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OG0 yrBepxnernu IIpaBmi mpoBeACHUA HCCIIEAOBAaHMN (MCIILITAHMI) C HENBIO OLCHKH
OHOJIOrH9IEeCKOro AEHCTBUA MEIUIIMHCKUX W3€IAH

Pemienne Coera EBpasuiickoii DkoHomuueckoit Komuccuu ot 16 mast 2016 roga Ne 38.

B cootBeTcTBUM co cratbel 31 JloroBopa o EBpa3suiiCkoM 3KOHOMHUYECKOM COKO3€ OT 29
Mmas 2014 rona, nynkramu 4 u 5 ctatbu 4 CorjaiieHus 0 €IUHBIX MPUHIKUIAX U MpaBUiIax
oOpallleH!s] METUIIMHCKUX U3JeTuN (M3AeIUi MEIUIIMHCKOTO HAa3HAYEHUS U METUIIMHCKOU
TEXHUKH) B pamkax EBpasuiickoro skoHOMHUYECKOTO coro3a oT 23 aexabps 2014 rona,
nyHktamu 105 u 106 npunoxxenus Ne 1 k Pernamenty padotsl EBpazuiickoil 53KOHOMHYECKOM
KOMUCCHH, YTBEp)KICHHOMY Pemennem Briciiero EBpa3niickoro 3kOHOMUYECKOTO COBETA OT
23 nekabps 2014 1. Ne 98, u B nensx ucnosHeHus Pemenust Breiciiero EBpasuiickoro
sKOHOMHUYECKOro coBeta OoT 23 nekabps 2014 r. Ne 109 "O peanuzauuu CornaimieHust o
€MHBIX MPUHLUMIAX M TMpaBujax oOpalleHus MEIUIMHCKUX U3AeIud (U3aenui
MEIUIMHCKOTO Ha3HAYCHUs U MEJUIIMHCKOM TeXHUKU) B pamkax EBpasuiickoro
HKOHOMHUYECKOro coro3a" CoseT EBpazuiickoil DJKOHOMUYECKOW KOMUCCUU PEIIMIL:

1. YTBepauth npunaraemelie [IpaBuna npoBeaeHus Uccien0BaHUM (MCIIBITAHUN) C 1IEJIbIO
OILICHKH OMOJIOTUYECKOTO JCHCTBUS METUITMHCKIX WU3/ICTTUH.

2. Hacrosuiee Penienue Bctynaer B cuily no ucredeHuu 10 xameHaapHbIX THEH C JaThl
BCTyIuieHUsT B cuity [Iporokona, moamucanHoro 2 aekadbps 2015 r., o mpucoeauHESHUH
Pecnyonuku Apmenus k CornameHur0 O €IWHBIX NPUHIMIAX U TpaBuiIax oOpalieHus
MEIUIIMHCKUX U3JIeNUi (M3eIuid MEAUIIMHCKOTO Ha3HAUYCHUSI U MEAUIIMHCKON TEXHUKHU) B
paMkax EBpa3zuiickoro sKOHOMHUYECKOTo coro3a oT 23 aekabps 2014 roga, HO HE paHee yeM
o ucreueHnu 10 kaneHAApHBIX JHEW ¢ AaThl OQUIIMATBLHOTO OMYOJIMKOBAHUSI HACTOSIIETO
Pemenust.

Unernsl CoBera EBpasuiickoit SKOHOMHIECKOH KOMUCCHH:

Or Or Or Or Or
Pecrybauku Pecrrybnnku Pecriybnnku KsIpreizckoit Poccutickort
Apmenns Fbemapycs Kazaxcran Pecrrybnukn Denepanun
B. I'abpuensu B. MarromeBckuit b. Carunraes O. IlankpatoB H. llysanos
YTBEPX/JIEHbBI

Pemenuem CoBeta
EBpasuiickoil 5koHOMHUECKON
KOMHCCUU
ot 16 masg 2016 r. Ne 38
(B penakunu Pemenns Coera
EBpa3uiickoii 3KOHOMUYECKOH
KOMHUCCHU
ot 17 mapta 2022 r. Ne 26)



1. OOmue monoxeHus

1. Hacrosimue IlpaBuna ycraHaBIMBarOT B pamMKax EBpa3zuilcKOro 3KOHOMHYECKOTO
coro3a (manee — Coro3) MOpsI0K MPOBEJACHUS UCCIEeIOBAaHUM (MCTIBITAHUI) C LIEJIBIO OLICHKH
OMOJIOTUYECKOTO JIEUCTBUSI MEAUIIMHCKUX U3JIETUH ISl pETUCTPALNU (J1ajiee — UCCIIeIOBAHUs
(ucnibITaHuA)), BKJIOYasi TpeOOBAHUS K YIIOJHOMOYEHHBIM OpraHU3alusiM, UMEIOIUM TPaBo
IPOBOJIUTH UCCIIEIOBAaHUA (MCIIBITAHUS) (JJajiee — YIIOJTHOMOYEHHBIE OpPTraHu3aIlim).

2. dna ueneit Hacrosamux [IpaBui ucmosib3yrOTCsl MOHSATHS, KOTOPbIE O3HAYAIOT
CleyIoIIee:

"KaTeropusi MEAUIMHCKOrO U3AeNus" — KIaCCU(PUKAIIMOHHBIA TPU3HAK MEAUIIMHCKOTO
W3JIeNNs, OMNpEeNeNseMblii MpU BBHIOOPE METOJOB OIEHKA OMOJOTHYECKOTO JACHCTBUS
MEUIIMHCKOTO U3JEIHsl B 3aBUCUMOCTH OT TPYIMIIbI, BUAA W MPOJAOIKUTEIBHOCTH KOHTAKTa
MEJIUIIMHCKOTO U3/IETUs;

"MaTepuan" — CHHTETUYECKUN WM MPUPOIHBIN OJIMMEp, METaJl, CIIJIaB, KEpaMHUKa UITU
JIPYrod HEXKU3HECTOCOOHBIM MaTepuai, BKIIOYash HEXKU3HECIOCOOHYIO OHUOJOTMYECKYIO
TKaHb (HE MMEIOIIYIO MOTEHIIMaa sl MeTaboau3Ma WM Pa3MHOKEHHUs), IPUMEHSIEMbIC B
KaueCTBE MEIUIIMHCKOTO U3JIEJIHS WU €r0 YacTH;

"oOpa3zenr MEAUIIMHCKOTO M3JeHus" — H3[eNMe WKW €ro PEenpe3eHTaTUBHAS YacThb,
HETOCPEICTBEHHO MOJIBEpraeMble NCCIIETOBAHUIO (MCITBITAaHUIO);

"TUMOBOM 00pa3en MEIUIMHCKOTO u3Aenus" — oOpasell, BHIOpAHHBIN W3 TPYIIIHI
MEIULIMHCKUX M3JIeJIUM, OTHOCSIIUXCS K OJHOW KaTeropuu, MPOU3BEJAECHHBIX OIHUM
MPOU3BOJIUTEIIEM M0 €IMHON TEXHUYECKON JOKYMEHTAIIMU U UMEIOLIUX OJIMHAKOBBIE COCTaB (
MaTepuai), o0JacTb M yciaoBusl mpuMeHeHus. [Ipu 3TomM BBIOOpKA THMOBBIX 00pa3loB IO
COCTaBY MEJUIIMHCKHUX U3JEIUI JOJKHA OTPaXaTh BCIO COBOKYMHOCTh TPYIIIbI OJHOPOIHBIX
MEIUUMHCKUX U3JICJIMM C YUYETOM Pa3JINuhil B CBOMCTBAX MEAULUMHCKUX U3AECIUN OTIEIBbHBIX
Mojienielt (MapoK) B JaHHOM TpyIIIe.

