpUCBOEHNS HOMepa Cepun, HOMepa NapTuKn, 3aBOACKNX CEPUVHBIX HOMEPOB UITN NHbIM
cnocobom);

n) cBeAeHUd 0 MaTepuanax, KOHTaKTUPYHLWNX C OPraHU3MoM YenoBeka;

M) CBEEHUNSA O KOHTPOJIbHbIX MEOANLNHCKNX N3OENNAX.

Il. JaHHbIe 0 KNUHNYECKOM ucnbiTaHum (nccnegoBaHnn)
MeaAULMHCKOro nsgenns

2. MNMporpaMmma KINMHMYEecKoro ucnbiTaHus (MccneaoBaHns) MeauUMHCKOro mn3genuvs

AOJPKHA COAep>XaTb crneayowy MHGopMayuio 0 Npoyeaype KNMHNYECKOro NCNbITaHUs
(nccnepoBaHnA):
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d) HavMeHOBaHME W WAEHTUMKAUNOHHbIE [OdHHbIE KIWHWUYECKOro WCMbITaHNS
(nccnepoBaHngA);

6) appec n HanmveHoBaHMe MeaMLUWNHCKOW OpraHu3ayun, NpoBOASALEN KIWHUYECKME
ncnbiTaHnsa (ccnenoBaHnL);

B) OaHHble 0B wnccnepoBaTensx, KoopavHaTope-uccnenoBaTene (MpU Hanuuum) wn
NCNbITaTeNbHOW OpraHn3ayum;

r) OonucaHme cneywmanbHbIX XUPYPruyeckux w APYrux MeauUunHCKNX npoueayp,
CBSA3@HHbIX C UCNOSIb30BaHVEM MELULWNHCKOT0 N3ENNS;

n) TpeboBaHMA K oNbITY 1 0byueHUID MeAVNLMNHCKNX CNEeYnanmncTos.;
e) onmcaHue gM3ariHa KINMHWYECKOro ncnbitaHmng (MccnegoBaHns);

>K) ONMCaHne pUCKOB U NOSb3bl NPUMEHEHUSA MEAULYWUHCKOro N3genug npm nposegeHnmn
KIMMHNYECKOro ucnbiTaHnsa (nccnenoBaHmg);

3) onucaHve ycnoBuUW ANs NpPoOBeAeHuns KIIMHUYEeCKOro UCNbiTaHua (nccnegoBaHus),
onpefeneHHbIX NPON3BOANTENEM;

N) onucaHve MnpUHAANEXHOCTEeN, APYrNX MeanyUHCKUX W3AennMn N W3Jenun, He
ABNAOWMNXCA MeONYUHCKMMW, HO MpeaycMOTPEHHbIX [ANnsd  WUCNOMb30BaHUA B
KoMmbuHayum c MegnUNHCKUM U3LENnem;

K) 4enu v rmnoTe3sbl KNMHWYEeCKOoro ncnbitadHmng (mccneagoBaHns);

n) Bblbop cyBbLEKTOB KIMHMUECKUX WCABLITAaHUN (MccnegoBaHun), B TOM 4ucnie ux
KONNYecTBo;

M)  KOSINYECTBO WMCNOSMb3yeMbIX  WUCCAegyemMbiX  MeauyuHcknx — usgenumn  (C
obocHoBaHuewm);

H) oNncaHme npoyeayp KNINMHNYECKNX NUCNbITaHUW (MccnegoBaHnny;

0) NAaH MOHUTOPWHIA B X0A4e KIMHUYECKNX UCAbITaHUW (MCcCnegoBaHnn) C yKasaHnem
YacToTbl NOCELWEeHN, KONIMYEeCcTBa MOHUTOPOB U NX KOHTAKTOB;

M) CTaTUCTUUECKME METObl aHANM3a AaHHbIX;

p) npouecc nonyvyeHUa WMHOOPMUPOBAHHOIO cornacus cybbekToB KIMHUYECKNX
NcnbiTaHUM (MccneaoBaHnn);

C) ONMCcaHne 3STNYECKMX aCrnekToB KIMHNYECKOro NCnbiTaHng (MccneaoBaHus), BKNOYas
nMHTEpeChbl yA3BUMbIX Cyﬁ'bEKTOB KIMMHNYECKOro McnbliTaHug (uccnenoBaHmg).
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NMpunoxexnue N 5

K MpaBunam npoeBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

®OPMA OTYETA
O KIMIMHNYECKOM UCNbITAHUU (MCCNEAOBAHUN) MEANLIMHCKOIO U3AENUA

YTBEP>XXOAHKO
(pykoBOAUTEND MEAULMHCKON
opraHusayumn, hamunus, nms,
0TYecTBO, NOANUCH
(KoopanHaTop-uccnenoBaTenb,
thamunums, nmg, oTUecTBo,
noanunces - B ciiyyae
MHOrOLEHTPOBbIX UCNbITAHU))
OTYET
0 KITMHWYECKOM UCNbITaHnn (MccneqoBaHnun) MeguyUHCKOro n3nenns

N or"__" 20__r.