WHble NOHATHS, UCTIONb3yeMbIE B HacTosuX [IpaBuiax, npuMeHsSIOTCS B 3HAYEHUSIX,
OTIpe/IeJICHHBIX akTamMu opraHoB Coro3a B chepe 0OpaleHuss MeIUIMHCKUX WU3ICITHM.

3. UccnenoBanus (MCHBITaHMS) MPOBOJATCS B IEISAX YCTAHOBJIEHUSI COOTBETCTBHS
MeauiuHckoro wu3nenuss OOmmM TpeOoBaHusM Oe3omacHOCTH W 3G (PEKTUBHOCTH
MEIULMHCKUX W3JeIui, TpeOOBaHUSIM K HMX MapKUPOBKE U HKCILUTyaTallMOHHOU
NOKYMEHTAllui Ha HUX, yTBEepKJIeHHbIM PemenneM CoBera EBpa3uiickoil 5KOHOMHUYECKON
komuccuu oT 12 depaiist 2016 r. Ne 27 (nanee — OOuiue TpeboBaHuUs).

4. Tlpu poBeACHUH UCCIIEIOBAaHU (MCTIBITAHK ) MPUMEHSIOTCSI TPeOOBaHUS CTaHIapPTOB,
BKJIIOUEHHBIX B II€pEUYEHb CTAH/IapTOB, B PE3yJIbTaTe MPUMEHEHHUS KOTOPHIX Ha TOOPOBOJILHOM
OCHOBE TMOJIHOCTHIO WM YaCTUYHO oOecreunBaeTcsi CoOJII0JICHUE COOTBETCTBUS
METUIMHCKUX n3aenuit OO0mumM TpeOboBaHUsAM, a TAKKe METOIbI (METOAUKH) HCCIIeT0BaHuH (
UCTBITAHUN), aTTECTOBAHHBbIE (BaJUIUPOBAHHBIC) U YTBEPXKJICHHBIE B COOTBETCTBUU C
3aKOHOJIATEIBCTBOM rocyiapctBa — wieHa Coro3a (Janee — rocy1apCcTBO-4JIeH).



5. UccnenoBanus (MCTIBITAHUS) MPOBOSTCS B BHIOPAHHBIX 3asIBUTEJIEM HUCTIBITATEIHHBIX
naboparopusix (IIEHTpax), CBEACHHUS O KOTOPHIX BKJIIOUYEHBI B EIUHBIA peecTp
YIIOJTHOMOYEHHBIX OpraHu3alui, UMEIOUIMX MPaBO MPOBOJAUTH UCCIIEIOBAHUS (MCIIBITAHMUS)
MEIUIIMHCKUX M3JICJIMM B IEIAX HUX PErucTpanuu (Jangee — peecTp YMOJIHOMOYEHHBIX
OpraHu3aIuin).

@opMHUPOBAHUE U BEICHUE PEECTPa YIIOJHOMOYEHHBIX OPraHU3aluid OCYIIECTBIIIOTCS
EBpazuiickoit sxoHOMuYeckoi komuccuei (nanee — Komuccus) B coorBerctBuu ¢ [lopsakom
dbopMHupoOBaHUS U BelICHHUS MHPOPMAIIMOHHON CUCTEMBI B cpepe 0OpalleHrus MEeIUIIUHCKUX
n3aenui, yreepxkaeHHbpIM Pemmennem CoBeta EBpa3uiickoii SJKOHOMHUYECKOW KOMUCCUU OT 12
depans 2016 r. Ne 30, Ha OCHOBE CBEJIEHUH, MTPEACTABISIEMBIX OPraHaMU TOCY1apCTBEHHOMN
BJIACTH T'OCY/IapCTB-UJICHOB, YIIOJJHOMOUYEHHBIMH HA OCYIIECTBICHUE U (MJIM) KOOPAUHAILIUIO
JeATeTLHOCTH B cepe oOpaieHuss MEIUIMHCKAX H3JSHUi (Janee — yrmOJHOMOYEHHBIE
Oprassl), C HICIIOJIb30BAHUEM CPEJICTB MHTEIPUPOBAHHON MHPOpMaLIMOHHOM crucTeMbl Coro3a.

6. VccnenoBanus (UCOBITAHUS) TPOBOASITCS B OTHOILICHUHM MEIUIIMHCKUX U3ACIUN U (MiIn
) IPUHAJIEKHOCTEN K HUM, IIPSIMO MJIM OMOCPEAOBAHHO KOHTAKTUPYIOIMINX C TOBEPXHOCTHIO
TeJla YeJOBeKa, €ro CIM3UCTBIMU O0O0JO0YKAaMH, BHYTPEHHUMHU CpeJaMu OpraHu3ma, s
KOTOPBIX YKa3aHHOE B3aMMOJICHCTBHE (KOHTAKT) SBJISICTCS HEOOXOIUMBIM JJIS BBHITTOJTHEHUS
X QyHKIUH.

7. Pe3ynbTaThl UCCIEA0OBaHUMN (MCIIBITAHUIM ) CUATAIOTCA OTPUIATEILHBIMU B CIIy4ae, €ClIu
npeicTaBieHHble 00pa3ibl (oOpaszeln) MEAUIMHCKOrO0 U3JENHs HE COOTBETCTBYIOT
TpeOoBaHUSIM 0€30MacHOCTH.

8. YmosHOMOYEeHHasi OpraHu3aius, KOTopas IpOBOJUT UCCIEA0BaHUS (UCIBITAHUS), A
TaKXke CIEHHAIUCTHI 3TOW OpPTaHU3aINH, TTPOBOSIIINE UCCIAEAOBAHUS (UCIIBITAHUS ), HE MOTYT
HAaXOJHUTbCS C TMPOU3BOAUTEIIEM MEAULIMHCKOTO W3JENUs, €ro YIOJIHOMOYEHHBIM
MpeJCTaBUTEIEM WM JPYTMMH 3aMHTEPECOBAHHBIMU B pe3yjbTaTax UCCIEeIOBaHUMN (
UCIIBITAHUI ) TUIIAMU B OTHOIIIEHUAX, BIUSIONIUX HA UX OECTIPUCTPACTHOCTD.

KommMmepueckoe, ¢ruHaHCOBOE WM MHOE JIaBJIEHUE, CTaBsIlee OCCIPUCTPACTHOCTH
YIIOJTHOMOYEHHOW OpraHu3aliuu, TPoBOASIIEH UcCiaeA0BaHus (MCIBbITaHUs), IOl yTPO3y, HE
JOTYCKaeTCsl.

II. ITopsmok mpoBeIeHNs UCCIICAOBAHMIA (MCIIBITAHMI)

9. UccnenoBanus (MCIbITAaHUS) BKIIIOYAIOT B CEOSI:

a) ompeeNicHue CAaHUTAPHO-XUMHYECKUX ITOKa3aTeNeH;

0) orleHKY OMOJIOrMYECKOr0 JSHCTBHUS B YCIOBHUAX in vitro 1 in vivo. O1ieHKe MmojyiexaT
BH/JIbI OMOJIOTHYECKOTO JICUCTBHUS UCXO/S U3 KATETOPUH MEIUIIMHCKOTO W3CITHS,

B) MUKPOOHMOJIOTHYECKNE UCCIIeTOBAHUS (MCTIBITAaHUS).

10. Jlyis mpoBeeHUS MCCACAOBAHMM (MCIIBITAHUI ) 3assBUTEIb MOJIAET B YIIOJHOMOYCHHYO
OpraHU3aINIO 3asBKY, COACPIKAIIYIO CICTYIONTYI0 HH(HOPMAIIHIO:

a) HAMMEHOBaHUE MEJIUIIMHCKOTO U3/IEIHS;



0) HaMMEHOBAaHUE 3asBUTETISI, €0 MECTO HAXOXKACHHS (aIpeC IOPUANUECKOTO JIUIIA) — JIJIs
IOPUIMYECKOTO JIUIA WU (HaMIIKs, UMs, OTYECTBO (TIPU HAJMYKH ), MECTO JKUTEJIbCTBA — JIJIS
(U3UYECKOro JINIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE UHIUBUIYIHHOTO MPETPUHUMATEIS,
CBEJICHUS O TOCYJIapCTBEHHON PETUCTPALK HOPUIUIECKOrO JIMIA Win (U3NYECKOro JIUIa B
KaueCTBE MHIMBUAYAIBHOTO MPEANPUHUMATENSA, a TaKKEe KOHTAKTHBIE JaHHbIC 3asBUTENA (
HOMep TesnedoHa, aipec IEKTPOHHOM MOYTHI);

B) HAMMEHOBAHUE MPOU3BOIUTEISI, EF0 MECTO HAXOXKJICHUS (apec IOPUANUECKOTO JIUIIA)
— JUIS FOPUJIMYECKOTO JIUIA W (PamMuiust, UMsi, OTYECTBO (IIPU HAIMYWH ), MECTO KUTEIHCTBA
— s (U3MYECKOro Juila, 3aperMCTPUPOBAHHOTO B KauyeCTBE WHIWBUIYaJIbHOIO
MpeanpUHUMATEIIS;

I') CBEJCHHUSI O MPOM3BOJACTBEHHOM IUIOMIAAKE (MPOU3BOJACTBEHHBIX ILIOMIAKAX) —
HAaNMEHOBAHUE MOPUANYECKOTO JUNA Wi (HamMuiaus, WMs, OTYECTBO (TIPU HAIUYUH)
(U3UYECKOro JINIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHIMBUIyAIbHOTO MPETPUHUMATES,
a TaKXe a/Ipec MECTa OCYLIECTBICHUS JESITEIbHOCTH;

1) UICHTU(PUKAIIMOHHBIE TPU3HAKK 00pa3iia MeAUIIMHCKOTO u3/enus (Mapka, MOJIENb,
Macca, 00beM, Jara MPOU3BOJCTBA (M3TOTOBIICHUS), CPOK TOJHOCTH (CPOK CIyXOBI),
KaTaJO0KHBIM HOMED, 3aBOJACKON (cepuiiHbIi) HOMEp (HOMep cepuu, maptuu (ora)) u ap. (
€CJIM IPUMEHUMO));

€) KJacC MOTEHIHAIIBHOTO PUCKA MPUMEHEHUSI MEAUIIMHCKOTO U3/IEIIHs, OTPEIETsIeMbIi B
cootBeTcTBUM ¢ [IpaBunamu kiaccupuKaMd MEIUIHUHCKUX HU3JIETUNA B 3aBUCUMOCTH OT
ITOTEHIMAIBHOTO PUCKA IPUMEHEHMUs, yTBepKIeHHbIMU Pemennem Komnerun EBpasniickon
PKOHOMMYECKON KoMuccuu ot 22 aexadps 2015 r. Ne 173;

’K) Ha3HAUYCHHUE U 00JaCTh MPUMEHEHUS MEIUIIMHCKOTO U3/ICTHSI.

11. K 3as1BKe npuaratotcst ClIeIyIolne T0KYMEHThI:

AKCIUTyaTallMOHHAsl JOKYMEHTAIMS U TeXHUYecKasi TIOKyMEeHTalusl (TeXHUYeCKui ¢aiin)
Ha MEUITMHCKOE U3/IeNIie, B TOM YHCIIe paboune 4epTeKu, TAOIUIIBI U CXeMbl, HEOOXOANUMbIC
JUISl TIPOBEJICHUST MCCieA0oBaHUM (ucrbIiTanuil). TpeOoBaHMS K COAEPKAHUIO TEXHUYECKOTO
¢aiina Ha MEIUIIMHCKOE W3eNINe YCTaHOBICHBI priokeHrneM Ne 3 k [IpaBunam mpoBeneHus
KJIMHUYECKUX W KIMHUKO-1a00paTOPHBIX MCHBITAHUN (UCCIEIOBAHUM) MEIUIIUMHCKUX
n3aenui, yreepxkaeHHbM Pemmennem CoBera EBpa3suiickor 3JKOHOMHYECKOW KOMUCCUU OT 12
dbeppaiisg 2016 r. Ne 29, Ha MeTUIIMHCKOE U3JENHE JJISI TUATHOCTUKH 1N Vitro — MpuIoKeHUEeM
No 5 k TpebGoBaHusIM K BHEAPEHUIO, MOAACPKAHUIO M OLIEHKE CUCTEMbl MEHEIXMEHTa
KaueCcTBa MEIUIIMHCKUX U3JEJIUN B 3aBUCUMOCTHU OT MOTEHIIMAIIBHOTO PUCKA UX PUMEHEHHS,
yTBepxkaeHHbIM Pemenunem CoBera EBpasuiickoit s3xoHOMHUYECKOM Komuccuu oT 10 HosOps
2017 r. Ne 106;

JIOKYMEHTBI, CoJiepKalliie JaHHbIE 0 MAPKUPOBKE U YIAKOBKE MEAUIIMHCKOTO U3/eus (
MOJTHOIIBETHBIE MAKEThI YITAKOBOK U TUKETOK);



MepeyYeHb CTaH/IapTOB, KOTOPHIM COOTBETCTBYET MEIUIIMHCKOE U3/ICIIHNE, a TAKKE METOJ0B
(MeToAuK) wuccieaoBaHUM (MCOBITAHUN), AaTTECTOBAaHHBIX (BaJUJAUPOBAHHBIX) W
YTBEPKIECHHBIX B COOTBETCTBHUH C 3aKOHOJIATEIICTBOM rOCYAapCTBa-UJICHA;

KOMUHU TMPOTOKOJIOB UCCIICTOBAHUM (MCMBITAHUN) MEIUIIMHCKOTO u3aenust u (Wiu)
MaTepUalioB, U3 KOTOPBIX U3TOTOBJICHBI MEIUIIMHCKOE M3/eNNe U (WIu) MPUHAMJICKHOCTH K
HEMY, IPOBEIECHHBIX B HMHBIX YIOJHOMOYEHHBIX OpPraHU3alMsAX W MOATBEPKIAIOIINX
COOTBETCTBUE MEIULUMHCKOro wuznaenus OOmuM TpeOoBaHUSAM, U (MJIM) HPOTOKOJIOB
COOCTBEHHBIX MCCIIEIOBAaHUM (MCIBITAHUN) MEAUITMHCKOTO U3/IeTus (TIPU HAJTUYHH );

JOKYMEHTBI, COJIEpKAIME CBEICHUS O JIEKAPCTBEHHBIX CPEJICTBAX B COCTAaBE
MEIUIIMHCKOTO0 HW3AENUs, UX COCTAaBE, KOJIMYECTBE, O COBMECTUMOCTHU JIEKAPCTBEHHOTO
CpeACTBa C MEIUIMHCKUM H3JeTueM (MpU HAJIUYUU B COCTaBE MEAMIMHCKOTO H3IEIHS
JIEKapCTBEHHBIX CPEJICTB);