(HaMMeHoBaHMe N agpec MegULYVNHCKOW OpraHnusayunm)
2. MNonHomouuns Ha NpoOBeAeHNe  KIWHWYECKOr0  WCMbITaHUA
(MCCnenoBaHUS) _
3. Pa3peweHne Ha NpoBeAeHne  KIWHWYECKOro  WCMNbITaHUA
(MCCnenoBaHUS) _
4. Mepropg NpoBefeHnNs KNMHWYECKOro NCnbiTaHus (MccnegoBaHng)
5. HaumeHoBaHwve n agpec Nnpon3sBoanUTenNa __ _ _ _ o
6. Agpec mecTa nNpovM3BOACTBA MeAULUHCKOro m3genus (NpoM3BOACTBEHHON
MAOWaaKN) o
7. HanmeHoBaHne n appec ynosiHOMOYEHHOro NpeacTaBnTens npovussoauTens (ans
Npov3BOANTENEN TPETbUX CTPaH)
8. NaHHble 0b uccnegoBaTenax

(chamunus, ms, oTuecTBo (NpY HaNUuMK), MecTo paboTbl, BONMXKHOCTB,
Hay4Has cTeneHb (Npy HanMuMn))
9. NpeHTndomkaymsa v onmcaHme MCCiegqyemMoro MeaunymMHCKoro usgenns, BKuas
nepeyeHb WCMOMAHEHWN, KOHUrypaymi n MPUHAANEXHOCTEW, Ha KOTopble
pacnpoCcTPaHAaATCA pe3ynbTaTbl KIMHWYECKOro WCNbiTaHUa (MccnepoBaHus)

11.Krmacc B 3aBUCMMOCTUM OT MOTEHUManbHOro pucka nNprvMeHeHus
12.Kog Bmpoa B COOTBETCTBMW C HOMEHKIATYpPOW MEAULUVHCKMX W3LEennn,
npyMeHsemMolri B pamMkax EBpasumckoro 3KOHOMMWYECKOro Cow3a

13.Jenn wn runoTesbl KAWHWYECKOro WCNbITaHua (MccnenoBaHng)

15. KonnuectBo cybbekToB KIMHWMYECKOro WCNbITaHWA (MccnegoBaHus) (B cnyyae
MHOrOUEHTPOBbLIX MCNbITaHUI (MCCNenoBaHnii) KONMYeCcTBO CyBbekToB KINMHNUYECKOoro
NCNbITaHNA (MCCNeaoBaHNA) B KaXKAOW MeANUMHCKOW opralm3ayvn) __

16. KonnuecTBo 3K3eMNNSApPOB MCCIEAQYEMOro  MeauyWHCKOro  u3genus

17. MegnUynHCKMEe opraHu3aynn, B KOTOPbIX NPOBOAUIOCH KITMHNYECKOE UCMNbITaHME
(nccnepoBaHuve) (BN9 MHOMOLUEHTPOBbIX UCNbITaHWIA (MCccnefoBaHU))
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18. Ctatuctuyeckn obpaboTaHHble AaHHbIE KITMHUYECKOT0 NCNbITaHUS (MccnefqoBaHns)

Moanucu pykoBognTenenm MeguUMHCKUX OpraHu3ayuni
(B Cnyyae MHOrOUEeHTPOBbIX NUCMNbITaHWUI (MCccnefoBaHn)):

(chamunus, nms, oTuecTBo (NpY HaNUuMK), mecto paboTbl, AOMKHOCTL)
Mognucn nccnepoBaTenen:

(chamunus, nms, oTuecTBo (NpY HaNUuMK), mectTo paboTbl, AOMKHOCTL)
MepeueHb NpunaraemMbliX JOKYMEHTOB:
1) nporpamMma KJIMHNYECKOro UCnbiTaHna (MccrnenoBaHns);
2) NepBUYHbIE JaHHbIE KIWMHWYECKOro NCNbITaHua (UCccneqoBaHmng).
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MpunoxxeHune N 6

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

TPEBOBAHUA
K COAEP>XAHUIO NMPOIrPAMMBbI KITMHNKO-JIABOPATOPHOIO UCNbITAHUA
(MCCNEAOBAHWUA) MEAULIMHCKOIO U3penusa aonga AMArHOCTUKHM
IN VITRO

. O6ee onucaHe MeagULMHCKOro n3genvia Ang ANarHocTuku in vitro

1. TMporpamma KIMHUKO-NabopaToOpHOro wWcnbiTaHMa (MccnegoBaHUs)  AOJDKHA
cogepykaTb crnepywouwyd vHopmMaynio C ONWCaHMEM MeAWUMHCKOro v3genua gns
AnarHocTuku in vitro:

a) HAMMeHoBaHVe MegULUUHCKOro N3aenusa Ang ANnarHocTUKK in vitro;

6) nponsBoanTEnb WU YNONHOMOYEHHbIA NpeacTaBUTeNlb MEANLUNHCKOro nu3genns ans
AVArHoCcTMKM in vitro c ykasaHuem agpeca, TenedpoHa, 3MEKTPOHHOW MOoYTbl W
KOHTAKTHOro n1uya;

B) obujee onvcaHve 1 Ha3HaYeHe MefULUNHCKOro U3aenns aonsg oMarHocTukuy in vitro;

r) nHdopmayvd, nNo3BONAKLWaa MAeHTUUYMPOBaTb MeAULUHCKOe wu3genue Ansg
ANArHOCTUKW in vitro, B TOM 4uuCiie HOMep MOAenu, BKIH4Yas HOMep MCMOoSIHeHUs
(Mmoaudbmkaywmm) (Npyv HANMUMKW) AW CCbINKY HA UAEHTUNYNPYOLWWA HOMEP MOZenu;

L) BWUA MeOWUMHCKOro w3genusa Aang AvarHocTuku in vitro B cCoOTBeTCTBUU C
HOMEHKNaTypou MeauUWHCKUX W34enun, npuMeHsemMon B pamkax EBpasuvnckoro
3KOHOMMWYEeCKOoro cow3a;

e) xapaktepuctuka obpasyos nnm npob, ncnonbsyembix B KIMHUKO-abopaTtopHom
ncnbiTaHum (MccnepgoBaHnn);

>K) KJ1acC puUcka 1 NpUMEHNMbIe KNaccuprkaymoHHble NpaBuia CorfacHo npasunam
knaccndvkaymm MeanyuHCKUX U3genui B 3aBUCMMOCTU OT NOTEHUMAsibHOro pucka

NnpUMeHeHuns, yTBepxaaemMmbiM EBpasnimckomn 3KOHOMNYECKOW KOMUCCHeN;

3) 0bbACHEHME HOBbIX CBOWCTB M XapakKTEPUCTUK MEAULWHCKOro wu3genusa ans
AnarHocTuku in vitro.

Il. AaHHbIe 0 KNnHMKo-nabopaTopHom ucnbiTaHum (MccnegoBaHNM)
MeAULUMHCKOro nsaennsa gng AnarHocTuku in vitro

2. NMporpamma KNMHUKO-NabopaTopHOro ucnbiTaHmsa (MccnegoBaHUs) MeaUUMHCKOTO
n3genua ansa anarHocTukuy in vitro gomkHa cogepXkaTb crnepylowyd mHdopmayunio o
npouegype ncnbiTaHua (MccnegoBaHug):

a) Yenb 1 3a4aun KIMHWUKO-NabopaTopHOro ncneitaHnsa (MCcnegoBaHns);

6) HaumeHoBaHME MegVYVHCKOW OpraHus3ayumn, NpUHMMAoLWEen yyacTme B KITMHUKO-
nabopaTopHOM McnbITaHUK (MCCNefOBaHNN);
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B) MecTa NpoBeAeHnst namepeHun (aHanwusa) (ecnm HaxoasaTCa He B YKa3aHHbIX
MeaVUUNHCKUX OPraHn3aymnsax);

r) METOAbl aHaNM3a AaHHbIX;

A) CTaTUCTUYECKNE YPOBHMN 3HAUYNMOCTY;

e) pa3mep BbIbOpKM ANs OUeHKM NoKasaTenen KNMHN4Yeckon 3opekTUBHOCTY;

XX) yenesas nonynsaynsa HaceneHus;

3) KpUTEPUN NPUToAHOCT Npob, 06bem obpasyoB n KpuTepUKn UCKNOYeHa obpa3yos;
1) oeTann npeaHanuTUYecKoro 3Tana;

K) npoyeanypsbl cnenbix npob;

n) yueTt BO3aencTBua DakTOpPOB MHTeEpdEepeHYuN, BbiI3BAHHbIX YCIIOBUAMU B3ATUSA
obpasyos, nnn natonornyecknum (pn3nonornyeckrm) COCTOAHNEM AOHOPa NPobbl nnu
nevyeHmnewm;

M) BbIbop n obocHoBaHMe MeTofa CpaBHEHUS;