JIOKYMEHTBI, COAeprKalllue CBEJeHN O MaTrepualax (B TOM YHCIe O COCTaBe, MapKax U
MPOU3BOJIUTEIISIX MAaTEPUAJIOB, HATMYHUH AE3UH(PEKTAaHTOB, OMOJIOTHYECKN aKTUBHBIX BEIECTB
, OMOKJIETOYHBIX MPOJYKTOB, HAHOMATEPHAIIOB), U3 KOTOPBIX M3TOTOBJIECHBI MEIUIIMHCKOE
u3genue u (Wiau) MPUHAMICKHOCTH K HEMY, a TakKe JOKYMEHTBI, MOJTBEPKAAIONINE UX
COOTBETCTBHE 3asBJICHHBIM XapaKTEPUCTUKAM;

WHBIE IOKYMEHTHI, TTOATBEPKIAIOIINE COOTBETCTBUE MEAUIIMHCKOro uznenus Oonmm
TpeOOBaHMSIM (TIPU HATHYUN).

B cityuae ecii TOKYMEHTBI COCTaBJIEHbI HA UHOCTPAHHOM SI3bIKE, K HUM IPUJIAraeTcs
MEePEeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHBIN B MOPSAJKE, YCTAHOBICHHOM 3aKOHOJATEIbLCTBOM
rocyJapcTBa-ujieHa, Ha TEPPUTOPUN KOTOPOTO MPOBOASTCS UCCIENOBAHUSA (MCIIBITAHUS).

12. YnonnoMoueHHas opranuzanus B TeyeHue 10 pabouux qHEH ¢ AaThl MOAA4YH 3asBKH,
yka3zaHHOU B myHKTe 10 Hactosamux [IpaBui, npoBOAUT aHAINU3 ATOM 3asIBKU U MIPUIIAraéMbIX
K HEl JOKYMEHTOB M MPUHUMAET PELICHUE O BO3MOXKHOCTH (HEBO3MOXHOCTH) MPOBEICHUS
HCCIIETIOBAHUM (MCIIBITAHUI ).

13. B ciydae NmpuHSTUS pelIeHUS O BO3MOXHOCTHU IPOBEACHMS HCCIeAOBAHUM (
WCTIBITAHUI) YIIOJTHOMOYEHHAs OpPTaHU3alusl 3aKII0YaeT C 3asBUTEJIEM COOTBETCTBYIOIIUI
ZOTOBOP.

14. B cnyyae mpuHSITUS PEHICHUS O HEBO3MOXKHOCTU MPOBEACHUS HCCIEIOBaHUN (
UCTIBITAHUI) YIIOJTHOMOYEHHAsI OpraHu3alusl yBEJOMIIIET B MUChbMEHHON (hopMe 3asBUTEIS
00 OTKa3e B MPOBEICHUU HCCIEAOBaHUMN (HMCMBITAHUN) (C YKa3aHUEM MPUYUH), a TaKxKe
BO3BpAIIAET 3asIBUTEII0 OPUTHUHAIIBI IOKYMEHTOB, IIPUIIATaeMbI€ K 3asBKE.

15. B xozne nmpoBeieHHs McClieIoBaHUN (UCTIBITAaHUN) YIIOJTHOMOYEHHAs] OpraHu3aius
COTPYJHHMYAET C 3aBUTEIIEM B CBSI3U C BBITIOIHAEMON PabOTOM.

16. Ilpu 3aKaoueHUU AOroBOpa Ha MPOBEJIEHNE UCCIIEI0BAHUM (MCTIBITAHU):

a) OIpeAeIAeTCS KaTeropyusi MEAULIMHCKOTO U3IEIHS;

0) pa3pabarbiBaeTcs yMOJTHOMOYEHHON OpraHuU3alleil COBMECTHO C 3asBUTENIEM
nporpaMmma Uccjie0BaHui (MCTIbITAHUN);



B) COrJIacyeTcsl C 3afABUTEIIEM U YTBEPXKAAETCS PYKOBOJUTEIEM YIOJIHOMOYECHHOMN
OpraHu3aIy MporpaMma UcCiae0BaHUN (MCIIBITAHUN ).

17. VccnenoBanus (MCOBITAHUS) MMPOBOJSATCS Ha 00pa3iiax MEIUIIMHCKOTO H3ICIHS,
IpEACTaBICHHBIX 3aBUTEIIEM B COOTBETCTBUU C MIPOTPAMMOM UCCIICIOBAHUH (MCIIBITAHUI).

OT60p 00pa3IOB MEIUITMHCKOTO WU3ICITHUS JIJIsl MPOBEACHUS UCCISOBAHUHN (MCIIBITAHUN)
OCYIIECTBJISIETCS B COOTBETCTBUM C MNpaBWJIAMHU, OMNPEACICHHBIMU CTaHIApTaAMU WU
aTTECTOBAHHBIMU (BaJIMUPOBAHHBIMH) METOaMU (METOJMKAMU) UCCIICIOBAHUM (MCTIBITAHUM
).

18. OT60p 00pa31i0B MEAUIIMHCKOTO U3JETHUS OCYILECTBISETCS 3asBUTEJIEM WM IO €T0
MOPYYEHHIO YIIOJIHOMOYEHHON OpraHu3alyeil B IpUCYTCTBUU 3asIBUTEIISL.

B ciyuae ecnin ot60p 00pa3noB MEAUIIMHCKOTO U3JEIUS OCYIIECTBISETCS 3asBUTENEM,
pe3ynbTaThl 0TOOpa OGOPMIISIIOTCS aKTOM MpHUEMa-lepesadyu o0pa3ioB MEIUIIMHCKOTO
U3JIEIINS.

B cnydae ecniu orbop 00pasnoB MEIHUIMHCKOTO HU3JEIUs OCYIIECTBISAETCS
YIOJTHOMOYEHHOW OpraHu3aiueid Mo TMOPYYEHHUIO 3asBUTENSA, pe3yJbTaThl OTOOpa
0(OpMIISIFOTCSI AKTOM 0TOOpa 00pa3IOB MEIUIIMHCKOTO U3EIHS.

19. Ha Bcex 3Ttanax XpaHEHHs, TPAHCIIOPTUPOBAHUS U MOJTOTOBKH K UCCIEIOBAHUAM (
HCTIBITAHUSIM) OTOOpaHHBIX O00pPA3IOB MEAMIIMHCKOTO H3JACIHUS JIOJKHBI COOII0ATHCS
TpeOOBaHMsI, yCTAHOBJICHHBIC B AKCILTyaTAI[MOHHBIX JIOKYMEHTaX Ha MEIUIIMHCKOE U3/IeIHe.

20. [Ipy HamuuMy rpynnbl OAHOPOAHBIX MEAUIIMHCKUX U3IEINHN, YKa3aHHBIX B IpOrpaMmMme
ucclieIoBaHuN (MCTIBITAHUM), JOMYCKAaeTCsl MPOBEJCHUE HCCIETOBAaHUMN (MCIBITAaHHI) Ha
TUIIOBBIX 00pa3iiax MEeIUIIMHCKUX U3IeTUH.
B cnydae npoBeneHus uccieoBanuil (MCIbITaHUI) Ha TUMIOBBIX 00pa3lax B MPOTOKOJIE
UCCJIeI0BaHUM (MCTIBITAHMI) JIeTaeTCsl COOTBETCTBYIOIIAS 3AMHKCh.
21. UccnenoBanus (MCIbITaHUS) BKIIOYAIOT B CE€0S CIEAYIOIIUE dTAIbI:
a) aHaJIM3 JJOKYMEHTOB, YKa3aHHbIX B myHKTE 11 Hactosmux [IpaBu;
0) KOPPEKTUPOBKA MPOTPaMMbI UCCIICIOBAaHUH (MCIIBITAaHUMN) (TIPY HEOOXOAUMOCTH);
B) MOJIyYE€HHE CTAHAAPTHBIX 00pa3IoB (IIpU HEOOXOAUMOCTH);

r') OTOOp WM MOJy4eHHe 00pa3lloB MEIUIIMHCKOTO M3AENUs U UX UACHTU(UKAIUS Ha
OCHOBE MIPEACTaBICHHBIX 3aBUTEIEM JaHHBIX;

1) MPOBEJICHUE UCCIIEIOBAHUN (MCIIBITAHUI ) METUIIMHCKOTO U3JIENHSI, PEyCMOTPEHHBIX
MPOTrpaMMOi UCCIIeIOBAaHUH (MCIIBITAaHUN);

€) opopmiieHHE U BbIIaua 3asBUTENIO MMPOTOKOJIA UCCIIEIOBAaHUM (UCTIBITAHUMN) TIO hopMe
COTJIACHO MPHUJIOKEHUIO U MPOTPAMMbI UCCIICIOBAHUHN (MCIIBITAHU).

22. UccnenoBanus (MCHbITaHUA) IPOBOAATCS YIIOJIHOMOUYEHHOW OPraHU3alleil B TEUEHNE
30 pabouux pgHeWl ¢ Jarbl TMOCTYIUIEHUS OOpa3lOB MEIUIMHCKUX HU3JEIUN B
YIOJTHOMOUYEHHYIO OPTaHU3alNI0 B COOTBETCTBUU C IPOrpaMMOM HCCIIeI0BaHUMN (MCTIBITAHUI
) IpH YCJIOBHUH OILIATHI 3asBUTENIEM Pa0OT, BBITIOJIHAEMbBIX YIIOJTHOMOYEHHOM OpraHu3aiuei B
COOTBETCTBHUU C 3aKJIIOYEHHBIM J0roBOpoM. CpoK MpOBEACHUS UCCIEIOBAHUMN (MUCTIBITAHUH)



MOXKET OBITh MPOJUICH B CIydasiX, Korja 0oJyiee MpOJOJDKUTEIbHBIA CPOK MPETyCMOTPEH
METOJIOM (METOAUKOM ) UCCASOBAHUH (MCIIBITAHUN).

23. Pe3ynbTaTbl KaXJI0r0 UCCIEN0BaHUs (MCHBITAHUS) WM CEPUU HCCIETOBAHUN (
UCTBITAHUN), TPOBEJICHHBIX YIOJHOMOYEHHOM oOpraHu3aluel, JOJDKHBI  OBITh
chopMynHpOBaHbl TOYHO, YETKO, HEIBYCMBICIICHHO U OOBEKTUBHO.

24. B mpotokoiie uccienoBaHui (MCTIBITAHUI) TMPUBOASTCS CBEIEHUS O MeTonax (
METOJIMKAaX) HUCCIENOBAaHUM (MCHBITAHUI) IJIA KaXJO0TO OMpEeNeNsseMOro IoKazaTens C
yKa3aHUEM pPEKBU3UTOB COOTBETCTBYIOIIUX JOKYMEHTOB (I METOA0B (METOJHK)
HCCIIeIOBAaHUM (MCIBITAaHU), OMUCAHHBIX B CTaHJApPTaX, YKa3bIBalOTCS COOTBETCTBYIOIINE
MYHKTHI CTAaH/IapTOB).

25. JIOKyMEHTBI, KacalolIecss MPOBEJAEHUS HUCCIEeIOBAaHUN (UCTIBITAHUI), XpaHATCS
YIOJHOMOYEHHOW OpraHu3alueil B CUCTEMAaTU3UPOBAHHOM BHJE B TEUYEHHE CpOKa,
YCTaHOBJIEHHOT'O 3aKOHOJIaTEIHCTBOM I'OCY1apCTBA-UJICHA.

II. TpeboBarwns K yIOIHOMOYCHHRIM OPraHA3aIMAM B NOPAIOK OLIEHKH WX COOTBETCTBUA
yKa3zaHHBIM TpeOOBaHHAAM

26. BxitoueHue ucnbITaTeIbHON JabdopaTopuu (LEHTpa) B peecTp YHOJIHOMOYEHHBIX
OpraHu3alni OCYIIECTBISIETCS IIPU €€ COOTBETCTBUHU CIEAYIOINUM KPUTEPUSIM:

a) HaJM4Yue PEerucTpaliy UCIbITaTebHON J1abopaTopuu (LIEHTpa) WK OpraHu3aluu, B
COCTaB KOTOPOI BXOIMUT HUCIBITaTeNbHas Jabopartopus (LIEHTP), B KAYECTBE IOPUIUIECKOTO
JUIa Ha TEPPUTOPUH TOCYAApCTBA-YIeHAa B COOTBETCTBUHU C €r0 3aKOHOIaTEIbCTBOM;

0) Hanmuuue ACUCTBYIOIIEW aKKpeIUTAaIllMd UCIBITATeIbHON JTabopaTopuu (1LIEHTpa) B
HAIMOHAJILHON CUCTEME aKKpeIUTAIlMU TOCyAapCTBA-YWICHA;

B) HajJuWuuhe B OOJACTHU aKKpEAUTAllUM HUCHBITATEIbHOW J1abopaTopuu (1IEHTPA)
MEAUIMHCKUX U3AENTUi U (WIKM) TPyNI OJAHOPOAHBIX MEAULIMHCKUX U3/IETIHUH, a TaKXKe BUIOB
1 METOJIOB UCCIIEIOBAaHUM (UCTIBITAHUM);

I') HAIMYHE CHCTEMbl MEHE)KMEHTa KadyecTBa U COOJIIOJCHUE HCIBITaTeIbHOU
nabopaTopuel (LIeHTpoM) TPeOOBAHUM CUCTEMbI MEHEIKMEHTA KaueCTBa, yCTAHOBJICHHBIX B
PYKOBOJICTBE I10 KaUY€CTBY UCIBITATEIBHOH JIabopaTopuu (LEHTPA);

1) HaJTMYue HOPMATHUBHBIX MPABOBBIX aKTOB, JOKYMEHTOB B 0OJIACTH CTaHAApTU3AIUH,
MpaBuil U METOAOB (METOJIMK) MCCIEAOBaHUN (MCHBITAHWUN) U U3MEPEHHUH, B TOM 4YHUCIIE
npaBuwi1 0TOOpa 00pa3moB (mpo0), W HHBIX JOKYMEHTOB B 00JIACTH aKKpEeIUTAIUU
UCHbITaTEIbHOW nabopaTopuu (LlEHTpa), a Takxke COOJMIOJAECHUE UCIBITATEIbHOU
nabopaTtopueit (1IeHTpoM) TpeOOBaHUM JaHHBIX JOKYMEHTOB;

€) HaJluuue y CrenraiucTa (CrIeruanricToB) UCIBITAaTeIbHON JabopaTopun (IIEHTpa),
HEMOCPEACTBEHHO BBIMOJIHSAIONIETO PA0OTHI MO UCCIECAOBAHUAM (UCTIBITAHUSIM):

BBICIIIETO O0Opa3oBaHUs, JIMOO cpeaHero mpodeccuoHaTbHOTO 00pa3oBaHUs, JTHUOO
JOMOJHUTEIBHOTO NPO(ECCHOHAIIBHOTO 00pa30BaHUs MO HTPOQUII0, COOTBETCTBYIOIIEMY
00JIaCTH aKKpeIUTAIUH;



ombITa pabOThl, CBA3aHHOMN C UCCIIEAOBAHUAMHU (MCIIBITAHUSIMU), U3MEPEHUSIMU B 00J1aCTH
aKKpeJMTallii, YKa3aHHON B PEECTPe aKKPEAUTOBAHHBIX JIMLI, HE MEHEE 2 JIeT.