H) Npoyenypbl KanMbpoBKM, BKNOUYasa AaHHbIE NO NPOCIEXVWBAEMOCTM KannbpaTopos;

0) KpntTepmnn ana npoeeaeHnyd NnOBTOPHONo Tecta U NCKIMHDYeHNA AdHHbIX]

Nn) COOTBETCTBYWOWWE MeEpPbl ANs NPeaynpexpeHns pucka WHUUUPOBaHMA
nonb3oBaTeng.
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NMpuno>xxeHne N 7

K MpaBunam npoBeageHVs KIMHUYECKUX
" KINUHUKOo-NabopaTopHbIX UCNbITaHNN
(nccnepoBaHN) MeAULVIHCKUX N3genun

®OPMA OTYETA
O KIMTMHUKO-JITABOPATOPHOM UCMNBITAHUU (MCCNNEAOBAHUN)
MEANLMVNHCKOro nsaenvsa ansa AMArHOCTUKu IN VITRO

YTBEP>XXOAKO
(pykoBOAUTEND MEAULMHCKON
opraHusayumn, hamunus, nms,
0TYecTBO, NOANUCH
(KoopanHaTop-uccnenoBaTesb,
thamunumsa, nmg, oTUecTBO,
noanunces - B ciydae
MHOrOLEHTPOBbIX UCNbITAHU))
OTYET
0 KIMHMKO-NabopaTopHOM UcnbITaHUK (MCCnegoBaHNN)
MeOUWNHCKOro n3genns ons AUarHocTuku in vitro

N or"__" 20__r.

(HaMMeHoBaHMe N agpec MegULYVNHCKOW OpraHnusaymnm)
2. NonHoMouns Ha NpoBeAeHVe KNMMHKO-NabopaTopHOro ucnbiTaHna (MCCnegoBaHns)

6. Ajpec mecTa NpoM3BOACTBA MEAULUWNHCKOro U3enusa angd AnarHocTuku in vitro
(MPOV3BOACTBEHHOW NNOWAAKA) ____
7. HanmeHoBaHve » agpec ynosHOMOYEHHOro NpeacTaBnTens npovssoauTens (ans
Npon3BoANTENEN TPETLUX CTPaH)

(chamunusg, nms, oTyecTso (Npy HanUuMK), mecTo paboTbl, AOMKHOCTb, HAay4YHas
cTeneHb (NpV HaNU4nn))
9. MpeHTudomkayma v onvucaHue WCCNegyemMoro MeauyuHCKOro mn3genus gng
[MArHoCcTukM in vitro, BkNKUad nepeyeHb WCNOSIHEHWIA, KOHGMrypayum v
NPUHAAMNEXHOCTEN, Ha KOTOPble PacCnpOCTPaHANTCA pe3ynbTaTbl WUCAbITAHUA
(nccnepoBanug) (NpyY HAaNMUUN)

12.Kog Buaa B COOTBETCTBUM C HOMEHKNATYPOW MEAULUWMHCKUX WU3AENUA,
NpYMeHAeMoVi B paMmkax EBpa3nickoro 3koHOMMYecKoro cok3a

15. Paamep BbIBOpKM ONS OUEHKM NoKa3aTenen aHanMTUUeckon u, roe npuMeHnmo,
KNMHnueckowm 3 eKTNBHOCTY
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16. KonnuectBo 3K3eMNNSpoOB UCCNeQyeMoro MeguyuHCKOro wusgenusa ans
ANArHoCcTuKY in vitro

17. MegnyvHcKkue opraHmMsayuun, B KOTOPbIX NPOBOAUNOCH KNMHUKO-NabopaTopHoe
ncnoiTaHme (uccnegoBaHue), v (MNK) MecTa NPOBEAEHNSA N3MEPEHUIA

18. Cratuctmnuecku obpaboTaHHble AaHHble KNMHWKO-NabopaTopHOro ucnbiTaHus
(nccnepoBaHms)

Moanucu pykoBognTenem MeguyMHCKUX OpraHnusayuni
(B Cnyyae MHOTOLEHTPOBbLIX UCNbITaHUI (UCCNefoBaHn)):

(chamunnus, nms, oTuecTBo (NpY HanNUuMK), mecto paboTbl, BOMKHOCTL)
Mognucn nccnepoBaTenen:

(chamunus, nms, oTuecTBo (NpY HaNUuMK), mectTo paboTbl, AOMKHOCTL)
MepeueHb NpunaraemMbliX JOKYMEHTOB:
1) nporpamma KnMHMKo-nabopaTopHoro ncnbiTaHus (MccneqoBaHns);
2) NepBUYHbIE AdHHbIE KITMHVKO-NabopaTopHoOro ncnbitaHus (MccnenoBaHns).

Info@goszdravnadzor.ru