27. VcnwiTatenbHas 1abopatopust (IIEHTpP) MOJAET B YIIOJTHOMOUYCHHBIN OpPTaH 3asBKY O
BKJIFOUEHHUH B PEECTpP YIIOJIHOMOYEHHBIX OpraHU3alUi.

K 3asBKe mpunararoTcs JOKYMEHTBI, TOATBEPKIAIOIINE COOTBETCTBUE UCIIBITATEIBHON
nabopaTtopuu (IIEHTpa) KPUTEPHSIM, YKa3aHHBIM B TyHKTE 26 HacTosmux [IpaBui.

B 3asBKe yka3piBaeTcs MH(pOpMaLMs O MEAULUHUHCKUX U3JAETUSAX U (WJIN) OJHOPOIHBIX
rpynnax MeIUIUHCKUX U3JENIHM, a TAKKE 0 BUAAX U METOJAaX UCCIIEIOBAHUMN (MCIBITAaHUN),
KOTOpbIE BKJIFOUEHBI B 00JIACTh €€ aKKPEIUTALlMd U B OTHOILIEHUH KOTOPBIX UCIbITaTEIbHASA
nabopatopus (IIEHTP) MOIAET 3asBKY.

28. YnonHoMo4eHHbIH opraH B TeueHue 10 pabouux AHEW ¢ AaThl MOJy4eHUS OT
UCHBITaTEIbHON JTabopaTopuu (LIEHTpa) 3asiBKU O BKJIIOUYEHHUU B PEECTP YMOTHOMOYECHHBIX
OpraHu3alliii pacCMaTPUBAET YKA3aHHYIO 3asBKY U COOOIIAET UCIBITATENbHOM J1a00opaTopuH (
LEHTPY) O MPUHATOM PELICHUH B MUCbMEHHOW (pOopMe IMyTeM Mepeaadyn YBeIOMIIEHUS TUYHO
I0J1 POCTIUCH €€ MPEACTABUTEINIO, JIMOO HAIMPABJISET €ro 3aKa3HbIM MOYTOBBIM OTIPABICHUEM
C YBEIOMJIEHUEM O BPYUYEHHH, TUOO MEPEAAET €ro B SJIEKTPOHHOM BHUJIE 110

TEJIEKOMMYHHUKALlMOHHBIM KaHallaM CBSA3U WJIU B (pOopMe 3JEeKTPOHHOTO JOKYMEHTa,
MOAMUCAHHOTO JIEKTPOHHON IUPPOBOM MOMUCHIO.

29. B ciyyae npuHATHS YIOJHOMOYEHHBIM OPraHOM pELICHUS O BKIIOYEHHUU
UCHIBITATENIbHON JTabopaTopu (LIEHTPa) B PEECTpP YINOTHOMOYEHHBIX OPTaHU3AlUN CBEACHUS
00 ucnbITaTeNIbHON Jabopatopuu (LIEHTpE) HAnpaBisAOTCa B KoMuUCCHIO ¢ HCTIONb30BaHUEM
CPEICTB UHTETPUPOBAHHOM HH(pOpMAIMOHHON cucTtembl Coro3a Jisi BHECEHUS B peecTp
YIOJIHOMOYEHHBIX OpPraHM3alMii, a TakKe MOTrYT pa3MellaTbCsi Ha O(QUIHAIBHOM CalTe
YIOJIHOMOYEHHOTO OpraHa B HH()OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHOM ceTtu "MHTepHet".

30. B cnydyae HECOOTBETCTBHSI MCIBITATEIbHON JabopaTopuu (ILIEHTpa) OJHOMY M3
KpUTEPUEB, YKA3aHHBIX B MMyHKTE 26 HacToAmux [IpaBui, U NpuHATHS peuieHus o0 oTKa3e BO
BKJIIOUCHUM UCIHBITATENbHON saboparopun (LIEHTpa) B pEECTp YIOJIHOMOYEHHBIX
OpraHM3aIiil yIIOJTHOMOYEHHBIN OpraH yBeAOMIISIET UCIIBITATENbHYIO JIA0OPaTOPHUIO (LIEHT)
O MpUYMHAX OTKa3a B MHUCbMEHHOU (opMe MyTeM Mepenadyd yBEIOMJICHUS JUYHO MO
pPOCHUCH €€ MPEACTABUTENI0, JINOO HAMPaBJIsAET €ro 3aKa3HbIM IMOYTOBBIM OTIIPABICHHEM C
yBEJOMJICHHUEM O BpydyeHUH, JuOO TepedaeT ero B DIJIEKTPOHHOM BHJIE IO
TEJIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBSI3M WJIM B (OpME HJIEKTPOHHOIO JIOKYMEHTA,
MOAMMCAHHOTO JIEKTPOHHOU ITU(DPOBOI MOIMHUCKHIO.

31. O6xanoBaHue pelIeHHs YIIOTHOMOYEHHOTO OpraHa OCYIIECTBIISIETCS B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM IOCyZapCTBa-yJeHa.

32. XpaHeHue, cucTeMaTU3alus U U3MeHeHue MHpopManuu o0 yHmOoJIHOMOYEHHBIX
OpraHu3alysX, a TAKXKE 3alUTa OT HECAHKIIMOHUPOBAHHOI'O JJOCTYIIA K HEW 00ecrieunBaroTCs
YIOJIHOMOYEHHBIMU OpPTaHaMHU.



33. PeecTp ynoJTHOMOYEHHBIX OpraHU3AINK MyOIHKyeTCsl Ha NTHGOPMAIIMOHHOM TTOpTaje
Coro3za.

34. B cnyyae M3MEHEHHUsI CBEACHUN, COJIEPKAIIMXCSA B PEECTPE YIMOIHOMOYECHHBIX
OpraHu3allvii, YIoJHOMOYEHHasl opraHu3anus B Teuenue 30 KajleHAapHBIX JHEH (B cilydae
W3MEHECHHUS CBEICHUW O CTaTyCce AaKKpEeAWTAlWW YNOJIHOMOYECHHOW OpraHu3aluud B
HAIMOHAIBHOM CUCTEME aKKpEAUTAIIMU rOCy/IapCTBa-wieHa — B TeueHue 15 pabouux gHel)
MPEACTABISECT B YIOJHOMOYEHHBIM OpPraH 3asBKy O BHECEHWHM W3MECHCHUW B YKAa3aHHBIC
CBEJICHMSI, a TAK)KE JOKYMEHTHI, OATBEPKAAOIIUE JaHHBIE U3BMEHEHUS.

35. YnonHoMmoueHHbIA oprad B TedeHue 10 pabouyux IHEHW ¢ AaThl MpeAcTaBICHUS
YIIOJJHOMOYEHHOM OpraHu3alyen 3asiBKM O BHECCHUU U3MEHEHUN B CBEJCHHUS, COAEPKALIUECS
B pEECTPE YIOJIHOMOYEHHBIX OpTraHU3aI1i:

a) paccMaTpUBaeT MPEJCTaBICHHbIC 3asBKY M JOKYMEHTHI, YKa3aHHbIC B MyHKTEe 34
HacTosuux [IpaBui;

0) HampaBJISIET COOTBETCTBYIOIIYI0 MHpopManuio B KoMuccHio ¢ HCIOIB30BaHUEM
CpPEACTB HHTETpUpPOBaHHON uHHGOpManroHHOW cucteMbl Coro3a (B cilydyae NPUHSITUA
YIIOJTHOMOUYEHHBIM OPTaHOM PEILICHUS] O BHECEHUU U3MEHEHUI), a TaKKEe MOXKET pa3MeliaTh
ee Ha cBoeM o(duIuaabHOM caiiTe B MH()OPMAIMOHHO-TEIEKOMMYHUKAIMOHHON ceTn "
Nurtepuer";

B) COOOIIAET YIOJTHOMOYEHHOW OPTaHU3aIUU O MIPUHATOM PEIICHUH B TUCHMEHHOM BHU/IE
NyTeM Mepeaadd YBEeIOMJIEHUS JUYHO IOJ| POCIHUCH €€ MPEACTABUTENIO0, TM00 HAMpaBIseT
€r0 3aKa3HBIM MTOYTOBBIM OTIPABIICHUEM C YBEIOMJICHHEM O BPYYCHHH, JINOO MEPEIacT €ro B
AJIIEKTPOHHOM BHJIE 10 TEJIEKOMMYHHUKAIIMOHHBIM KaHAJIaM CBSI3H WA B (pOpME 3JIEKTPOHHOTO
JIOKYMEHTA, MOJMMUCAHHOTO YJIEKTPOHHOU LIU(GPOBOIN MOAMUCKIO.

36. UckntoueHne cBeAEHUN U3 peecTpa YIIOTHOMOUYECHHBIX OpraHU3aluil OCYIIECTBIIAECTCS
B CIIEAYIOIINX CIIy4asx:

a) mojava 3asBICHHUS 00 MCKIIOYEHUU U3 PEecTpa YIMOJIHOMOYEHHBIX OPTaHHU3aIlNi,
MOJMKUCAHHOTO PYKOBOJUTEIIEM YIIOJTHOMOYEHHOW OpraHu3allNy;

0) NMUKBHUIANMS WCIBITATEILHON JTabopaTtopuu (IIEHTpa) WIW OpPTaHU3AINH, B COCTaB
KOTOPOM BXOJUT UCIBITaTeNbHAas 1abopatopusi (IIEHTpP), B KaUeCTBE IOPUAMUYECKOTO JIUIA B
COOTBETCTBUM C 3aKOHOJATEIBCTBOM TOCYAApCTBa-4jicHA WM MPEKPALICHHUE IEHCTBUS
AKKpEIUTAllMM YIOJHOMOYEHHON OpraHu3allii B HAIMOHAIBHON CHUCTEME aKKpEIUTaIuu
rocyJ1apCTBa-4JIEHA;

B) BBISIBJIICHHE HAPYUIEHUN MOPSIKA NPOBEACHUS UCCIEA0OBAHUN (MCIIBITAHUI) OPraHOM,
YIIOJJHOMOYEHHBIM B COOTBETCTBUM C 3aKOHOAATEJIHCTBOM TIOCYIapCTBa-djieHa, IO
pe3yibTaTaM OCYHIECTBIIEMOrO UM FOCYIapCTBEHHOTO KOHTPOJIS (HaA30pa);

I') HECBOEBPEMEHHOE MPECTABICHNUE MM HENPEICTaBICHUE CBEACHUN U JIOKYMEHTOB,
MPEyCMOTPEHHBIX MYHKTOM 34 HacTosimux [Ipasui.

37. YIoITHOMOYEHHBIN OpraH B TeueHue 3 pabouyux JHEH C AaThl IPUHATUS PEIICHUs 00
HCKJIOYEHUHN CBEJICHUNW U3 peecTpa YIMOJHOMOYEHHBIX OpraHu3aluil obecreyuBaet



Ipe/ICTaBICHHE COOTBETCTBYIONIEH MHpopManuu B KoMuccuio ¢ ucnoiab30BaHUEM CPEICTB
MHTErpUpPOBAaHHON MHPOpMalMOHHOM crcTembl Coro3a.
38. Komuccust B Teuenune 1 pabodero gHSA ¢ JaThl MOJYYCHHUS COOTBETCTBYIOIICH
uH(pOopMaIK 00ECIeYMBACT aKTyaIM3aIMI0 PEECTPA YIOJIHOMOUYEHHbBIX OPTaHU3aIUH.
39. IlpenocraBieHue MmO 3ampocaM 3aWHTEPECOBAHHBIX JIMI[ CBEACHUU 00
YIOJIHOMOYEHHBIX OPraHU3alUsAX OCYUIECTBISETCS YINOJIHOMOYEHHBIMU OpraHaMu B

COOTBCTCTBHUHU C 3dKOHOJATCIbCTBOM IoCyAapCTB-4JICHOB.

MMPUJIOXEHUE
k [IpaBunam mpoBeaeHus
HCCIIeTOBaHUH (MCTIBITAHUT )
C IIETIBIO OIIEHKH OMOJIOTHYECKOTO
HEUCTBUS MEIUIIMHCKHUX HU3JIETNI

OOPMA
IPOTOKOJIA HCCIIEAOBaHMH (MCIIBITAHMIA) C IENBI0 OIEHKH GHOJIOTHIECKOTO JEHCTBHS
MEIUITHHCKOTO H3IEIAL

(HauMeHOBaHUE UCTIBITATEILHON JabopaTopuu (IIeHTpa))

(cBeaeHust 00 aKKpeIUTAIUU UCTIBITATENIbHON TabopaTopuu (LIeHTpa):
HOMEp, CPOK JCUCTBUSI aKKpEeAUTAIU (aTTeCTaTa aKKPEIUTAIIUHN ))

(anpec u HOMep TenedOoHa UCTIBITATENIBLHON JTabopaTopuu (IIEHTpa))

YTBEPXIAIO
PykoBonuTens ucnpITaTeIbHOM
naboparopuu (1ieHTpa)

(moamnucek) (pamursi, THUITHAIIB )
" 20 1.
(mata)
M.IL

ITPOTOKOJI
FCCIIeIOBaHUH (MCIBITAHUI) C NENBIO ONEHKH OHOIOrHIecKoro AeHCTBHSA MEIUITHCKOTO H3AEIH
Ne

CBeI[eHI/IH 0 MCANITMHCKOM U3ACINH:

(HaMMeHOBaHUE, MapKa, MOJIENb, KaTaJIOKHBII HOMED (IIpU HAJIMYUH ), HA3HAYCHUE U
00J1aCTh MPUMEHEHUS )



Marepuainbl MEJUIIMHCKOTO U3ACNIHS U IPUHAIICKHOCTEN K HEMY (TTPU HAJTUYHH ),
KOHTAKTUPYIOLIME C OPraHU3MOM YEJIOBEKa:

Ceenenus 06 oOpasiie (00pasiiax) MEIUIIMHCKOTO U3IEITHS:

(KONIMYECTBO, UICHTU(DHUKAITMOHHBIC TPU3HAKH (MapKa, MOJIENb, Macca, 00beM, JaTa

MPOU3BOJICTBA (M3TOTOBJICHUS), CPOK TOJHOCTH (CPOK CIIy»OBbI), KaTaJIOKHBIA HOMED,

3aBOJICKOM (CepHitHBIN) HOMEp (HOMEp cepuH, mapTuu (JIoTa)) u Ap. (€CIu MPUMEHUMO))
O6pazer (00pa3iibl) MEIUIIMHCKOTO U3JICNIUS SIBIIICTCS TUIIOBBIM OOpa3lioM:  jaa

HET
CBeneHus o 3asiBUTEIIC:

(HanMeHOBaHHE, MECTO HAXO0XICHHUS (aIpEC FOPUIUIESCKOTO JIUIA) — JUIS FOPUINIECKOTO
auna uad GaMuIusa, UMs, OT4eCTBO (MIPU HAJWYUH), MECTO KUTEIHCTBA — IS
(hbU3UYIECKOro
JMIa, 3aPETUCTPUPOBAHHOTO B KAUECTBE MHIUBUIYATBLHOTO TPEITPUHUMATEIS )

(KOHTaKTHBIE TaHHBIE 3asBUTENA (HOMEp TeredoHa, aJIpec IEKTPOHHOM MOYTHI))
CBeneHust 0 IPOU3BOIUTETIE:

(HaMMEHOBaHUE, MECTO HAXOXKICHUS (aIpec IOPUINUECKOTO JIUIA) — JIJIsl FOPUIUYECKOTO
auua uiaun GaMmuins, UMs, OT4eCTBO (MPU HAJUYMM), MECTO KUTEIbCTBA — A
(du3nUecKoro
JU1A, 3apETUCTPUPOBAHHOIO B KAU€CTBE MHAMBUIYATIbHOTO MPEAIIPUHUMATEIIS )
CBeneHus 0 IPOU3BOICTBEHHOM IJIOMIAKE (TPOU3BOACTBEHHBIX TUIOUIAAKAX ):

(HaI/IMeHOBaHI/IG — I FOPUAUYCCKOTO JIMIAa NI (I)aMI/IJ'H/ISI, HUMs, OTUECTBO (HpH HaJ'II/I‘II/II/I)

JU1s1 PU3UYECKOTO JIUIIA, 3aPETUCTPUPOBAHHOTO B KQU€CTBE MHIUBUIYAJILHOTO
npeAnpUHUMATENS, aJpeC MECTa OCYIIECTBICHUS JIEITEIIbHOCTH)
OcHoBaHue 1)1 MPOBEICHUS UCCASIOBAHNUN (MCIIBITAHUMN ):

Ceenenus 06 oroope oOpasia (00pa3iioB) MEAUIIMHCKOTO U3/IEIus, JaTa MOJTyYeHUs
obpa3sia (00pa3oB) MEAUITMHCKOTO HU3ICIIHS:

CTaHI[apTLI, Ha COOTBCTCTBUC KOTOPBIM ITPOBCACHBI HCCICA0OBAHNUA (I/ICI'[I)ITaHI/IH):



Mertoabl (METOIUKHN) UCCIAEAOBAHUN (MCTIBITAHUN ):

Mecto nipoBeieHUsI UCCleI0BaHUM (MCTIBITAHUN):

JlaTa Hayana mpoBeACHUS UCCIeTOBaHUM (MCTIBITAHUH):

" " 20 r
JlaTa oKOHYaHUS MPOBEICHUS UCCIEAOBAaHUN (MCTIBITAHUMN ):
" " 20 r

BBIBO,Z[: MpCaACTaBJICHHBIC 06pa3u51 MCIUIIMHCKOI'O U3CINA

(COOTBETCTBYIOT, HE COOTBETCTBYIOT TPEOOBAHUIM — yKa3aTh HYKHOE)
IIpencraBiieHHbIE JOKYMEHTBI:

(HaMMEeHOBaHME, KOMUS WX MOUIMHHUK JIOKYMEHTA — yKa3aTh HY>KHOE, KOJTUYECTBO
CTpaHUII)

Pe3ynbTaThl, MOJydeHHBIE OT 3asBUTEIIS, UHBIX YTIOJJHOMOYEHHBIX OpraHU3aIuil Uin
BHEIIHUX ITOCTABIIUKOB:

[Iepedenp UCTIONB3YEMBIX CPEACTB U3MEPEHUS, UCTIBITATEILHOTO 000PYIOBaAHUS:

Pe3ynbTaThl ccinenoBaHui (MCIIBITAHUN):

Tabmuma Ne

JlokymeHT, Ha

COOTBETCTBHE Vcnosus
Hanmenopanu

KOTOPOMY MPOBEACHUS
e Tmokasarenss 1 Meton PesynbTaTs

MPOBEACHO HCCIIeIOBAHMS

Ne /i (unm) HcclenoBanus HMCCIEN0BaHUSA BriBog

nccienoBanue( 6 ( ) | (ucprtanus) (
TPpCOOBAaHHUA HCIIbITaHUA UCIBITAHUS

ucmeitanne) ( P ( ) ecnm
JIOKYMEHTa )

NYyHKT IIPUMEHUMO)

JIOKYMEHTa)

1 2 3 4 5 6 7




Ic yKa3aHUEM €JMHHIBI U3MEPEHUS, a TaKKe HEONpPEeACICHHOCTH U3MEpPEeHUN (eciu
MPUMEHUMO). Pe3ynbTaThl JOMKHBI OJJHO3HAYHO COOTHOCHUTHCS C 00pa3loM METUIIMHCKOTO
W3AENus, 711 KOTOPOTrO OHU MOJTYyYEHBI.

2TeMnepaTypa, BJIQXKHOCTb, aTMOC(HEPHOE JaBJIEHUE U JIp.
CrienuanucT UCIBITaTeIbHOM TabopaTopuu (IIeHTpa)

(moamnuce) (pamunus, HHUITHAIIBI)

[Tpunoxenne. @ororpaduyeckue n300pakeHUs: 00IIEro BuIa 00pas3oB MEIUIIMHCKOTO
W3JIeTUS ¢ PUHAJISKHOCTIMHE, HEOOXOIUMBIMU JJISl €r0 MPUMEHEHHMS TI0 Ha3HAYeHUIO (TpH
HAJIMYWHU), 1 UX MAPKUPOBKH.

[Ipumeuanus: 1. Ha nmocnennem IucTe mpoOTOKOJA TOKHA OBITH yKa3aHa CIEayIolas
uHdopmarus:

"Pe3ynbTatrhl uccieoBaHNi (MCIIBITAHHA ) OTHOCSITCS TOJBKO K 00pa3iiaM METUITHHCKOTO
W3JIeTHUs, TIPOIIEANIUM HUCTIBITAaHUSI.

[TomHas wiM YyacTUYHAS TeEpernedaTka HACTOSIIETO MPOTOKoja 0e3 pas3pemeHus
UCIbITaTENbHON JabopaTtopuu (LIeHTpa) 3amnpeniaercs. .

2. B xosIoHTUTYJIE MPOTOKOIa YKa3bIBaeTcsl nHMOpMaIus, o0ecrneynBaronias YHUKaIbHYIO
UICHTU(UKAIUIO POTOKOJIA, TTPOCTIEKUBAEMOCTh €0 COCTABIISIONINX, 4 TAK)KE OKOHYAHHEC
npoTokona.".
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